INTEROFFICE MEMO
Research Services & Sponsored Programs
                                            Please post or distribute to your faculty

DATE:           July 31, 2008
TO:                 Chairs, Deans and Directors
FROM:          Rosalie Hall, IRB Chair
SUBJECT:    Changes in IRB Investigator Certification Requirements
We would like to update you on an upcoming change to The University of Akron’s Institutional Review Board (IRB) procedures. Beginning with fall semester 2008, the university is affiliating with the Collaborative Institutional Training Initiative (CITI) to provide investigator training for research involving human subjects. The training consists of on-line courses, created and managed by Miami University. We have customized the course requirements for our use.

We’re making this first announcement over the summer, to give those of you who will be affected some lead time in your planning for your own research projects as well as for making necessary changes to any undergraduate or graduate methodology classes, classes that have a research component, or thesis and dissertation research with graduate students.

As you may recall if you have previously submitted a protocol for IRB review, one of the requirements is that you have an Investigator Certification on file with the IRB before your protocol is approved. The purpose of this certification is to verify that any researcher who is involved with human subjects is familiar with federal regulations guiding human subjects research and is knowledgeable about how those guidelines translate into the specifics of research practices and procedures. In the past, researchers have been required to read certain documents, including the relevant federal guidelines and regulations, and then to submit a signed form certifying that they have read and understand the documents. 
Rationale for the Change

However, there has been a recent national trend to require more active educational involvement on the part of investigators who wish to do human subjects research, as well as to demonstrate that they have mastered the relevant knowledge necessary to comply with human subjects requirements. Thus many institutions now require investigators to participate in IRB-related training sessions and to demonstrate their knowledge through tests. The IRB members at The University of Akron have just spent about a year studying this trend, the potential costs and benefits of changing our own current procedure, and considering alternatives to our current procedure.

We concluded it is in the best long-term interests of all involved to increase the requirements for investigator certification to include formal training.  This requirement is consistent with what we require for certification of university researchers whose research uses non-human species. In addition, there are auxiliary benefits of using the CITI system that we chose, including its acceptance by other research institutions (including other universities, hospital settings, etc.) and the potential for its use as a training device with students in relevant research methods courses. The sections below give more detail on how we plan to phase in use of the training.
Timeline for Implementation
Investigators who already have a previous certification on file with the IRB at the beginning of the 2008-09 academic year will have one year to complete the new CITI training in order to update their certification. After this one year grace period, protocols will not be approved until the CITI training is taken and the ORSSP has been notified of its completion.  However, new investigators (i.e., without a previous certification) must complete the CITI training before submitting a protocol to the IRB for review beginning with the start of the Fall, 2008 semester. 

Please note too that all researchers (faculty, staff and students) who are conducting independent research projects involving human subjects, and their research staff, are required to take the on-line CITI training. This applies both to researchers submitting applications for IRB review and to those submitting IRB exemption requests. All research staff who will be involved in data collection or who will work with individually identifiable data which have been collected must also take the CITI training. In addition, faculty submitting classroom-based protocols and faculty advisors on student protocols must complete the basic course. Approval of an IRB application will be withheld until all required training modules have been completed. 

CITI Tutorials
The IRB has developed two tutorials to assist in navigating through the CITI program.  Both are available on the IRB website at:  

http://www.uakron.edu/research/orssp/compliance/IRBGuidelines.php
1. CITI Certification Tutorial for Researchers Submitting a Protocol to the IRB 

2. Tutorial for Students Taking the CITI Investigator Training to Satisfy Course Requirements

We hope that faculty will utilize the CITI materials in their undergraduate or graduate classes that include instruction on research methods and human subjects protections.  There is a special Learner Group designated specifically for students who are not themselves conducting independent research projects, but who are learning how to ethically conduct research involving human subjects.

We’re excited about the positive potential of this change for increasing understanding of human subjects research protection at The University of Akron. Please don’t hesitate to contact me if you have any questions about this change (x-8375 or rjhall@uakron.edu). You may also contact Sharon McWhorter, IRB Administrator at x-8311 or sm48@uakron.edu.
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