
Carilion Clinic Institutional Review Board

Application to Conduct International Research
Research conducted by Carilion Clinic investigators falls under Carilion Clinic IRB guidelines even when conducted elsewhere. Research conducted in international settings must have been approved by the local equivalent of an IRB before it can receive final approval from the Carilion Clinic IRB. When there is no equivalent research ethics review board or group, investigators must rely on local experts or community leaders to provide approval. The Carilion Clinic IRB requires documentation of the “local approval” before it gives its approval.  In addition to this Application to Conduct International Research, please submit an IRB Research Application for your study. Information addressed in this application does not need to be repeated in the IRB Research Application.
 For information about international research guidelines and to search for an IRB in the country where you will conduct research, consult the NIH website International Compilation of Human Research Standards. http://www.hhs.gov/ohrp/international/intlcompilation/intlcompilation.html  Additional information can be found at the Harvard School of Public Health Global Research Ethics website
https://webapps.sph.harvard.edu/live/gremap/index_main.cfm?CFID=6093271&CFTOKEN=20277487
and at Global Health Reviewers http://globalhealthreviewers.tghn.org/ 
REGISTRATION WITH OFFICE OF SPONSORED PROJEC TS

Per Institutional Policy ALL Projects Must Be Submitted With an OSP Pre-Approval or Approval Letter Stating You are Ready to Submit to the IRB.  Do you have your OSP Letter?

 FORMCHECKBOX 
  Yes  (If yes, you MUST attach your OSP letter to this submission.)  

 FORMCHECKBOX 
  No   (If no, do not submit your IRB project until you have your OSP letter.)  

You may contact the OSP at 540-985-8510.
A.  INFORMATION

Complete Title of Study:      
Principal Investigator:      
Phone:        E-mail:      
Inter-office address:      
Person Completing Form:      
Date Form Completed:      
 



B.   INTERNATIONAL RESEARCH QUESTIONS
1. Describe qualifications the Principal Investigator has in relevant coursework, past experience, or training to justify his or her international research capabilities.       
2. Provide a description of cultural norms at the research site and  differences with U.S. culture with respect to research autonomy of individuals, or groups, consent procedures, recruitment techniques, age of majority, whether parental consent is required, etc. Include an explanation of what cultural sensitivities will be required to conduct this study.       
3. Explain the ability of the PI and the rest of the research team to speak, read, or write the language of potential research subjects. Describe the primary language(s) spoken in the community. Explain provisions for culturally appropriate recruitment and consent accommodations, such as translations or involvement of native language speakers.         

4. Describe whether the researcher has the knowledge or expertise of the local or state or national laws that may have an impact on this research. The researcher must understand cultural or community attitudes to appreciate laws, regulations, or norms and remain in compliance with U.S. regulations for the research as well as local regulations.      
5. Describe whether there is an official institutional affiliation or collaboration in the county in which the research will be conducted.  Provide documentation of the collaboration and please indicate the status of obtaining the necessary permission or approval.  If not, describe how the research will have culturally appropriate access to the community.      
6.  Provide information about research ethics committee (IRB or equivalent) or other regulatory entity requiring review of the research in the host country that will review the protocol/project. Provide contact information for the local entity.  If applicable, please indicate if the foreign IRB is designated under an approved foreign Federal Wide Assurance (FWA) and provide the assurance number. The approval from the research ethics committee must be writing and acknowledge it is 1) aware of the planned research activities, 2) agrees with the plan for carrying out the study 3) approves the presence of Carilion researchers.        
7. Describe any aspects of the cultural, political or economic climate in the country where the research will be conducted which might increase the risks for participants. Describe the steps the research team will take to minimize these risks.         
8. Definition of Minimal Risk: A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests [Federal Policy 45 CFR 46.102(i)]. For this definition, “daily life” should be interpreted in the context of healthy individuals in healthy environments.   In your opinion, does his research qualify as “no greater than minimal risk to subjects” within the local context or is it “greater than minimal risk” in this context? Please provide the rationale for this risk assessment, addressing any pertinent local cultural/social/political conditions.        

9. Describe how you will communicate with the IRB while you are conducting the research in the event the project requires changes or there are reportable events.      
C.   INFORMED CONSENT 

10. What is your plan for using an interpreter? How will you assure the availability of interpreters? What are the qualifications of the interpreters (names are not necessary)?      
11. Provide copies of translated consent documents. Indicate the person(s) who translated the informed consent documents used for this protocol, his/her qualifications for providing the translations, and a statement attesting that the foreign language versions are accurate translations of the English versions. Describe who will obtain informed consent and the qualification of these persons to do so. The Carilion Clinic IRB has a suggested template for international research documents that can be used if the international IRB (or equivalent) has no such template or consent requirements.  
     
12. HIPAA authorization is required whenever protected health information (PHI) from a research protocol will be transferred to any entity of Carilion Clinic. Because the concepts of HIPAA can be difficult to translate in international studies, researchers may ask the Carilion Clinic IRB to approve altered language or a simplified form of the required authorization language. An oral authorization process may also be requested. Another option, in instances where cultural barriers are significant, is to ask the IRB to waive the authorization entirely. To request altered or simplified HIPAA authorization language, use of an oral authorization or elimination of the authorization, please provide reasons here. Note, researchers may avoid HIPAA considerations by not bringing PHI to Carilion and use only coded de-identified information or a limited data set.      
13. For studies involving populations that have no written language, use an English consent form as a template for translation and include a statement about the process for informed consent. The consent form should be signed by the interpreter, the study principal investigator, and the reearch subject, who will make a mark or thumb print as appropriate. Describe if you will use this process.          
14. For studies involving populations that use group consent, describe and justify the use of group consent. Provide a method to obtain private or individual assent if possible. Provide a method of protecting those who chose not to participate in the study.      
D.  Submission Inclusions

Please check which of the following required materials you are including with this submission. If information is submitted electronically, signature pages must be faxed or hand delivered (mailed).

For research approved by an IRB designated under an international FWA

 FORMCHECKBOX 

Approval letter from IRB in country where research is conducted 
 FORMCHECKBOX 

Copy of the protocol approved by the international IRB  
 FORMCHECKBOX 

Copies of translated consent documents 
For research not approved by an IRB designated under an international FWA 
 FORMCHECKBOX 

Written materials about local research context and one of the following:
 FORMCHECKBOX 

 Approval by a local IRB, ethics committee or tribal council 
 FORMCHECKBOX 

Name of independent consultant with personal knowledge of study site
If research is considered minimal risk, written materials only may be sufficient. Check with IRB.
 Signature
___________________________________________________  
                _____________________
Carilion Principal Investigator (signature)

                            Date
 Principal Investigator (name printed)
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