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International Research Worksheet

Purpose:  
The Principal Investigator (PI) is responsible for identifying and ensuring adherence to all relevant laws, regulations, and guidelines governing human research subject research in foreign countries where the study will take place and providing the information with their IRB submission. PI must upload this completed checklist and the required documents in the IRB application under Other Documents.

Identify Local Expert who was involved in the completion of this worksheet
Name:       
Date:       
Basis for knowledge:       

Please complete the following: 

1. General information - Note that the research protocol should provide all of the normal protocol requirements consistent with the OHSP Protocol Templates.
a. Identify the foreign city/region/country where the research will be conducted. If a specific institution(s) will be engaged, include the name and location of the institution(s):
     
b. Identify any current events or a socio-political environment in the designated location that may impact the conduct of the research or alter the risks or benefits to subjects.
     
c. What is the legal age of consent in the local jurisdiction where the research will be conducted? 
     
d. Describe the local community and local requirements for ethical review of human subject research.
     
e. Identify the role of women and children in the society, including their autonomy and legal capacity to make decisions.
     

2. Informed Consent – Refer to the OHSP Guideline for Informed Consent
a. Does local law require informed consent for research subjects?  
☐  Yes     ☐  No
b. Can women consent to participate in the research without obtaining permission from a male or elder? 
☐  Yes     ☐  No
If no, how will you ensure the woman’s voluntary participation and confirm women will not be enrolled solely based on consent from a male.   
     
c. Describe the cultural appropriateness of the consent process and consent document.
     
d. Describe how you will maximize and assess a research subject’s comprehension of the consent process.
     
      
3. Confidentiality and Security of Data  - Identify any institutions, collaborators, and governments that will receive research data and describe the data they will receive on the Data Security Assessment form.  If performing research in the European Union, best practice is to collect anonymous data.  See OHSP website Identifiability of Research Data.  

a. How will data be collected/stored in the foreign city/region/country be identified?  
☐  Anonymous     ☐  De-identified/Anonymized    ☐  Coded 
b. When data is returned to the United States, how will it be identified?  
☐  Anonymous     ☐  De-identified/Anonymized    ☐  Coded
c. Are there local laws regarding privacy, confidentiality, and security of personal data?  
☐  Yes     ☐  No
If yes, Describe the plan to comply with local requirements for privacy, confidentiality, and security of personal information. 
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