

· Because study team members’ roles change with

eIRB, you will want to ensure you and your students  understand who is responsible at each stage for successfully completing the application and
      subsequent submissions. Before you can submit the
eIRB application, all study team members must accept their roles electronically on the study.
· You must complete the appropriate basic course in CITI training (www.citiprogram.org/) and make sure your student researcher completes it as well. If the proposed research involves international or internet research and/or research with vulnerable populations, the relevant modules must also be completed.
If you have already completed a basic course but your CITI certification is due to expire, you must complete the CITI refresher course to ensure certification remains current.
· Instruct students in the ethical conduct of research involving human participants and on the IRB’s role. 

       ◦ Review students’ proposed studies and suggest   

         improvements in design and protections for

         confidentiality.

       ◦ Explain how students can be attentive to the  

         welfare of vulnerable populations and to their

         welfare in sensitive situations.

       ◦ Suggest whenever possible anonymous data

         collection so data are not linked to subjects.

       ◦ Instruct students about the privacy, confidentiality

         and data security issues involved.
· Make sure you and the students involved in cross-cultural research abroad understand the additional requirements for such studies: familiarity with the culture and research practices in-country, knowledge of the language or access to such expertise, etc. If the research involves consent and/or assent, carefully explain how the consent and/or assent should be obtained. Remember that the IRB must approve English and foreign language versions of consent/assent forms before research begins. 
· Regular courses, research methods courses, and even service-learning components of courses that use individual or group projects that engage people from outside that particular class may need IRB approval. Any of the following conditions requires IRB review:

      ◦ If the interaction with people involves record

         keeping (e.g.,field notes,survey responses) that

         will be stored and may be used in future for

         publication by the student(s) or professor.

◦ If any part of the work will be presented orally or in print to any audience larger than the enrollment of

         that particular class. This includes honors theses

         presented to or available to non-class members.

· When all or many students in a research class will   conduct similar projects, the instructor may submit a single IRB application giving a general description of the aims of the class project and any other factors that would explain the project to the IRB.

· Faculty who are advisors assume the role of principal investigator (PI) in eIRB. Student researchers are student co-investigators. 
□    Only the faculty advisor (PI) may submit the 
eIRB application. The student researcher should prepare the necessary documents (protocol, informed consent/assent, questionnaires/surveys, debriefing scripts, biosketch etc.) using guidance provided on the IRB website; complete the eIRB application; and then notify their advisor by phone or offline that the eIRB application is ready to submit. 
· Researchers receive initial feedback from the IRB (administrative) review within five business days of submission.  Time to approval is dependent upon many factors and can take four weeks or longer.  Please encourage your students to plan accordingly!
· Monitor each stage of the application submission and review process and the research activity once the study is approved and active.  
· Be familiar with the policy guidelines regarding reporting of safety events (adverse event, unanticipated problem or protocol deviation).
Failure to report safety events to the IRB may result in the study being put on administrative hold or the PI may not be allowed to process new protocols or renew current projects until all concerns have been addressed. Noncompliance may result in the suspension or termination of approval of the study for cause. If the study is funded by the Federal government, the Associate Provost for Research may need to notify the Office for Human Research Protection, Department of Health and Human Services. 

For more information contact: 

Pam Moser, Associate Director, Faculty Research Compliance and Support, ORSP, 117E Reynolda Hall, 758-5195; irb@wfu.edu
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