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	INSTRUCTIONS:

1. Complete Section B if your project includes in-person research activities conducted outside the U.S. Complete Section C if your project involves online-only research (e.g., online surveys, interviews, or remote data collection) with participants located outside the U.S. 

2. Submit your completed form along with any required supplemental documentation to irb@une.edu for review.

E-mail irb@une.edu for any questions you may have with regard to this form. 




	Version Date:
	Enter date when form is first completed or date when form is last updated 
	IRB #:
	Enter ‘To Be Determined’ if IRB # not assigned yet
	Title of Project:
	Enter text


	A. [bookmark: _Hlk91787173]PRINCIPAL INVESTIGATOR

	Principal Investigator Name1:

Enter text
	You are:

☐ Faculty
☐ Staff
☐ Student
	UNE Center or College:
	

Enter text
	E-Mail:
	

Enter text	
	UNE Department:
	



Enter text
	Phone #:
	

Enter text	
	
	

	

	Faculty Advisor Name2:

Enter text
	E-Mail:

Enter text
	Phone #:

Enter text

	1
	Per the federal regulations, only one individual can be named as the principal investigator of the project. 

	2
	[bookmark: _Hlk202257618]If a UNE student is named as the principal investigator of the study, a UNE-affiliated faculty advisor MUST be designated within the application.



	B. [bookmark: SectionB][bookmark: _Hlk202447306]IN-PERSON RESEARCH

	1. List all countries where in-person research activities will occur:

Enter text


	2. What types of activities will be conducted outside of the U.S.? (select all that apply)

	☐ Recruitment of participants
	☐ Survey administration

	☐ Consent discussions
	☐ Collection of biological samples (e.g., blood, saliva)

	☐ Interviews or focus groups
	☐ Intervention or treatment delivery

	☐ Observations
	☐ Other (specify below)



Enter text


	3. Is local IRB, ethics committee, or governmental approval required in the host country? 

☐ No
☐ Yes (specify the review status and name of the reviewing body)
☐ Not Sure

Enter text


	4. Are there country-specific laws, regulations, or customs that impact how research may be conducted 
(e.g., GDPR, consent laws, age of majority, prohibited topics)?  

Note: Review the ethical/legal requirements relevant to the international site, per OHRP’s International Compilation of Human Subject Research Standards and NIH website of International clinical research regulations.

☐ No
☐ Yes (describe how compliance will be achieved below)
☐ Not sure

Enter text


	5. Will this project involve partnership with local institutions, researchers, or community organizations?

☐ No
☐ Yes (list collaborators and describe their roles below)

Enter text


	6. Describe how local community or cultural considerations will be taken into account in designing and conducting the project (e.g., respect for local norms, language, gender roles, consent expectations, participant compensation):

Enter text


	7. Will consent be obtained in a language other than English? 

☐ No
☐ Yes (answer the questions below)

a) What is the primary language(s) spoken in the region(s) where the research will be conducted?

Enter text

b) Are the investigators who will be interacting with participants fluent in the primary language of the participants? 

☐ Yes
☐ No (describe the steps that will be taken to ensure that participants and investigators are able to communicate with each other within the research proposal summary or the research protocol)

c) Describe the translation process below: 

Note: Attach translated consent forms for IRB review. 

Enter text


	8. Are there cultural factors that may affect how consent is obtained or understood (e.g., community consent, literacy, verbal vs. written consent)? 

☐ No
☐ Yes (describe below)

Enter text


	9. Are there safety, political, or environmental risks associated with conducting the research in the host country (for participants or researchers)? 

☐ No
☐ Yes (describe the risks and how they will be managed within the research proposal summary or the research protocol)


	10. Will U.S.-based researchers travel to the host country to conduct any part of the project? 

☐ No
☐ Yes (provide dates and describe any institutional approvals, travel safety plans, or training required below)

Enter text


	11. Will identifiable data or biological specimens be collected and/or transported internationally?

☐ No
☐ Yes (explain how data or specimens will be securely transported, stored, and shared within the research proposal summary or the research protocol)


	12. Are there data protection or export laws in the host country that affect how data may be collected or stored? 

☐ No
☐ Yes (describe below)
☐ Not sure

Enter text


	13. Describe the investigator’s qualifications and experience relevant to conducting research in the local and cultural context of the proposed international research setting: 

Enter text


	14. Will any part of this research be conducted in a country subject to U.S. export control regulations, embargoes, or sanctions? 

Note: Export control regulations are U.S. federal laws that govern the transfer of certain technologies, data, software, and services to foreign countries, entities, or individuals. These laws apply to physical materials as well as digital or cloud-based activities, and they may impact international collaborations, data collection, and travel. 

☐ No
☐ Yes (consult with the Office of Research & Innovation to ensure that all data collection tool (e.g., laptops, tablet devices, software) and study materials are authorized for travel and use in that country)






	C. [bookmark: SectionC]ONLINE-ONLY RESEARCH

	1. List all countries where participants will be located during participation:

Enter text


	2. What methods will be used to engage international participants? (select all that apply)

☐ Online survey (e.g., REDCap, Qualtrics)
☐ E-mail correspondence
☐ Online interview or focus group (e.g., Zoom, Teams)
☐ Other (specify below)

Enter text


	3. Are there any laws or regulations in the countries involved that impact the research (e.g., GDPR, local consent laws, internet use restrictions)? 

Note: Review the ethical/legal requirements relevant to the international site, per OHRP’s International Compilation of Human Subject Research Standards and NIH website of International clinical research regulations.

☐ No
☐ Yes (describe below)
☐ Not Sure (describe below)

Enter text


	4. Is local ethics approval or notification required in any of the countries where participants reside?

☐ No
☐ Yes (attach document for IRB review or describe status of approval)
☐ Not sure

Enter text


	5. Will consent materials be provided in a language other than English? 

☐ No
☐ Yes (answer the questions below)

a) What is the primary language(s) spoken in the region(s) where the research will be conducted?

Enter text

b) Are the investigators who will be interacting with participants fluent in the primary language of the participants? 

☐ Yes
☐ No (describe the steps that will be taken to ensure that participants and investigators are able to communicate with each other within the research proposal summary or the research protocol)

c) Describe the translation process below: 

Note: Attach translated consent forms for IRB review. 

Enter text
 

	6. Are there any cultural considerations that may affect how consent is obtained or understood (e.g., digital literacy, norms around privacy, participant compensation)? 

☐ No
☐ Yes (describe below)

Enter text


	7. Will any personally identifiable information or sensitive data from participants located outside the U.S. be collected? 

☐ No
☐ Yes (describe what data will be collected, where it will be stored, and how it will be protected within the research summary proposal or research protocol)


	8. Describe the investigator’s qualifications and experience relevant to conducting research in the local and cultural context of the proposed international research setting: 

Enter text


	9. Will this research involve data collection from, collaboration with, or transmission of research materials to or from individuals or institutions in a country subject to U.S. export control regulations, embargoes, or sanctions? 

Note: Export control regulations are U.S. federal laws that govern the transfer of certain technologies, data, software, and services to foreign countries, entities, or individuals. These laws apply to physical materials as well as digital or cloud-based activities, and they may impact international collaborations, data collection, and travel. 

☐ No
☐ Yes (consult with the Office of Research & Innovation to ensure that any software, cloud services, or data‑sharing platforms used comply with applicable export control regulations)
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