Gonzaga University IRB
Meeting Minutes
March 23, 2009

Present
Deborah Booth, Chair; Ted DiMaria, Asst. Prof., Philosophy; Steve Koffman, Asst. Prof., Counselor Education; Chris Francovich, Asst. Prof., Doctoral Leadership Studies; Susan Norwood, Prof., Nursing; Randy Williams, Prof., Special Education; Adrian Popa, Asst. Prof., Organizational Leadership; Irene Gonzales, School District 81; Diane Zemke, Grant Writer, Sponsored Research Office (Recorder).
Opening
The Chair called the meeting to order at 9:00 am. The February minutes were approved. There we no proposals needing full board review.
Review of Updated Policies and Procedures
Randy and Susan have revised the policies and procedures.  Note that page numbers reflect the draft version of 1/26/09. We approved the following changes:

1. We will put the web address to the IRB website at the bottom of the first page, above the footnotes.

2. p. 2: have bolded “this includes course-related research projects, unless the instructor has obtained an exemption from the IRB.
3. p. 3, #5: Changed “approvals” to “approval.”

4. p. 3, #5:  Added “including exemptions for course-related research projects. . . provided there is not modification of the originally approved study procedures.”

5. p. 4 (first full paragraph): Added “other incentive provided.”

6. p. 4: Added “no interventional biological research involving pregnant women or fetuses. . . .”

7. p. 5, Section 2: “must” is bolded and italicized. 

8. p. 5, Section 2:  Added to: obtains the express permission of the subject “and/or parent/guardian” to do otherwise.

9. p. 5 (a): Added to: and other “paper or electronic” data gathering. . . .
10. p. 6 (1): bolded and italicized “investigators whose research involves human subjects will not make the final determination of exemption. Exemption requires the approval of the IRB.

11. p. 6 (1): bolded and italicized “categories of exempt research are established by federal regulations and cannot be amended.”

12. p. 9 (Research Categories): italicized: “This list is based on federal regulations so that additions to and extrapolation from the list by the IRB are not appropriate.”

13. p. 12: Added “and the AVP, as well as kept with the IRB’s records [45CFR46.103 (b)(3) and .§.115(A)(5)}. Any changes in IRB membership must be reported to OHRP and AVP.”

14. p. 12 (a): Added “regularly notify the approval of such exemptions” to the Academic Vice President.

15. p. 12 (b): deleted “or the director of Sponsored Research and Programs”

16. p. 12, Submission of Proposals: Deleted “or Academic Vice President”
17. p. 13 (2a): Added “be submitted to the chair of the IRB”
18. p. 13 (2b): Added “one hard copy and an electronic copy”

19. p. 13 (2, last paragraph): deleted “AVP”

20. p. 13 (B 1): Deleted “office of the Academic Vice President” and added “chair of the IRB”

21. p. 13 (B 2): Deleted “substantial”, deleted “Sponsored Research and Programs office,” added and added “(change of protocol available on the IRB webpage)”

22. p. 14 (C) (first paragraph):  deleted “Sponsored Research and Programs office” and added “IRB webpage”

23. p. 14 (D, second paragraph) Italicized paragraph for emphasis.
24. Decided to embed footnotes 4-11 in text, rather than put them in as endnotes. Will also embed other links in text.

Randy will format the new policies and procedures.

Also discussed creating a policy about exempt status for course-related projects during the next academic year.
The meeting was adjourned at 10:00 am.
Conclusion

The next meeting will be Monday, April 27, 2009 at 9:00 am in Rosauer 260.
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