

Getting Started…
· All researchers and key team members must complete the basic course for CITI (either Group 1, 2 or 3) before approval is granted and research can begin. Access CITI at www.citiprogram.org. In addition, those whose research involves international or internet research must complete those modules. All should register under Wake Forest University (not WFU Health Sciences). 

· As of November 30, 2007, all human subjects research applications must be submitted via eIRB. Check Getting Started in eIRB at www.wfu.edu/rsp/irb.html for important information.  
· Before you can use eIRB, you must request a user account.  Please contact Pam Moser at irb@wfu.edu for more information.  

· During the account set up, you will be prompted to change your DEACNET password.  Your 6-character password must include any 3 of the following: 1) English upper and lower case letters, 2) numbers, 3) special characters (!, @, #, %). You cannot use any of your previous 8 passwords and your password cannot include your username and/or any part of your name.
· You must use Internet Explorer (not Mozilla) and have cookies enabled when using eIRB.

· If you are planning to access eIRB from off-campus locations, be sure you are able to establish a Virtual Private Network (VPN) connection.  Go to http://techtalk.wfu.edu/vpn/index.html or call the IS HELP Desk at 758-4357.
Visit the IRB website
The site (www.wfu.edu/rsp/irb/) offers everything you need to know about getting your human subjects research project approved.  You will find more comprehensive information than this document can provide, access to the IRB Policies, Investigator’s Guide, Forms and Instructions, eIRB and more!
The eIRB process differs from the old “paper” system
· The faculty advisor is the PI on student research. Student researchers will be student co-Is in the study.
· 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. 
· The eIRB application has “branching” capabilities, i.e., the application changes based on how you answer the questions.  Therefore, it is important that you carefully proofread your application after your final edits.  New pages may have been “revealed” that you will need to complete. 
· To prepare the biosketch for eIRB, student co-Is may include their name, mailing address, telephone and fax numbers, email address, status at the University (graduate student, student), department affiliation, research experience and CITI completion date in a word doc or use the biosketch template (see Forms & Instructions). 
· You must save often when completing your application.  You may lose your work if you don’t save before navigating to a new page. 

· With eIRB, the researcher/study team chooses the level of review for the proposed research (exempt, expedited or full board review).   Assuming the supporting questions 
have been answered correctly, the application will confirm or deny that the appropriate level was selected.
· All study team members must electronically “agree to participate” once the application has been submitted before official review can begin. 
· 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 plan accordingly!
· The study team must respond to IRB concerns on studies under review within 60 days (for full board review) or 30 days (exempt, expedited or IRB administrative review) or risk having the study terminated.

Research Risk
The PI must evaluate whether the degree of risk is safe enough for the specific subject population by considering:
1.  Who the research subjects are and what kinds of risks do

     they routinely encounter? 

2.  Among the subject population, are some more vulnerable

     than others? Is the risk (vs. the benefits) worth exposure? 

3.  What are possible adverse events? Can the harm be fixed or

     prevented?

4.  Having taken the obvious steps to reduce or circumvent

     harm, what, if any, are the remaining levels of risk?
     possible consequences to certain classes of subjects? to the
     entire research population? Is the research now “safe
     enough”?
Conducting Research in Schools
· The application and any subsequent resubmission must be submitted to the IRB as soon as possible in the semester 
since both the IRB and school system must approve the proposed research, including questionnaires, informed consent/assent, etc. 
· Information on research requirements for NC school systems can be found on their websites.
· Research may not begin until approval is received from both the IRB and the school system.
· Proposed changes to the approved study must be submitted and approved by the IRB and school system before those changes can be implemented. 
· To increase the rate of return of parental permission:
· Involve the school: teachers/principals who buy into the study will encourage students to return consent forms.
· Use multiple strategies: send materials home with students. Mail them to parents. Use postcard reminders.
· Use publicly available directory information, as permitted by FERPA and local school policy, to telephone parents, either as follow-up or initial contact.
· Solicit community involvement in the research.
· Consult the IRB about a waiver of parental permission. 

Informed Consent and Assent
Consent involves meeting with a potential participant to discuss the purpose, risks and benefits of participation and  whether the individual is capable of voluntarily giving consent to participate (or not) in the study. 

Consent may be written or oral but should always be presented in a language understandable to the participant and written for a 6th to 8th grade reader. Informed consent is required for non-exempt applications; in some cases, it is advisable for exempt research as well. 
For more information, see IRB Policies, Investigator’s Guide and other guidance documents on the IRB website.
Cross-cultural Research
Cross-cultural (domestic and international) research presents special concerns for the rights and welfare of human participants. In the case of international research, the procedures normally followed in the country in which the research will take place may differ from those set forth in 45 CFR §46 regulations and WFU’s policies. 
You and your research team must understand the local research context, the language and the human protections policies in effect whether research will be conducted in the US or abroad. You must pay attention to local linguistic nuances; customs; local, cultural and religious norms; and the political environment when drafting consent forms, written or oral. Questions to ask in considering your research:

· Why this particular research setting?

· What will the consequences be for the subjects within and outside the community if their identities are discovered? Will the research affect their relationships with others?

· How will subjects in this setting let you know if they don’t want to talk to you?

· Who is responsible for giving consent in the research setting? Who is responsible for getting consent and is this person fluent in the language and well versed in the culture of the subjects?

· How will you handle situations in which group consent is provided but individual subjects do not want to participate and vice versa?

· How will subjects feel about your sharing information via publication or professional presentations?
For more information, see Cross-Cultural Research in the IRB Policies.
Changes to the approved research

By law, any substantive changes to the approved protocol and/or the Informed Consent or Assent, must be submitted to and approved by the IRB.
Approval Period
An IRB approval is effective for one year, less if the risk warrants more frequent monitoring. The researcher must submit a Continuing Review or Closure form before the approval date expires. 

Research Records
Federal regulations require that all research records, including signed consent documents (English and foreign language versions in the case of cross-cultural research) and IRB correspondence, be kept in a secure location for as long as the data are scientifically useful or three years after study closure, whichever is longer, and then destroyed.

IRB Contacts: 

Steve Giles, IRB Chair, Communication Department , 336/758-4442; gilessm@wfu.edu. 
Pam Moser, Associate Director, Faculty Research Compliance & Support, ORSP, 117E Reynolda Hall, 336/758-5195; moserpc@wfu.edu or irb@wfu.edu. 
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