Yale University Institutional Review Boards Checklist


	450 CH.1 International Research
Investigators are encouraged to use the International Checklist as a guide to ensure proper approval of human research being conducted in international settings.

	


Protocol Review in the Host Country

A. Host Country:
B. Are there government standards for review of research? Yes ___ No ___ If yes, describe: ______________________________________________________
C. Host Site:
D. Host Site is:
a. NGO ____ Hospital ___  School or University ___ 

b. Other (please describe) __________________________

E. Local Research Mentor: ________________________________
F. Local Research Mentor’s affiliation:_____________________________
G. Name of local IRB/IEC/Ethics Board that will review protocol: _______________________________________________________
H. Requirements of local IRB/IEC/Ethics Board: ________________________________________________________

Local timeframe for review__________________________
Note: Some IRBs may have fees for review.  Researchers should inquire about whether there are charges, and, if so, the amount of the charge.
Materials for Yale IRB Submission

A. Initial protocol application and associated documents (e.g., surveys, questionnaires, study information).  The application must list the international locations involved in the study, and the research plan must indicate that this is an international protocol.
B. Informed consent document(s) in English. Documents translated into the local language must be submitted after Yale IRB approval.  (Translated documents should state who performed the translation services)
C. Evidence of local approval by an IRB, Ethics Board, or Independent Ethics Committee (IEC) familiar with the local research context and local law, or a letter stating that such review is not possible and explaining why. If no local ethics approval is in place, at a minimum, there must be endorsement of the project by the local authority/institution involved in the research.  No research can begin until local approval has been obtained and submitted to the Yale IRB.
D. All foreign investigators collaborating in the research must be listed on the IRB application.
Investigators should review Policy 450 and Guidance 450 for further information on issues in the conduct of international research.
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