Institution Review Board (IRB) Fast Facts
Why do we need an IRB? 

· To protect human subjects who participate in research

· To meet federal regulations which protect human subjects in research and apply to all institutions receiving federal funding
· Specifically, Title 45, Part 46 Protection of Human Subjects of the Federal Code of Regulations (see the Office for Human Research Protections, U.S. Dept. of Health & Human Services website, http://www.hhs.gov/ohrp/)
· ISU IRB Policy and Procedures Manual for the Protection of Human Subjects, http://www.rsp.ilstu.edu/documents/CurrentIRBPolicyandProcedure-revised11-06.pdf
What is the ISU IRB Executive Committee?

· Appointed and charged by the President to autonomously carry out federal regulations as they relate to the protection of human subjects

· The IRB Executive Committee membership list is available at http://www.rsp.ilstu.edu/research/human_subjects/IRBCommitteeMembers.shtml
How do you define “human subject”, or how do I know when I need IRB approval?


Any living individual about whom a researcher conducts research and obtains 

· data through intervention or interaction with the individual

· data through identifiable private information or records

What is a research protocol?

· A written description of a planned research activity in sufficient detail to allow for the review of the proposed research activities by IRB

· The format and the information needed is detailed on the IRB protocol submission form and applicable appendices, available at http://www.rsp.ilstu.edu/forms/human_irb.shtml
· The Principle Investigator (PI) is the lead investigator on a project and must be ISU faculty or staff

What is the role of the IRB Department Representative?

· Department reps serve as the frontline, discipline-specific reviewers for each department

· Their primary responsibility is to catch basic problems with the protocol to save the PI time and to determine and recommend the level at which the protocol should be reviewed
· They complete the IRB Department Representative Review Form, and deliver it along with the protocol submission to the RSP Office

What is the review process?

· It is the process by which the members of the IRB weigh the risks of the research activities against the possible benefits

· The three levels of review are:

· Exempt

· Lowest risk category

· The IRB Chair (Gary Creasy) reviews the protocol and agrees it is exempt from further review

· Exempt letter is sent to PI (and copied to the co-PIs and Dept Rep), typically within 3-5 days after it is received by the RSP Office

· Expedited

· Mid-level category in regard to risk

· Protocol is sent out to one Executive Committee Member for expedited review

· The protocol is also reviewed by the IRB chair and if approved a letter is typically sent to the PI within 10-15 days

· Full review

· Highest risk category

· Protocol is sent out to two Executive Board members for their review at the next (monthly) Board meeting

· Protocol is considered and voted on by full board and a letter is typically sent within 2-4 weeks if no revisions are needed

· PI is invited to attend the meeting

More about the levels of review is available at http://www.rsp.ilstu.edu/research/human_subjects/IRBLevelsofReview.shtml
What training is available/required?

· ISU subscribes to Collaborative Institutional Training Initiative (CITI), a comprehensive research ethics online training program.
· Many courses are available now through CITI and free to ISU faculty, staff, and students.

· As of January 1, 2011, all principal investigators and co-PIs on new IRB protocols must have completed the CITI course: Educational, Social, and Behavioral Research with Human Subjects (Basic)
· To enroll, follow the instructions on ISU’s Research Ethics and Compliance website at: http://www.rsp.ilstu.edu/research/ethics/. 
· For more detail on ISU’s requirments, see the April 20, 2010 memorandum from Rod Custer, Associate Vice President for Research, Graduate Studies, and International Education, http://my.ilstu.edu/~skroe/IRB-CITI-Training-Memorandum.pdf. 
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