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THE UNIVERSITY OF MONTANA-MISSOULA

Institutional Review Board (IRB)

for the Protection of Human Subjects in Research

Foreign Site Study Appendix
Specify country(s):                                
Are there human subject regulations listed specifically for this country at http://www.hhs.gov/ohrp/international/index.html under “The International Compilation of Human Research Standards”?
 FORMCHECKBOX 
 Yes – These regulations must be addressed or integrated into your proposal.

 FORMCHECKBOX 
 No   – Explain how you will approach subjects in a culturally-appropriate manner:  

	


While additional information regarding international research is included in the OPRR memo entitled “IRB Knowledge of Local Research Context,” provide the IRB with the following information as appropriate:

1. Information about where the research will be conducted (both the geographic location and the performance site, where applicable).

2. A copy of the foreign site's assurance with OHRP, when required.

3. A copy of local IRB or equivalent ethics committee approval, when required.

4. Information about the investigator's knowledge of the local research context, including the current social, economic, and political conditions.

5. Information about whether there are any additional risks subjects might face as a result of the population being studied and/or the local research context.

6. The language(s) in which consent will be sought from subjects and the research will be conducted, as well as whether the investigator is fluent in this language, or whether an interpreter will be used. If an interpreter will be used, it should be clear what risks, if any, this might pose for subjects, as well as how the risks will be minimized.

7. Copies of the translated informed consent documents and instruments, including verification of the accuracy of the translation(s).

8. Information on how the investigator will communicate with the IRB while in the field.

	


                              




                              

 Principal Investigator
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