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Example of a positive statement for a research project that will be carried out
abroad

This research project was evaluated according to the ICH-GCP (International-Conference on
Harmonisation - Good Clinical Practice) guidelines. It conforms with the conditions that have
to be met for research studies in Switzerland, namely:

* scientific validity and relevance of the research project and of the results that are to be
expected;

e favourable benefit-risk ratio;

* consent of the study subjects;

* protection of the private sphere and confidentiality;

* procedure for compensation in the case of personal damage or injury;

» professional qualification of the Swiss research scientists involved in the project;

* Definitions of the qualifications that are required of the other research scientists involved.

Whether the project can be accepted from ethical points of view depends on the local
circumstances, which could not be assessed. In particular, the present statement does not
consider the following points:

* procedure and documentation for recruitment of the study subjects, especially the
information sheets and consent forms written in the local language;

* appropriate cover for possible personal damage or injury (details of the type of damage
covered and the envisaged amount of the compensation);

* the adequacy of the local infrastructure (material, premises, personnel etc.) with regard to
the best possible protection of the study subjects;

* Professional qualification of the non-Swiss research personnel.

The responsible ethical research committee(s) of the place(s) where the project is carried out
should assess the points listed above.



