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	As a reminder, you should complete this form any time you are enrolling international participants, even if you are not traveling in-person to the international site (e.g., internet research, collaborating with local enumerators, Zoom interviews, etc.). International research should provide protections to participants equivalent with the U.S. Common Rule.


	Protocol ID:                  
	Protocol Director:              


1.  Describe the research locale (e.g., in-person/online, clinic, lab, organization, specific location) and describe your qualifications for performing this research in this location (e.g., coursework, training, working with an expert consultant, experience, etc.).
	     


2.   Please describe Stanford’s role(s) in this research study. Please explain how Stanford will be involved with the following activities: Participant recruitment, enrollment, consent, data collection, data analysis, write-up.

	     


3.   Will you have any local collaborators in this research study? Please clarify if you were invited into the community to conduct this research.  
· If yes, how will local collaborators be involved? Please list your collaborators and explain how the local collaborators will be involved with the following activities: participant recruitment, enrollment, consenting, data collection, data analysis, write-up (note that these collaborators may be engaged and need their own IRB approval).
· If no, please describe how you will have culturally appropriate access to the community. 
· Describe the local contact information for participants in addition to Stanford and place on consent documents.
	     


4. Describe the cultural norms and sensitivities you will have to consider to conduct this research.  Include (as applicable):
 (i)   Local laws (who can be a legally authorized representative, mandatory reporting, etc.)
 (ii)  Age of majority 

 (iii) Local expectations for obtaining informed consent. Comment on whether written/oral consent is customary, who is responsible for giving consent in this setting/culture, and any differences in autonomy regarding the consent process (permission from head of household, community leader, etc.)   

	     


5. Describe the country’s laws regarding human subject research. 
· NOTE: Research must be approved by the local equivalent of an IRB (or ethics review) before you begin your research. 
· Please confirm that this review is underway and that you will upload review/approval documentation to your Stanford IRB protocol once received. 
· If there is no equivalent board or group, you should rely on local experts or community leaders to provide permission to proceed and provide documentation to the IRB. Please also explain if you will have local collaborators who have knowledge of the country’s laws and/or local setting.
· Ensure that all study documents (consent forms, recruitment materials, etc.) are updated per the local ethics review or any other local requirements. 
· Note some countries have data privacy protections that must be followed (e.g., European Union, UK, China). See Office for Human Research Protection’s International Compilation of Human Research Protections and Listing of 27 Social-Behavioral Research Standards.

	     


6. List the language(s) in which you will conduct the research.  Explain your ability to speak, read, and write in these languages.  Describe provisions for translators, if needed, and for providing participants with a local contact and/or resources (e.g., providing a card with a local contact’s information for questions about the research). 
Confirm that you will submit translations of your consent and study documents as applicable for each language in which you will conduct your research.
	     


7.   Will you travel to the international location to conduct the research?  If not, explain who will provide oversight of the research when you or Stanford researchers will not be on-site. 
	     


8.   Explain how information and/or biological material/specimens will be brought back to the U.S. securely (e.g., kept with you at all times, in a locked bag, on an encrypted device, in Stanford Google or Medicine cloud storage?) See CDC import permit requirements https://www.cdc.gov/cpr/ipp/index.htm. 
	     


9. If paying participants, explain local wages in the area and how payments are similar to hourly effort/will not cause undue influence to participate.
	     


Note:  
(1)   For a list of social-behavioral research standards in international locations, please visit this webpage.


(2)   If your research is federally-funded, all local or international IRBs or Ethics Committees that review your research must be registered with the Office of Human Research Protections (OHRP).

(3)   If your research is federally-funded, all institutions engaged in the research will need to have a Federalwide Assurance (FWA).
(4)   Research “in the field” (e.g., ethnographic, historical, phenomenological research) does not always fit a traditional research design (e.g., behavioral experiments, surveys) or IRB review model.  However, the same principles for protection of participants’ rights and welfare apply in these studies.
(5)   For ethical considerations regarding these methods of research, see: 
· International Ethical Guidelines for Health-related Research Involving Humans 

· Declaration of Helsinki
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