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450 CH1 International Research Checklist 

	450 CH.1 International Research Checklist   
	


Students and fellows conducting research in international settings must complete this International Checklist and submit it with the IRB application to ensure proper review and approval of human research being conducted in international settings.  (See IRB Policy 450 International Research and associated guidance [450 GD. 1] for supporting information.)  
I. Yale IRB Application Documents

A. IRB application

The application must list the international locations involved in the study, all foreign investigators collaborating in the research, and the research plan must indicate that this is an international protocol.

B. Associated documents

Surveys, questionnaires, study information, 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)

II. Approvals

A. Name of local IRB/IEC/Ethics Board that will review protocol: _________________________________

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 is required. 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.

B. Requirements of local IRB/IEC/Ethics Board: _____________________________________________________

C. Documentation required ______________________________

D. Local timeframe for review____________________________

E. Fees for local IRB 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.

F. Local Privacy regulations ___________________________________

III. International Location Information
A. Host Country:

B. Is this a U.S. embargoed country?  Yes___ No __

If yes, see http://www.yale.edu/grants/policies/exportcontrols.html
C. Are there government standards for review of research? 

 Yes ___ No___

D. Host Site:

E. Host Site is:

a. NGO ____ Hospital ___  School or University ___ 

b. Other (please describe) __________________________

F. Local Research Mentor: ________________________________

G. Local Research Mentor’s affiliation:_____________________________

H. Retention policies (e.g., what material, if any, must remain in the host country/site) _______________________________________

Note: This information should be included in the consent form, outlining confidentiality, storage and dissemination of the data.
I. Describe any local laws that will relate to the conduct of this study.
J. Describe any local social or political conditions that will related to the conduct of this study.
As noted above, investigators should review IRB Policy 450 International Research and Guidance 450 GD 1 International Research:  Required Documents and Additional Considerations for further information on additional considerations in the conduct of international research, and on securing data.
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