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               University of California, Merced

	
	International Research
Complete this form if the proposed research will be conducted outside of the United States.  Complete a separate form for each country to which the PI or members of the research team will travel to conduct research described in the IRB application.
	


Title of Protocol:     
Location of Research:
1. In what country will the research be conducted?      
a. Is this an EU/EEA country? ____
If yes, your study may be subject to GDPR. Please contact Privacy Officer Deborah Motton for additional requirements necessary to comply with GDPR.
2. Describe the rationale for selection of this site.      
3. Is this site listed on the Department of State’s travel warning list?      
Research conducted by or including Student Investigators

1. Is this research being conducted by a student or by faculty/staff leading students?      
a. If yes, describe how the faculty advisor will communicate to ensure there is adequate oversight of the project:      
Communication with Research Subjects

1. What is the primary language of the potential research subjects?      
2. Is the researcher fluent in the primary language?      
a. If no, explain how the researcher will communicate with the subject population during recruitment, consent and completion of the study.      
Location Specific and Cultural Considerations

1. Describe the researcher’s qualifications to conduct research at the host site.      
(Include any past experience, relevant training and/or coursework that explains his/her ability to conduct this research in accordance with local laws, culture and customs, while remaining in compliance with U.S. regulations governing the ethical conduct of research.)

2. Describe how the researcher will obtain culturally appropriate access to this community.      
3. Describe the ways in which cultural norms and/or local laws differ between the host site and the United States.  Consider the differences in consent procedures, age of majority, autonomy of individuals, group consent, and/or parental consent. (Guidance on this topic may be found at www.hhs.gov/ohrp/international)      
4. Describe any aspects of the cultural, political or economic climate at this research site, which might increase the risks for participants.      
5. Describe the steps the researcher will take to minimize any risks identified in question 4.      
Additional and Ongoing Research Oversight

1. In some instances, an ethics committee or other regulatory entity in the host country must review and approve proposed research projects. (OHRP has published the International Compilation of Human Research Standards here that details ethics standards and entities governing human research internationally) Please provide the contact information for the committee or entity reviewing this project:      
2. In some instances, there is no equivalent local ethics committee or other regulatory entity in the host county.  Where there is no equivalent board or group in the locality, input should be sought from local experts or community leaders.  If you do not obtain approval by a local ethics committee equivalent, please explain below how local input, cultural context and/or permission will be obtained.      
3. Are there any foreseeable issues that will impede the researcher’s ability to communicate with the IRB if the project requires changes or if there are reportable events?      
a. If yes, Provide an explanation below and address how the researcher will mitigate.      
PI Name:     

 PI Signature: 




 Date:       
*Please be sure to contact the Office of Research Compliance and Integrity for information on Export Controls before you travel. (http://rci.ucmerced.edu/export-controls) 
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