	
	Appendix A:  International Research



	Export Control review is required for all international research.  Submit the following documents to the Export Control Office at exportcontrol@wayne.edu:

· Completed Protocol Summary Form

· Appendix A (International Research)

· Supporting Documents: 

· Letter(s) of Support (if applicable)

· Names of contact persons, groups, etc.

· Any additional information deemed appropriate
NOTE: For research conducted by VA investigators, an approval letter from the Medical Center Director is required.

NOTE:  For research sponsored by the Department of Defense (DoD), see IRB Policies “International Research” and “Department of Defense Requirements for Human Subject Research Protection.”

	1. 
	Country where international research-related activities will be conducted:
NOTE: If international research-related activities will be conducted in more than one country, complete a separate Appendix A for each country.
	     


	2. 
	a. Has the Export Control Office reviewed the proposed international research?
	 FORMCHECKBOX 
 Yes – provide documentation (e-mail) from the Export 
                Control Office
 FORMCHECKBOX 
 No – contact the Export Control Office for assistance

	3. 
	List the specific site(s) in the country listed in Q#1 where research will be conducted (i.e. institution, organization, or community):
	

     


	4. 
	Is there a local IRB, research review board, government official/board, or equivalent available to review the ethics of the proposed research for the international site(s)?
	 FORMCHECKBOX 
 Yes (include local approval letters) – go directly to Q#4
 FORMCHECKBOX 
 No

	5. 
	a. Is a local expert or community leader available to review the proposed research and provide documentation of approval?

NOTE: The individual(s) providing approval must be familiar with the cultural background, local context, and community attitudes of the country in which the research will be conducted and should not be associated with the conduct of the proposed research.
	 FORMCHECKBOX 
 Yes (include documentation of approval) – go directly to Q#4
 FORMCHECKBOX 
 No

	6. 
	b. Will only social, behavioral, or educational research methods be used?
	 FORMCHECKBOX 
 Yes – provide documentation of the following: (1) the lack 

                of local review and (2) plans for observing local 

                ethical standards
 FORMCHECKBOX 
 No – STOP, you must obtain approval from a local IRB, 

               research review board, government official/board, 

               local expert, community leader, or equivalent

	7. 
	Describe qualifications from relevant coursework, past experience, or training to justify international research capabilities:
	

     


	8. 
	Concisely describe the research setting of the host country.  Include social/cultural norms, social/cultural sensitivities, and/or political conditions of the location(s) in which this research will be conducted.  Also include any provisions that will be made to conduct the research in this context (for example, monetary compensation for participation in a research study may need to be adjusted according to income standards of the host country to avoid offering a sum of money that might be coercive.):
	

     


	9. 
	Does the PI speak/read/write the language of the potential participants?
	 FORMCHECKBOX 
 Yes – go directly to Q#7
 FORMCHECKBOX 
 No

	10. 
	a. Explain provisions for recruitment and consent translation(s):
	

     


	11. 
	Has the PI been invited into the community?
	 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes 

	12. 
	a. How did the PI identify the community that will be studied?
	

     


	13. 
	b. How will the researchers enter the community and become familiarized with the population?
	

     


	14. 
	Anticipated Dates of Travel:
	Departure : 

     

	Return: 
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