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To help investigators navigate international requirements: 

Complete as part of your pre-submission planning 

Identify Primary 
Funding Recipient and 
Subrecipients 

Primary Funding Recipient Subrecipients 
  

  

  

  

List all foreign sites Site Name, City, Country FWA Number 

  

  

  

Identify key 
collaborators, their 
affiliations 
(institutions) , and 
their role in the study. 

Name Affiliation and Role 

  

  

  

  

  

Identify JHU 
investigators and their 
role in the study 

Name Role 

  

  

  

  

INFORMATION REQUIRED FOR YOUR JHU IRB SUBMISSION 

Think about, and check off, each item as you complete it. 

Be aware of the human subjects research requirements at the local site.  

In your protocol, justify conducting the study at these site(s).  

In your protocol, describe community engagement activities.  

Verify qualifications of your in-country partners/study personnel to execute assigned 
study role(s). 

 

STUDY PRODUCTS 

Provide the product information (package inserts, certificates of analysis, 
investigational brochure) for any study products (drugs/devices, etc.) being 
distributed by the study, including sourcing information. 

 

Obtain regulatory approvals needed to conduct the study in country.  
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CONSENT PROCESS AND DOCUMENTATION 

Are study languages all written (some languages are oral only)? If not, what process 
will you use to introduce the study? 

 

Will consent forms be signed? Are there any local cultural norms against signing 
consent forms? 

 

Provide translated consent documents, as needed, including a certification of the 
accuracy of the translation. 

 

Provide certificate of translation.  

Provide the rules about enrolling minors, as needed. Detail parental permission 
requirements, when minors may consent for themselves, etc. 

 

Provide any comprehension assessments you plan to use.  

Are there any extra protections you are providing participants to ensure 
voluntariness? In particular, address any concerns about female autonomy. 

 

Include information about sharing research data/specimens outside of the country, 
with foreign researchers. 

 

RISK 

Is the population vulnerable in that country because of the study topic, questions 
about illegal behaviors, or local cultural concerns? 

 

Will you be asking sensitive questions about sexual abuse or interpersonal violence?  

Are there any local mandatory reporting requirements for disease diagnosis, child 
abuse, or other topics? 

 

Are there extra resources or referrals you are providing for participants (medical 
care, counseling for distress, etc.) associated with information you will collect for the 
study? 

 

REPORTING 

Provide process for reporting protocol non-compliance and unanticipated problems 
posing risk to subjects or to others – to meet local requirements and JHU 
requirements. 

 

Provide process for handling participant complaints locally.  

DATA/BIOSPECIMEN SECURITY, MANAGEMENT, SHARING 

Review your funding agreement and its provisions about data/biospecimen 
requirements (sharing, ownership, de-identification, public access). Make sure all 
your submissions to the JHU IRB and local review committees fully disclose your 
proposed plans. 
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In your research application, describe your data security plan, data management 
plan, de-identification plan, and sharing. 

 

If you will store biospecimens for future research, detail your plan for collection, 
future use, storing, sharing, including local requirements. 

 

If shipping biospecimens back to the U.S., obtain proper export and import permits.  

POST-STUDY PLANNING 

Prepare a plan to report study outcome back to local community.  

Address any post-study access to study interventions, continued/transitional access 
to care, if relevant. 

 

LOCAL APPROVALS 

Verify visa/licensing/ certification requirements for JHU personnel proposing to 
engage in clinical activities at the local site. Note that central international business 
office approvals for JHU personnel in country must be obtained separate from IRB 
approvals. 

 

Provide local approvals, including local ethics approval.  

Provide letters of permission from local research site(s).  

 


