AGENDA

University of Nevada, Reno

2008-09 Faculty Senate

June 5, 2008, 1:30 p.m.

RSJ 304

All times are approximate

	1:30
	1.
	Roll Call and Introductions


	

	1:35
	2.
	Chair’s Report

	Information/Discussion

	2:10
	3.
	Consent Agenda

	Enclosure/Action

	2:45
	4.
	HS Reorganization: Jannet Vreeland, Interim Executive Vice President and Provost 

	Information/Discussion

	3:00
	5. 
	Budget Update: Jannet Vreeland, Interim Executive Vice president and Provost
	Information/Discussion

	3:30
	
	Break


	

	
	
	
	

	3:40
	6.
	IRB Ad Hoc Committee Review Report: Jeanne Wendel, Chair

	Enclosure/Action



	4:30
	7.
	Blog Demonstration
	Information/Discussion



	4:45
	8.
	New business


	Discussion

	5:00
	9.
	Adjourn


	


	Future Senate Meetings
	Future Board of Regents Meetings

	UNR Faculty Senate Website
	NSHE Website

	August 28, 2008

RSJ 304
	June 12-13
TMCC

	September 18, 2008

RSJ 304
	August 7 & 8, 2008
UNR
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1. Number of active files = 545
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subsequent to investigators' initial responses. Consequently, the actual number of revisions is under-represented.
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CONSENT AGENDA

University of Nevada, Reno

2008-09 Faculty Senate

June 5, 2008

RSJ 304
Process for Consideration of Consent Agenda Items:

· All items on the Consent Agenda are action items.  A single vote for the consent agenda passes all items listed on the agenda.  Any senator may request an agenda item be pulled for discussion and held for a separate vote.
· Prior to a vote on the consent agenda, the Chair will open the floor for comment from senators including requests to pull items.

· Once all items to be pulled have been identified, the Chair will call for a vote on the remaining Consent Agenda items.

· Discussion and action on items pulled will be managed individually.
	1.
	Request to Approve the May 7, 2008 (07-08) Meeting Minutes

	Action/Enclosure

	2.
	Request to Approve the May 7, 2008 (08-09) Meeting Minutes

	Action/Enclosure

	
	Academic Standards Year-End Committee Recommendations Each Recommendation is listed individually
	

	AS 1
	The existing catalog language regarding the policy for dropping a course should be changed to state that students who wish to withdraw from individual classes between the fourth and ninth weeks of the semester must obtain their instructor’s signature on a form stating that they have discussed their intention to withdraw with the instructor.


	Action

	AS 2
	The existing catalog language regarding the grade replacement policy should be changed as follows:
	

	AS 2a
	Students may repeat a course anytime before graduation, instead of only during the next semester a course is offered
	Action

	AS 2b
	Students may not repeat a course for which a grade of C or better is earned (except where specific degree programs require higher grades).
	Action

	AS 2c
	Repeating a course withdrawn from does not count as a grade replacement attempt.
	Action

	AS 2d
	The number of allowable grade replacement attempts should be increased to 5 courses (or 15 credits).
	Action

	AS 2e
	Only one grade replacement attempt should be allowed per course, although more are permissible with approval from the dean or the chair or the academic advisor. Repeating a course more than once requires a plan for improvement, drafted and signed by both student and advisor, which may include tutoring and other forms of academic support.
	Action

	
	
	

	AS 3
	Regarding probation, disqualification, suspension and dismissal, the committee recommends as follows:
	

	AS 3a
	Students under academic warning and probation should avail themselves of progressively more advisement and assistance as a condition of continued enrollment.  This should take the form of a written agreement specifying the assistance the student will obtain (e.g., help with study skills, tutoring in specific subjects). The written agreement would be developed and signed by the student and his/her academic advisor, then signed by the student’s department chair and/or the dean.  UNR Admissions and Records would receive a copy of the written agreement. Course registration would be blocked until approval of the contract.
	Action

	AS 3b
	Students not raising their GPA above the threshold for disqualification after two semesters should be suspended from UNR and not readmitted until they can present a record of 15 semester credits of transferable credit at a community college or other accredited institution, with a minimum GPA of 2.5.  
	Action

	
	
	

	AS 4
	Regarding midterm progress reporting, the committee recommends that faculty teaching lower-division courses be strongly encouraged to use the midterm grade reporting functionality in CAIS, or some other means, to report grades of C-, D and F to students prior to the drop date.  A general e-mail should be sent to alert faculty to the existence of this tool
	Action

	
	
	

	AS 5
	The Nevada Faculty Alliance should be involved in future discussions with the Faculty Senate about the formulation of a code of ethical conduct for faculty at UNR.
	Action

	
	
	

	AS 6
	The “faculty-wide discussion” should not begin with a campus-wide survey of all faculty, but be conducted within the Colleges.  As a first step towards this, the matter should be brought before the Academic Leadership Council.
	Action

	
	
	

	AS 7
	Regarding methods of addressing academic dishonesty by students (reporting and sanctions):
	

	AS 7a
	The OSC web site should put online the standard format of the letter to be sent to students, or several different sample letters; and should include a link for faculty which would include all the information faculty need to report, verify, and learn about penalties for academic dishonesty.
	Action

	AS 7b
	The curriculum of the voluntary course in ethical decision-making for students currently being offered through the Office of Student Conduct (see pp. 31-32 below) should be evaluated by the committee.  The committee should work with Sally Morgan, bearing in mind our specific curricular recommendations of several years ago, to design a course that fits both her and our needs.
	Action

	AS 7c
	The committee should propose specific language to be added to the conduct code related to retaking of courses.  The Graduate School should be made aware of and take steps to implement our committee’s earlier recommendations regarding the Q course and implement this policy as soon as the grade has been approved for use.  The committee should discuss whether, with these changes, the current policy is adequate.  If there are other issues not addressed by the current policy or by our other recommendations, the committee should identify them and make specific recommendations for Graduate Council consideration.
	Action

	AS 7d
	A mechanism should be developed for noting on the student’s transcript actions taken regarding academic dishonesty that does not involve a specific course (e.g., research projects, TA work, etc.).  The permanence of this notation should be treated in the same way as the Q grade for in-class dishonesty.  The Graduate Council should look into this issue and make sure that a consistent policy is in place.
	Action

	AS 7e
	The Office of Student Conduct should put in place a mechanism for notifying the home department of students involved in incidents of academic dishonesty.
	Action

	AS 7f
	.  Sally Morgan should be asked to follow up with the Provost to ensure that changes recommended by the committee in the past (regarding the development of sanctioning guidelines to guide faculty in the academic sanction area) are in fact implemented into the Code.
	Action

	
	
	

	AS 8
	Regarding ways of discouraging academic dishonesty among students:
	

	AS 8a
	The committee should discuss the importance of having the Provost’s or President’s office address publicly the issue of academic dishonesty, and of establishing how the administration will promote the importance of the issue.
	Action

	AS 8b
	As regards the modality of conducting faculty workshops, face-to-face workshops should be scheduled regularly and online options be made available.
	Action

	AS 8c
	As regards faculty and student websites on academic dishonesty issues and resources, UNR’s webpage should be revised to include links to other web pages (as indicated in Appendix A, p. 35, of full report).
	Action

	
	
	

	AS 9
	Regarding policy clarity and future directions:
	

	AS 9a
	Based on the help and facilities available to Sally Morgan, a definite timetable should be set up to ensure the implementation of the committee’s earlier recommendation that the University Code of Conduct and Policies should, in separate sections, lay out explicitly the nature of possible academic and administrative sanctions, and distinguish these two types of sanctions clearly.
	Action

	AS 9b
	Policy language should include the instruction that the committee should revisit the policy three years after it was enacted to determine how well or ill it has functioned.
	Action
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University of Nevada, Reno

2007-08 Faculty Senate Meeting

May 7, 2008 Meeting Minutes

1. Roll Call and Introductions

Present: Eric Albers (HHS), Dick Bjur (Research), Gale Craviso (SOM), Maureen Cronin (SS), David Crowther (COE), Donnelyn Curtis (Libraries), Dean Dietrich (DEV), Bill Follette (CLA), Jodi Herzik (Provost’s), Guy Hoelzer (COS), Stephen Jenkins (COS), Alex Kumjian (COS), Normand LeBlanc (SOM), Manoranjan Misra (EN), Bourne Morris (JO), Elliott Parker (COBA), Jane Patterson (A & F), Steve Rock )(COE), Nelson Rojas (CLA), Aaron Santesso (CLA), Barbara Scott (SOM), Madeleine Sigman-Grant for JoAnne Skelly (COOP), Judy Strauss (COBA), Judith Sugar (HHS), Patricia Swager SOM), Shanon Taylor (COE), Virginia Vogel (CLA).

Absent: Michelle Gardner (President’s), Doina Kulick SOM), Hans-Peter Plag (COS), Leah Skladany (SOM), Leonard Weinberg (CLA), Esmail Zanjani (CABNR). 

Guests: Caroline Ford (SOM), Milton Glick (President), Glenn Miller (NRES), Mike Robinson (CTL). 

2. Visit with Regent Crear

Regent Crear, the representative for district one had been in office a little over 1 year and apologized  for not being able to meet with the senate earlier. He had met with President Glick’s team and after that meeting felt much better prepared and more enlightened about his job as a regent. One of the best aspects of being a regent was seeing what the institutions do in our state.  Regent Crear was born and raised in Nevada; his father was the second black doctor in the state. Crear owns an advertizing agency in Las Vegas that employs five people. He felt that the most of the institutions in the system did not do a good enough job of promoting themselves. The institutions need to promote their day to day successes. The Health Sciences System would have some challenges coming up, such as what should it be. Many of the residents were so qualified that they had been leaving the state. How can the system keep them in Nevada? The new Vice Chancellor Maurizio Trevisan would be presenting during the June meeting and Crear encouraged faculty to come out and see the presentation. Senators agreed that the health care issues in Nevada were at a critical stage and that something needed to be done. Crear felt that the budget would continue to be an issue and encouraged faculty to contact their legislators to voice their concern. Crear would also like faculty to contact him with issues. 

3. Consent Agenda
MOTION: Vogel/Cronin. To pass the consent agenda as presented

ACTION: Passed, 1 abstention

4. Chair’s Report
Chair Steve Rock briefly touched on the special BOR meeting which covered the capital improvements and the new President of CSN. The senate website was being revamped by Michelle Hritz, Jake Kupiec, Judy Strauss, and Hans-Peter Plag and a blog was being created for senators to have discussions. The Summer Scholars Project was under way and a request for volunteers went out to all faculty. Rock was serving on the Red Tape Committee to eliminate or reduce red tape. Please email him with any ideas. 

Year in review: the senate faced many challenges this year. Some of the highlights of the year were: the travel policy, campus safety issues, confidentiality of restricted research, the conflict of interest policy, senate apportionment, the provost search, and the first full year of the senate advocated ombudsman position. Rock felt that the Health Sciences System would need to be watched over the next year. Rock expressed his appreciation in working with the senate, President Glick and Interim Executive Vice President and Provost Jannet Vreeland. He appreciated that the senate and faculty perspective was always considered. He also thanked Linda for all her help in picking up the duties of the senate manager position while it was vacant. Michelle Hritz had done an outstanding job of multi tasking and learning the subtle aspects of the position of senate manager. After thanking the senate Rock passed out certificates to the outgoing senators. 

5. Academy for the Environment (UNAE) Review Committee Report: Aaron Santesso and Caroline Ford, Co-chairs
Aaron and Caroline acknowledged the committee members: Don Hardesty, Glenn Miller, and Mike Robinson they also thanked the committee members for all their hard work. The academy came into existence in July of 2004. The review committee began their review in November of 2007. The committee met with UNAE Director Mike Collopy, Mark Brenner Vice President of Research, Jannet Vreeland. The committee solicited comments via email, supervised class and spoke with students. This was the first a center of this type had been reviewed. The committee reviewed the self-study report. They were overall impressed with the amount of work that was accomplished. They also felt that there was some skepticism and some communication issues on the part of administration. The committee felt it would have been better able to evaluate the center if there had been a strategic plan, and that UNAE would also be better off with a strategic plan. The committee made the following recommendations:


1. Organize an annual, high-profile campus outreach event of academic and interdisciplinary interest (e.g. a Nevada Environmental Conference, an annual lecture by an academic of international reputation, etc.) as a way of reaching out to faculty and students not already involved with or aware of the Academy.

2. Review the original objectives specific to an organized internal steering committee, acquire representation from each department, and initiate regular scheduled meetings (at least two a term) to develop an interdisciplinary strategic plan and promote unison in their interdisciplinary objectives. This plan should include specific details for the future of the Academy post-Walker Basin and Tahoe Research Consortium.

3. Appoint an external advisory committee (as described in the Academy’s original proposal) and initiate meetings that guide a prioritized strategic plan of action.

4. Meet with administrators to evaluate the financial resources devoted to the UNAE, and obtain a commitment to adequate funding of the UNAE with special attention to research support and faculty release time (or else set fiscal targets of external resources necessary for execution of its mission). Administrators and UNAE should also ensure that state budget expenditures meet administration expectations, with particular attention to salary support (adequacy of state vs. external support for program FTE) and special purchases (e.g. purchase of S.U.V. for program operations).

5. Set a meeting with all relevant deans and administrators (including the provost) with the goal of producing an interdisciplinary memorandum of understanding signed by all concerned parties. This memorandum should address graduate and undergraduate programming, collaborative research (including funding and release time), and a commitment to regular joint meetings between the Director of the Academy, lead administrators and the provost.

6. Build upon successful recruitment of students by reaching out to various UNR colleges and programs with an eye toward increased interdisciplinary course development.

7. Organize the transfer of the Environmental Studies minor (which originated as an interdisciplinary program for the university) away from NRES to the Academy.

8. Review, perhaps with Faculty Senate officers and UNR administration, the specific assessments and recommendations of the 2007 University Accreditation Report specific to the development and support of interdisciplinary programming at UNR. The guidance in this report should be carefully considered in establishing and fostering infrastructure and support for the UNAE and other UNR-envisioned interdisciplinary collaborations. 

9. Recommit, along with upper administration, to a new effort to unify the four graduate interdisciplinary programs in the Academy.
Senators discussed the idea of having the reviews at a different time period, perhaps 2 and 5 years., the difficulty of interdisciplinary centers, having centers function in a probationary  status  before going to the regents’ to see how they function and do

MOTION: Kumjian/Rojas. To approve the report as published.

ACTION: Passed unanimously

MOTION: Vogel/Cronin. To approve the recommendations as published.

ACTION: Passed, 1 abstention.

6. Welcome by President Glick: 
President Glick would like to see a functional organization that was organic and would come and go as needed. 
In an ideal world, there would be no departments, and centers, but faculties. Glick would like to see the senate explore how to create a more flexible organization that can flex as needed without going through the regents. Glick thanked the faculty for their willingness in working with him. He was just finishing up his sophomore year at UNR and the experience has been good. The budget problems have been difficult, but they have addressed them together and came to common solutions. Operating budgets will be difficult this year. Money for the Math and Science Building has been raised including money for the auditorium, thanks to the Nell J. Redfield Foundation for putting up the largest piece of funding. Glick thanked both Guy Hoelzer and Steve Rock for their availability and their leadership. The state would never give NSHE enough money to solve our problems, but Glick would like to see the legislature empower us to do what we need and allow us to keep more of the tuition. Glick welcomed the incoming senators, this has been a strong organization and an active partner. He thanked the outgoing senators and said that he hoped that they would continue to be helpful and constructive in where the university needed to go. He and the senate may not always agree, but would understand when there was disagreement and they would always have a conversation. 

7. Nominating Committee for the Election of the Executive Board: Guy Hoelzer Chair

Guy Hoelzer acknowledged and thanked the committee members: JoAnne Skelly, 

The committee began with the chair-elect position and selected two names, one of which declined the nomination. Nominations would be accepted from the floor for all positions and the committee would like to see nominees move down the list if they were not elected to the chosen position. 

Rock asked for nominations from the floor for the chair elect position. There were none. 

MOTION: Wallace/Herzik. To close nominations for the chair elect position and select Elliott Parker by affirmation. 

ACTION: Passed unanimously

MOTION: Swager/Misra. To close nominations from the floor and vote for the parliamentarian position.

ACTION: Passed Unanimously

Dick Bjur would be the 2008-09 parliamentarian.

At-Large position nomination from the floor was Jodi Herzik

MOTION: Follette/ Vogel. To closed nominations from the floor and vote for two at-large members.

ACTION: Passed unanimously

At-Large Members: Stephen Jenkins and Eric Albers

Bill Follette thanked Steve Rock for his excellent service and mentoring. Steve was one of the most generous human beings; he is egoless and has done a great job. An engraved frame was given to Rock by Bill on behalf of the senate. 

Meeting Ended for the 2007-08 senate
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University of Nevada, Reno

2008-09 Faculty Senate

May 7, 2008 Meeting Minutes

8. Welcome, Introductions, & Roll Call
Bill Follette welcomed the new senators.

Present: Eric Albers (HHS), Dick Bjur (Research), Gale Craviso (SOM), David Crowther (COE), Donnelyn Curtis (Libraries), Bill Follette (CLA), Stephani Foust (SS), Tom Harris (CABNR), Eric Herzik (CLA), Jodi Herzik (Provost’s), Stephen Jenkins (COS), Maureen Kilkenny (CABNR), Tom Kozel (SOM), Doina Kulick (SOM), Alex Kumjian (COS), Normand LeBlanc (SOM), Bourne Morris (JO), Elliott Parker (COBA), Jane Patterson (A & F), Janet Sanderson (President’s), Aaron Santesso (CLA), Madeleine Sigman-Grant (COOP), Judy Strauss (COBA), Virginia Vogel (CLA), Lucy Walker (President’s), Jill Wallace (IT).

Absent: Manoranjan Misra (EN), Hans-Peter Plag (COS), Leah Skladany (SOM), Leonard Weinberg (CLA). 

Guests: Louis Marvick (CLA), Glenn Miller (NRES), Mike Robinson (CTL). 
9. Academic Standards Committee Year-end Report: Louis Marvick, Chair:

Louis Marvick thanked the committee for their hard work. The committee split into 3 subcommittees to address the 3 charges. The committee put forward the following recommendations: 
1.  The existing catalog language regarding the policy for dropping a course should be changed to state that students who wish to withdraw from individual classes must obtain their instructor’s signature on a form stating that they have discussed their intention to withdraw with the instructor.

2.  The existing catalog language regarding the grade replacement policy should be changed as follows:

2a.  Students may repeat a course anytime before graduation, instead of only during the next semester a course is offered.

2b.  Students may not repeat a course for which a grade of C or better is earned (except where specific degree programs require higher grades).



2c.  Repeating a course withdrawn from does not count as a grade replacement attempt.



2d.  The number of allowable grade replacement attempts should be increased to 4 courses.

2e.  Only one grade replacement attempt should be allowed per course, although more are permissible with approval from the Dean/Chair and academic advisor. Repeating a course more than once requires a plan for improvement, drafted and signed by both student and advisor, which may include tutoring and other forms of academic support.

3.  Regarding probation, disqualification, suspension and dismissal, the committee recommends as follows:

3a.  Students under academic warning and probation should avail themselves of progressively more advisement and assistance as a condition of continued enrollment.  This should take the form of a written agreement specifying the assistance the student will obtain (e.g., help with study skills, tutoring in specific subjects). The contract would be developed and signed by the student and his/her academic advisor, then signed by the student’s department chair and the dean.  UNR Admissions and Records would receive a copy of the contract. Course registration would be blocked until approval of the contract.

3b.  Students not raising their GPA above the threshold for disqualification after two semesters should be suspended from UNR and not readmitted until they can present a record of 15 semester credits of transferable credit at a community college or other accredited institution, with a minimum GPA of 2.5.  

4.  Regarding midterm progress reporting, the committee recommended that faculty teaching lower-division courses be strongly encouraged to use the midterm grade reporting functionality in CAIS, or some other means, to report grades of C-, D and F to students prior to the drop date.  A general e-mail should be sent to alert faculty to the existence of this tool.

[Pertaining to Charge 2:]

5.  The Nevada Faculty Alliance should be involved in future discussions with the Faculty Senate about the formulation of a code of ethical conduct for faculty at UNR.

6.  The “faculty-wide discussion” should not begin with a campus-wide survey of all faculty, but be conducted within the Colleges.  As a first step towards this, the matter should be brought before the Academic Leadership Council.

[Pertaining to Charge 3:]

7.  Regarding methods of addressing academic dishonesty by students (reporting and sanctions):

7a.  The OSC web site should put online the standard format of the letter to be sent to students, or several different sample letters; and should include a link for faculty which would include all the information faculty need to report, verify, and learn about penalties for academic dishonesty.

7b.  The curriculum of the voluntary course in ethical decision-making for students currently being offered through the Office of Student Conduct (see pp. 31-32 below) should be evaluated by the committee.  The committee should work with Sally Morgan, bearing in mind our specific curricular recommendations of several years ago, to design a course that fits both her and our needs.

7c.  The committee should propose specific language to be added to the conduct code related to retaking of courses.  The Graduate School should be made aware of and take steps to implement our committee’s earlier recommendations regarding the Q course and implement this policy as soon as the grade has been approved for use.  The committee should discuss whether, with these changes, the current policy is adequate.  If there are other issues not addressed by the current policy or by our other recommendations, the committee should identify them and make specific recommendations for Graduate Council consideration.

7d.  A mechanism should be developed for noting on the student’s transcript actions taken regarding academic dishonesty that does not involve a specific course (e.g., research projects, TA work, etc.).  The permanence of this notation should be treated in the same way as the Q grade for in-class dishonesty.  The Graduate Council should look into this issue and make sure that a consistent policy is in place.

7e.  The Office of Student Conduct should put in place a mechanism for notifying the home department of students involved in incidents of academic dishonesty.

7f.  Sally Morgan should be asked to follow up with the Provost to ensure that changes recommended by the committee in the past (regarding the development of sanctioning guidelines to guide faculty in the academic sanction area) are in fact implemented into the Code.

8.  Regarding ways of discouraging academic dishonesty among students:

8a.  The committee should discuss the importance of having the Provost’s or President’s office address publicly the issue of academic dishonesty, and of establishing how the administration will promote the importance of the issue.

8b.  As regards the modality of conducting faculty workshops, face-to-face workshops should be scheduled regularly and online options be made available.

8c.  As regards faculty and student websites on academic dishonesty issues and resources, UNR’s webpage should be revised to include links to other web pages (as indicated in Appendix A, p. 35 below).

9.  Regarding policy clarity and future directions:

9a.  Based on the help and facilities available to Sally Morgan, a definite timetable should be set up to ensure the implementation of the committee’s earlier recommendation that the University Code of Conduct and Policies should, in separate sections, lay out explicitly the nature of possible academic and administrative sanctions, and distinguish these two types of sanctions clearly.

9b.  Policy language should include the instruction that the committee should revisit the policy three years after it was enacted to  determine how well or ill it has functioned.
MOTION: Herzik/Curtis. To accept the report as published.

ACTION: Passed unanimously

MOTION: Parker/Kumjian. To table action of committee’s recommendations 
Action: passed unanimously
The senate discussed the recommendations and expressed the following: The committee did a great job. Are similar recommendations on the books already to deal with these issues? Web campus has mid-term grade reporting, what if these recommendations are endorsed by the senate and then require many catalog changes. Instead of the 2nd week, why not the 3rd week? If a student is in DQ status, they are removed from their program and have a different advisor. Not all mid-terms occur in the 8th week. There was concern about taking a class later down then line when they have a prerequisite to fill, this might make it very difficult for the student to graduate in a timely fashion. The senate office would put the recommendations on a blog for senators to discuss and comment on prior to the next meeting. 
10. New business: 

Follette would like the new executive board members to stay after the meeting to schedule the first executive board meeting. 

The new provost, Marc Johnson would be on campus June 1, 2008, although he would not actually start until July 1, 2008.

There might be some issues with the new Health Science, especially regarding the autonomy of the curriculum and the hiring of faculty. 

Follette would like to see the reorganization review process codified, so that each time reorganization comes up they don’t need to reinvent the wheel.  Follette would like input from faculty to make this a more efficient process. The senate office was looking at using Sharepoint for the committees to use. The recommendation from the Budget and Planning Committee was not to reinstitute the 107, but with the budget issues, the senate may want to revisit that. There may possibly be another 8 million budget cut. Senators who would like to serve as a liaison on senate committees should let the senate office know of their interest. Michelle would send out an interest form. 

Meeting adjourned. 5:05

[image: image7.emf]Member InitialsDepartment Start Service End Service Months of Service

DB Ed. Spec. 01/23/01 12/04/03 35

KL Speech Pathology 01/23/01 12/04/03 35

RB UNCE 06/07/01 09/02/04 39

JaP Counseling & Testing 09/06/01 09/02/04 36

SM HDFS 11/19/96 09/15/04 94

TA Ed. Spec. 12/06/01 10/20/04 34

NG VA 01/21/04 02/16/05 13

PB Social Psychology* 10/03/02 05/05/05 31

MiW Psychology 10/15/03 05/18/05 19

AR CEP* 10/07/04 03/02/06 17

MaB Anth → Public Health 09/07/00 06/14/06 69

AR Nursing 10/15/03 06/14/06 32

DeP VA 02/18/04 09/20/06 31

RW Ed. Leadership* 07/11/05 04/05/07 21

AF Psychology 07/11/05 05/03/07 22

LL CEP 10/20/05 05/16/07 19

TB VA 03/28/07 10/17/07 7

CB Ed. Spec. 09/21/05 11/14/07 26

GS Social Work 11/03/05 03/06/08 28

SvB Speech Pathology 04/01/04 05/01/08 49

33

657

7,227

Member InitialsDepartment Start Service Data as of: Months of Service

EB Community 06/07/00 05/10/08 95

JuP Ed. Spec. 02/08/04 05/10/08 51

SR Ed. Spec. → REPC 07/11/05 05/10/08 34

MK English* 09/06/07 05/10/08 8

JB Psychology* 09/06/07 05/10/08 8

IL CEP 09/06/07 05/10/08 8

DV Ed. Leadership 10/04/07 05/10/08 7

DwR VA 01/16/08 05/10/08 4

DvR Community 10/15/03 05/10/08 55

JD VA 04/20/05 05/10/08 37

MP Grad School 09/15/04 05/10/08 44

RI Ed. Spec. 03/28/07 05/10/08 14

AD Social Psychology* 09/19/07 05/10/08 8

AM Social Psychology* 09/19/07 05/10/08 8

27

381

4,191

*Graduate student IRB members

At ~11 hours per month, total hours of service

Total number of months of service

At ~11 hours per month, total hours of service

Average number of months of service

Total number of months of service

Start and End Dates and Months of Service for Social Behavioral IRB Members, 

Excluding Chairs and Including Past and Current Members, Based on Attendance 

Records for July 1, 2003 - May 10, 2008 and Minutes Prior to July 1, 2003

Current Members

Past Members

Average number of months of service


UNR FACULTY SENATE 

AD HOC IRB REVIEW COMMITTEE 

REPORT ON 

THE HUMAN SUBJECTS PROTECTION PROCESS AT UNR

May 29, 2008
Outline of this report:
Executive Summary








p. 2

Committee charge








p. 5

Background information on the IRB regulatory framework



p. 6

Problems and issues identified by UNR faculty




p. 8
The Committee's response to each specific charge, with recommendations     
p. 11
Appendices

1. Information from the UNR OHRP





p. 29
2. Email survey of comparable institutions regarding IRBs



p. 31
3. National Research Council recommendations




p. 32
4. Information from peer institutions





p. 37
EXECUTIVE SUMMARY

1.  The protection of human subjects is an essential component of a university research infrastructure, yet there is nationwide controversy about the process by which this concept is implemented.  Careful system design is needed to ensure that the human subjects protection process accomplishes the following goals:

A. Ensure appropriate protections for human subjects;

B. Ensure an ethical balance between the social benefits of research and the potential risks to human subjects;

C. Ensure proactive planning and research design to minimize potential risks;

D. Assure the public that appropriate safeguards are in-place;

E. Provide the assurance of appropriate procedures that is required for federal grants and publication in academic journals; and

F. Encourage sound research and compliance with the intent of the human subjects protection regulations.

2.  The UNR Office of Human Research Protection (OHRP) has worked to improve performance with the following changes:

A. Addition of a second Social/Behavioral Institutional Review Board (IRB);

B. Increased number of staff;

C. Purchase of an electronic application submission and tracking system;

D. Contract to permit pharmacy-sponsored clinical trial research to be reviewed by the Western IRB; and

E. Achieved qualified AAHRPP accreditation.

3.  The 2007 faculty survey to evaluate the Office of the Vice President of Research documents problems on the UNR campus that are consistent with nationwide concerns.  These include:

a. Inappropriate changes in research design;

b. Slow response time;

c. Burdensome administrative process for studies posing little/no human subjects risk; and

d. Trivial changes not related to regulations or human subjects protection, such as formatting or wording.   

The nationwide discussion also includes:

e. Importance of balancing risks and rewards of research;

f. Difficulties that stem from applying a biomedical model to social science research;

g. Ambiguous terms (minimal risk, etc);

h. Cost/benefit of accreditation; and

i. Voluntary application of IRB process to non-federally-funded research


4.  This committee requests that the Faculty Senate consider three recommendations.

Recommendation # 1:   

Whereas:
· The human research protection process, as implemented by the Office of Human Research Protection (OHRP) and the Institutional Review Boards (IRBs) is an essential component of the university’s research infrastructure,
· Efficient and effective operation of the system facilitates efficient utilization of researcher time and efficient utilization of OHRP and IRB panel member time, and
· Discussions at the national level signal the potential for ongoing policy-level changes,
This committee recommends creation of a framework to facilitate ongoing Quality Improvement for the OHRP and IRB system.  This will require creation of a Review Team to carry out the following responsibilities:
a) Designate the data elements that should be reported annually.  These data elements may include information about numbers of protocols and turnaround times, and feedback from researchers.  The information included in this report in answer to Questions 1 and 2 may provide an initial template; however the Review Team may request modified formats or additional information.
b) Review the reported information, at least annually, to identify opportunities for improvement, prioritize these opportunities, and specify opportunities to be addressed in each upcoming year.
c) Collaborate with the OHRP and the IRB panel chairs to:
i. constitute process improvement teams that will assume responsibility for addressing the specified opportunities for improvement, 
ii. facilitate training, as needed, for the process improvement teams, 
iii. review the progress of the process improvement teams, and 
iv. consider whether the reported data elements should be modified in order to measure relevant outcomes.
d) Collaborate with the OHRP and the Faculty Senate to facilitate recruitment of qualified faculty to serve on the IRB panels.
e) The Review Team members should include represent:
i. Researchers (biomedical, social science, experienced and inexperienced, faculty familiar with student research issues, faculty familiar with issues related to the IRB process in the context of grant application), 
ii. OHRP,
iii. IRB panels (biomedical, social science),
iv. Related components of the research infrastructure, such as Grants and Contracts.
The Review Team is initially envisioned as an ongoing body to assist in the development of the administrative Quality Improvement work, with possible eventual dissolution at the pleasure of the Faculty Senate.
 
Recommendation # 2:  

This committee recommends funding the OHRP and IRB system at a sufficient level to facilitate efficient and effective utilization of researcher, IRB panel-member and OHRP staff time.   Currently, this implies funding to purchase or develop a user-friendly and effective electronic system to facilitate the just-in-time researcher self-training that researchers need in order to prepare accurate, effective and complete protocol applications.  As the relevant issues continue to evolve over time, other funding issues will arise.  The appropriate criteria for assessing whether the funding level is appropriate focuses on efficient and effective operation of the OHRP and IRB system.
 
Recommendation # 3: 

Whereas:
· Faculty knowledge about the human research protection process and faculty support for this process are essential components of a well-functioning process, and
· It is incumbent on the university to develop a culture of ethical research,
This committee recommends development of systematic strategies to ensure transparent and clear processes for:

a. appeal of IRB panel decisions,

b. systematic and recurring collection of feedback information from researchers, 

c. clear communication from IRB panels to researchers, and

d. clear delineation of the roles of the OHRP office, the IRB panel chairs, and the IRB panels in IRB review and appeal processes.  If the local expert system is developed, the roles of local experts should be clearly delineated as well.  Explanations of these roles should be included in the OHRP online information, to help researchers understand how the system works.

For any IRB panel decision to require protocol changes, the panel should identify the specific source material on which the panel relied to make its decision.  A copy of the relevant material (or reference to an online source) should be provided to the researcher.  Over time, this communication will strengthen researcher understanding of the IRB panel decision process, and this will strengthen the protocol preparation process.  

To facilitate communication of this critical information, OHRP should begin building a database of exemplar-based decisions that illustrate implementation of the Belmont Principles.  This information will support researcher training, IRB panel training, and communication between panels and researchers.  OHRP, the VPR office, and the Review Team should collaborate to develop strategies to de-identify the examples sufficiently to protect confidentiality and intellectual property.  We note that the Stanford website includes this type of information; hence it may not be necessary to develop this database completely in-house.  Due to the fact that development of this database will require substantial effort, careful thought should be given to the make-vs.-buy decision.  Resources may be needed to accomplish this goal.

Recommendation # 4:  

Whereas training is essential for efficient and effective operation of the IRB system, this committee recommends investing resources to strengthen two types of training:

a. ethics training, and

b. pragmatic training essential for protocol completion.

An efficient and effective website would integrate pragmatic information needed for protocol completion, protocol submission and tracking, and IRB panel specification of the rationales for its decisions.  A Turbo-Tax-style web-based tutorial on protocol completion that includes specific example and just-in-time training would facilitate efficient operation of the human protection system.  If the system helps researchers prepare complete and accurate protocol applications, and these applications require fewer modifications and clarifications, the system will help researchers, IRB panel members, IRB panel chairs, and OHRP office staff use their time efficiently and effectively.

Creation of this type of web-based training will require substantial effort; hence careful consideration should be given to the make-vs.-buy decision.  

The Review Team should assume an advisory role in the development of this system.

The CITI training provides sound training for the first-time researcher.  Researchers should not be required, however, to repeat this same training on a recurring schedule.  The OHRP office has identified a range of options that could be implemented for the recurring training.  Departments and programs may propose additional options.  The Review Team should work with the OHRP to develop a system for reviewing these proposals.

CHARGE TO THE AD HOC IRB REVIEW COMMITTEE FOR 2007-08

The UNR Office of Human Research Protection maintains Institutional Review Boards (known as IRBs) to review research protocols involving human subjects and to evaluate both risk and protection against risk for those subjects.  It is the function of the IRBs to:

1) determine and certify that all projects reviewed by the IRBs conform to the regulations and policies set forth by the HHS and FDA regarding the health, welfare, safety, rights, and privileges of human subjects; and 

2) assist the investigator in complying with federal and State regulations.  

The issue of gaining approval from the Office of Human Research Protection to conduct human subjects research solicits a range of reactions from faculty.  Many faculty see the Office as a significant obstacle to conducting research while other faculty see the Office as a necessary part of the research process that works well.  Criticisms include:

· inappropriate changes in research design, 

· slow response time, 

· a burdensome administrative process for studies with little or no risk to human subjects, 

· under-use of the exempt or expedited status, and 

· protocols returned for trivial changes not related to regulations or participant safety, such as formatting or minor wording changes.  

Other questions that have emerged include establishment of separate review processes or boards for student research and use of electronic system for submission of forms.

It is clear that the university has a responsibility to follow federal regulations and to ensure that individuals who participate in research at UNR are fully informed of the risks and treated appropriately.  However, the determination of what constitutes risk can be challenging and can be further complicated when study descriptions are unclear or incomplete.  In addition, it is not certain that the Office of Human Research Protection has an adequate staff and budget to do this challenging task as well as they might. 

As UNR continues to expand its research mission, it is critical that the university has an effective and efficient process for approval of human subjects' research.  The UNR Faculty Senate has established the Ad Hoc IRB Review Committee to address these issues and to report back to the Senate by April 2008.  The specific charges listed below.   

1.  What are the statistics on the number of applications, average approval time, number of rejections, and other relevant measures?

2.  Is the office adequately supported and staffed?

3.  Is the UNR Office of Human Research Protection effectively and accurately implementing the required federal regulations? 

3a. Does this office successfully ensure that UNR scientists meet the federal standards?

3b. Do the federal regulations suggest that UNR scientists should have greater flexibility in experimental designs than they currently have?

4.  Are there steps that should be taken to improve the efficiency of the approval process? 

5.  What, if anything, should be done to improve the faculty and students’ awareness and understanding of the IRB process?

6.  Should service on the IRB be better recognized and supported by the university.

Production of the draft and final reports, and presentation of the final report to the Faculty Senate.
BACKGROUND INFORMATION ON THE IRB REGULATORY FRAMEWORK

1. The IRB framework was initially established by the HHS regulations at 45 CFR 46 (The Common Rule) and the Belmont Report:
The National Research Act established the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research in 1974.  The Commission issued the Belmont Report (1979), which identifies the basic ethical principles that should guide the conduct of biomedical and behavioral research involving human subjects.  The Department of Health and Human Services and the FDA promulgated significant revisions of their human subjects regulations in 1981.  The HHS regulations (Title 45 Part 46 Code of Federal Regulations) in 1981, with a series of subsequent revisions.  The 1991 revision involved adoption of the Federal Policy (the Common Rule) by the 16 federal agencies that conduct support or regulate human subjects research.  The FDA also adopted portions of this regulation. 

 The Common Rule is subpart A of the regulation.  Additional protections for vulnerable populations include:

· Subpart B (fetuses, pregnant women and human in vitro fertilization)

· Subpart C (prisoners as subjects)

· Subpart D (children as subjects)

While many agencies voluntarily adopt all subparts, the National Science Foundation (NSF) adopts only part A, and explicitly eschews parts B, C, and D.  Similarly, UNR has adopted only Subpart A.

The Belmont Report (1979) outlined principles for protecting human research participants (Respect for Persons, Beneficence, Justice).     The Common Rule specifies that all federally-funded research on human subjects must be approved in advance by an Institutional Review Board (IRB).  In addition, institutions that receive federal-funding must provide assurance that they will protect human subjects on all research, regardless of the funding source.  This assurance must be approved by the federal Office of Human Research Protection (OHRP).  The most recent version of the Common Rule was published in June 2005.  The National Science Foundation (NSF) summarizes the goal of the Common rule:  "Institutions engaged in research should foster a culture of ethical research." (p 1.  http://www.nsf.gov/bfa/dias/policy/human.jsp)

The federal OHRP is empowered to shut down federally-funded research at an institution if compliance is inadequate.  Shut-downs have occurred at several universities, including Johns Hopkins, Duke, Rush-Presbyterian, the University of Illinois at Chicago, and Virginia Commonwealth University.  While most of the shut-downs occurred at medical schools, there have also been shutdowns due to problems with social-behavioral research.  The shutdown timeframes ranged from weeks to months. 

Following some of these cases, the Association for the Accreditation of Human Research Protection Programs (AAHRPP) was established to forestall more stringent Congressional action.  Rather than waiting for Congressional action, a consortium of academic associations developed the accreditation system to proactively address the issues that led to the shutdowns.  AAHRPP accredits institutions that meet standards that exceed federal requirements.  "Accreditation requires  the establishment of a larger Human Research Protection Program of which an IRB is an integral but not the only part."

2. The Federalwide Assurance (FWA) 

All of the institution's human subjects research must be guided by the principles stated in the Belmont Report or by other appropriate ethical standards recognized by federal departments/agencies that have adopted Common Rule.  The Common Rule (subpart A) is mandatory for federally-funded research; institutions can choose whether to adopt subparts B, C and D.  Institutions that accept federal funds can choose to either:  (i) apply the Common Rule to all research (regardless of funding source), (ii) Common Rule with all Subparts, or (iii) assure ethical research for non-federally-funded research through an alternative system. 

	Summary table:  institution responsibilities

	
	Federally-funded research
	Research that is not federally-funded

	mandatory
	Assurance of compliance with Subpart A and Human Research Protection Program (HRPP)
	Human Research Protection program (HRPP)

	discretionary
	
	Human Research Protection Program (HRPP) AND 

Assurance of compliance with Subpart A 

OR 

Assurance of compliance with Subpart A and Subparts B,C,D 


Here is a sample of issues from the national debate, to provide a context for the issues raised at UNR.

Balancing protection of human subjects with the value of research

The NSF notes:  "The purpose of the federal regulations is to obtain the benefits of research for society while minimizing the risks of harm to human research participants.  To further this goal the regulations encourage IRBs to make independent informed judgments, using common sense and expertise to apply a standard set of rules to diverse research situations, and to document the procedure followed in arriving at its judgment."  http://www.nsf.gov/bfa/dias/policy/hsfaqs.jsp
Optional decision to apply the same standards to federally-funded research and research that is not federally-funded

"Most academic institutions have adopted the same protection for subjects of research that is not federally funded"  ...for three reasons:

· "The regulations ... do not supply clear guidelines as to what alternative institutional arrangements might be regarded as acceptable"

· "In order to argue that an alternative would adequately protect the rights and welfare of the subjects of research that is not federally funded, the institution has to be ready to argue also that the IRB system is not morally necessary..."

· "Academic administrators are risk averse..." (AAUP)
Nationwide discussion of IRB reform

"Prominent recent publications that call for IRB reform include:

· The formal Statement of the American Association of University professors...

· A report of the National Bioethics Advisory Commission...

· An Institute of Medicine report...

· A National Research Council report... and

· The "Illinois White Paper".    

...   Clearly, the questions posed regarding IRB operations within the UC system are reflective of a larger national debate." (UC System Faculty Senate Report) 

Regulatory system focuses on procedural details

Illinois White Paper:  half of the OHRP and FDA citations are for "poor or missing Standard Operating Procedures (28%) and "poor minute-keeping" (21%).  The next category is:  Quorum failures (13%)

Mission creep

"One broad criticism is that IRBs have extended their purview to regulate areas of research that pose no physical risk to research subjects, particularly research in the social sciences and humanities.  It is argued that this expansion of purview has been accompanied by inconsistent interpretation of regulations, uncertainty as to the scope of IRB oversight, exaggerated precautions to protect against program shutdowns, a preoccupation with documentation and procedure rather than with real ethical issues, and, of particular academic concern, intrusion on research activity and research design.  Additionally, some legal scholars have questioned the potential conflict between IRB regulations and First Amendment rights."  (UC report)  
PROBLEMS AND ISSUES IDENTIFIED BY UNR FACULTY

The UNR Center for Research Design and Analysis surveyed the faculty “to assess future research support needs of the UNR Faculty” in the Fall of 2007.  One third (180) of the respondents (545) answered questions concerning the Office of Human Research Protection.  A summary of these survey results is reproduced below. 

VPR Research Support Services Survey, UNR CARDA (2/14/08)

	Re: Office of Human Research Protection (N=180)

	Satisfaction with accessibility of OHRP services 
	Mean = 3.7 on a 5-point scale

64% (n=110) somewhat or very satisfied

	Satisfaction with responsiveness
	Mean = 3.5

60% (n=102) somewhat or very satisfied

	Satisfaction with ongoing support
	Mean = 3.5

56% (n=96) somewhat or very satisfied

	How easy or difficult would you describe the protocol submission process?
	62% (n=99) somewhat or very difficult

	Overall how clear or unclear is the feedback you have received from the OHRP staff?
	59% (n=100) somewhat or very clear

	Overall, how timely or untimely are responses you have received from the OHRP staff?
	59% (n=99) somewhat or very timely

	How easy or difficult is it to obtain ongoing support from the OHRP staff?
	69% (n=85) somewhat or very easy


“Respondents were generally satisfied with the services provided by the Office of Human Research Protection.  The mean level of satisfaction, on a five point scale,  was 3.7 …. Although respondents reported that the submission process was difficult, they were generally satisfied with the support they received from OHRP staff.” 

	If you could suggest one thing to improve the services from the OHRP, what would it be?

(N=106 of 180)

	Top 3 replies:

	
	Streamline the process, including simplifying forms, using previous boilerplates for forms and accepted protocols, simplifying requirements (especially for expedited and exempt review)
	21% (22 of 106)

	
	Hire more staff
	19% (20 of 106; 3 of these 20 also suggested they be hired in Las Vegas)

	
	IRB should confine itself to commenting on human subjects protection aspects of protocols, not research methodology and design (especially if IRB is not familiar with that discipline or field) or grammatical/typological issues
	15% (16 of 106)

	Mentioned by at least 5%

	
	Faster turn around time on protocol reviews
	8% (9 of 106)

	
	Customer service (work with, not against PIs, provide more staff to answer questions, more help with application process and someone to answer questions)
	8% (9 of 106)

	
	Electronic submission process, including online tracking of application process
	6% (6 of 106)

	
	Consistency across protocol submissions
	6% (6 of 106)


	Other responses   

	Content issues:
	Staff training on role of IRB at a research university and on forms and submission process  

	
	Model standards and practices on other institutions

	
	Avoid micro-management

	
	IRB decisions  reading participant compensation are inconsistent with research standards and make it difficult to publish in top research journals

	
	Make consent forms  more readable and subject-specific

	
	More accommodation of timelines for external contract timelines, and external permit and clearance processes

	
	Increase discipline-specific expertise and guidance

	Process issues:
	Treat researchers as clients, not adversaries 

	
	Clearer rules  regarding program evaluations

	
	Provide informal reviews prior to formal submission of protocols

	
	Provide training workshops

	
	Have experienced faculty members in each college available to offer guidance about writing protocol applications in particular disciplines

	
	Compensation or release time for faculty IRB members

	
	Stop requesting changes after initial review during acceptance process

	
	Improve website design

	
	Reduce training requirements 

	
	More accountability and transparency when dealing with specific complaints

	
	Clearer guidelines upfront about what projects require no OHRP oversight, which require exemption, and which require review

	
	Educate IRB members regarding methodologies that are commonly used in particular disciplines

	
	Allow online tracking of application progress in real time


These issues are not unique to UNR.  The issues raised by UNR faculty echo the issues discussed by the UC faculty committee, the AAUP, and the NSF website.   

After reviewing the issues, the Faculty Senate's ad hoc IRB review committee proposes the following vision for UNR's system for protecting human subjects:


Human subject protection is an essential component of a university research infrastructure; yet there is nationwide controversy about the process by which this concept is implemented.  Careful system design is needed to ensure that the human subject protection process accomplishes five goals:

· Ensure appropriate protections for human subjects

· Ensure an ethical balance between the social benefits of research and the potential risks to human subjects

· Ensure proactive planning and research design to minimize potential risks

· Assure the public that appropriate safeguards are in-place

· Provide the assurance of appropriate procedures that are required for federal grants and publication in academic journals.  

· Encourage research and compliance.

A well-organized system for verifying protection of human subjects provides three benefits to UNR and its researchers:

· public trust,
· IRB approval needed for publication in some journals and for federal grant applications, and
· systematic approach for training students.
However, such a system also imposes costs:

· researcher and faculty IRB member time and effort,
· scheduling issues due to delays imposed by the approval system, and
· uncertainty about whether a proposal will be approved.
Efficient system organization and operation is essential to gain the benefits while minimizing the resulting costs.  A well-run system will:

· help researchers document procedures and verify that appropriate protections are in-place;
· provide guidance in developing appropriate procedures in complex situations;
· generate credibility for the system by maximizing the benefit:cost ratio by:
· focusing on important issues,
· using faculty time efficiently,
· providing efficient and effective just-in-time training for researchers,
· ensuring high-quality decisions by IRB panels that are consistent with national norms,
· consistently responding to exempt proposals within one week, expedited proposals within two weeks, and full-review proposals within one month,
· providing clear communication of reasons for mandating protocol changes,
· providing an effective process for dispute resolution (within the constraint that the IRB panel is legally the final decision-maker, and

· including sufficient subject expertise to ensure relevant and accurate assessment of protocols; and

· implement an efficient renewal process.


THE COMMITTEE'S RESPONSE TO EACH SPECIFIC CHARGE

WITH RECOMMENDATIONS

Question 1.  What are the statistics on the number of applications, average approval time, number of rejections, and other relevant measures?

Question  2.  Is the office adequately supported and staffed?

The OHRP Director and Staff gathered detailed data to assemble the following information about numbers and types of protocols and about the average, minimum and maximum times for all phases of the review process. The information presented here provides a preliminary template for the types of information that will be reported annually from the new electronic submission and tracking system (as recommended below). The information presented here will be placed on the OHRP website. 

For more information, see the following tables in this appendix.


	Numbers and Percentages of Exempt (n = 76), Biomedical (n = 47) and Social Behavioral Protocols (n = 139) that Are Student or Sponsored Research (data from 12/01/06 - 11/30/07)

	Student Research
	Number
	Percent of Review Category

	Applications for Exempt Research
	24
	32%

	Biomedical Protocols
	1
	2%

	Social Behavioral Protocols
	71
	51%

	Total Number Student Research
	96
	 

	Sponsored Research
	 

	Applications for Exempt Research
	13
	17%

	Biomedical Protocols
	34
	72%

	Social Behavioral Protocols
	24
	17%

	Total Number Sponsored Research
	71
	 


	Projects that Did Not Require IRB Oversight1,2
(data from 12/01/06 - 11/30/07)

	Determination Made before Submission

	Department
	Number of Inquiries

	Dept of Counseling and Educational Psych
	1

	Department of Educational Specialties
	1

	Sanford Center
	1

	Center for Research Design and Analysis
	2

	UNSOM
	3

	School of Public Health
	2

	Desert Research Institute
	1

	Center Prog Eval
	4

	University of Nevada Cooperative Extension
	2

	Determination Made after Submission

	Type of Application
	Number Reviewed

	Social Behavioral
	4

	Biomedical
	1

	Statements of Exemption
	9

	Total
	31

	

	1. 45CFR46.102(d) Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities.

2. 45CFR46.102(f) Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information.


	Protocol Approval Process and Confounding Variables for Social Behavioral and Biomedical Protocols by Mean Number of Days and Percent of Review Period

	(n = 155) (data from 12/01/06 - 11/30/07
	Mean Number of Days
	Percent of Total

	1.
	From log-in through pre-review and assignment to reviewer (expedited) or agenda (full board)
	7
	20.0%

	 
	▪Completeness of application
▪IRB meeting schedules1
▪Reviewer availability and expertise2
▪Volume of submissions, including applications for exempt research3
▪Availability of IRB coordinators (1.5 FTE from 08/17/07 - 11/30/07)
▪Winter/spring breaks and holidays

	2.
	From time sent out for review (expedited) or assigned to agenda (full board), and the date the review is completed
	6
	17.5%

	 
	Note: The following comments relate to expedited reviews, only:
▪Initial reviewer unable to complete review due to scheduling conflict; 2nd reviewer assigned
▪Initial reviewer determines protocol cannot be expedited; assigned to IRB meeting
▪Reviewer cannot complete review due to insufficient information; protocol returned to PI with suggestions
▪Winter/spring breaks and holidays

	3.
	From date review is completed, to when review report is sent to the investigators
	3
	8.3%

	 
	▪Type and scope of revisions needed
▪Volume of submissions, including applications for exempt research3
▪OHRP faculty/staff and Director availability and workloads
▪Primary reviewer approves/edits comments before sent to PI (especially Biomedical or high risk research)
▪Availability of IRB coordinators (1.5 FTE from 08/17/07 - 11/30/07)
▪Winter/spring breaks and holidays

	4.
	From when the report is sent to the investigators, to receipt of initial response from the investigator
	12
	34.9%

	 
	▪Type and scope of revisions needed
▪PI or student investigator schedules/workloads
▪Winter/spring breaks and holidays
	 
	 

	5.
	From the investigator's first response, to her/his final response (i.e., protocol is approvable)
	4
	11.9%

	 
	▪PI or student investigator schedules/workloads
▪Revisions are insufficient or some documents not revised as requested and/or resubmitted
▪Winter/spring breaks and holidays

	6.
	From receipt of investigator's final response to date approval is finalized (i.e., protocol is certified)
	3
	7.4%

	
	▪Availability of IRB coordinators  (1.5 FTE from 08/17/07 - 11/30/07)
▪OHRP Director availability
▪Winter/spring breaks and holidays

	 
	Total
	35
	100.0%

	
	1. Biomedical IRB meets monthly; submission deadline to meeting date ~10 days; SocBehav Panel A doesn't meet in January; because many IRB members are B-faculty, both SocBehav IRBs meet only once in the summer and not in August

	
	2. No behavioral psychology representation on Panel B; review of protocols requiring psychology expertise delayed 30+ days

	
	3. Applications for exempt research are pre-reviewed by IRB coordinators, and reviewed and approved by OHRP Director






	Projects that Did Not Require IRB Oversight1,2
(data from 12/01/06 - 11/30/07)

	Determination Made before Submission

	Department
	Number of Inquiries

	Dept of Counseling and Educational Psych
	1

	Department of Educational Specialties
	1

	Sanford Center
	1

	Center for Research Design and Analysis
	2

	UNSOM
	3

	School of Public Health
	2

	Desert Research Institute
	1

	Center Prog Eval
	4

	University of Nevada Cooperative Extension
	2

	Determination Made after Submission

	Type of Application
	Number Reviewed

	Social Behavioral
	4

	Biomedical
	1

	Statements of Exemption
	9

	Total
	31

	

	1. 45CFR46.102(d) Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities.

2. 45CFR46.102(f) Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information.


	Protocol Approval Process and Confounding Variables for Social Behavioral and Biomedical Protocols by Mean Number of Days and Percent of Review Period

	(n = 155) (data from 12/01/06 - 11/30/07
	Mean Number of Days
	Percent of Total

	1.
	From log-in through pre-review and assignment to reviewer (expedited) or agenda (full board)
	7
	20.0%

	 
	▪Completeness of application
▪IRB meeting schedules1
▪Reviewer availability and expertise2
▪Volume of submissions, including applications for exempt research3
▪Availability of IRB coordinators (1.5 FTE from 08/17/07 - 11/30/07)
▪Winter/spring breaks and holidays

	2.
	From time sent out for review (expedited) or assigned to agenda (full board), and the date the review is completed
	6
	17.5%

	 
	Note: The following comments relate to expedited reviews, only:
▪Initial reviewer unable to complete review due to scheduling conflict; 2nd reviewer assigned
▪Initial reviewer determines protocol cannot be expedited; assigned to IRB meeting
▪Reviewer cannot complete review due to insufficient information; protocol returned to PI with suggestions
▪Winter/spring breaks and holidays

	3.
	From date review is completed, to when review report is sent to the investigators
	3
	8.3%

	 
	▪Type and scope of revisions needed
▪Volume of submissions, including applications for exempt research3
▪OHRP faculty/staff and Director availability and workloads
▪Primary reviewer approves/edits comments before sent to PI (especially Biomedical or high risk research)
▪Availability of IRB coordinators (1.5 FTE from 08/17/07 - 11/30/07)
▪Winter/spring breaks and holidays

	4.
	From when the report is sent to the investigators, to receipt of initial response from the investigator
	12
	34.9%

	 
	▪Type and scope of revisions needed
▪PI or student investigator schedules/workloads
▪Winter/spring breaks and holidays
	 
	 

	5.
	From the investigator's first response, to her/his final response (i.e., protocol is approvable)
	4
	11.9%

	 
	▪PI or student investigator schedules/workloads
▪Revisions are insufficient or some documents not revised as requested and/or resubmitted
▪Winter/spring breaks and holidays

	6.
	From receipt of investigator's final response to date approval is finalized (i.e., protocol is certified)
	3
	7.4%

	
	▪Availability of IRB coordinators  (1.5 FTE from 08/17/07 - 11/30/07)
▪OHRP Director availability
▪Winter/spring breaks and holidays

	 
	Total
	35
	100.0%

	
	1. Biomedical IRB meets monthly; submission deadline to meeting date ~10 days; SocBehav Panel A doesn't meet in January; because many IRB members are B-faculty, both SocBehav IRBs meet only once in the summer and not in August

	
	2. No behavioral psychology representation on Panel B; review of protocols requiring psychology expertise delayed 30+ days

	
	3. Applications for exempt research are pre-reviewed by IRB coordinators, and reviewed and approved by OHRP Director


	Tenure of Chairs as of May 10, 2008

	Chairs Initials and Board Role
	Member
	Vice Chair
	Begin Chair
	Data as of:
	Months

	DBM - Bio
	5/26/1994
	
	7/24/1997
	5/10/2008
	130

	LW SB-A (end Chair 6/18/08)
	9/8/1999
	
	7/12/2001
	5/10/2008
	82

	JU  SB-B
	9/6/2001
	9/6/2001
	2/19/2003
	5/10/2008
	63

	SR  SB-A (begin Chair 6/19/08)
	7/11/2005
	4/6/2006
	5/2/2008
	5/10/2008
	0

	Total Chair-Months 
	275


The Committee's view:

These statistics on the number of applications, average approval time, and other relevant measures indicate that UNR faculty concerns have some basis in fact.  While most protocols are processed with reasonable turnaround times, a small portion are not.  The OHRP office identified issues that may be related to the occurrence of long turnaround times – as the first step toward process improvement.

The committee recognizes that the OHRP has worked hard, continues to work hard, provides service that has satisfied the majority of faculty clients, and has undertaken constructive changes, especially in the recent past.  The committee encourages UNR’s OHRP to continue with these improvements.  The committee also notes that IRB Panel chairs and Panel members have reported working many hours per month, without compensation, in the service of the faculty.  These efforts are highly appreciated.  The committee’s following recommendations mainly concern ways to reduce the effort OHRP staff and Panel members exert to ensure human subject protection.  In brief, especially with respect to panelist time and effort, ‘less is more.’

Specifically, we recommend that the OHRP track the flow of applications more efficiently, to speed up the exempt turn-around time, and to continue to work towards reducing turn-around times across the board.  For example, OHRP tasks have much in common with the management tasks of a scholarly journal editor’s office.  Protocols (manuscripts) come in all-year around and must be recorded, initially screened, initially reviewed, fully reviewed (refereed), and initial decisions can mean revisions and resubmissions, and so on.   The VPR is responsible for employing OHRP staff that are adept at managing those kinds of tasks.   

The Committee also recommends that the OHRP make annual reports to the VPR, the Faculty Senate, and researchers on:

a. Numbers of new exempt, new expedited, new full-board protocols, and renewals

b. Time to initial review decision, researcher response time, and time to final approval

c. Numbers approved by category (exempt, expedited,…)

d. Additional data needed to support analysis of the OHRP process, design of high-quality system modifications, and monitoring of the impacts of those changes, such as:

(i) Number of second, third, fourth reviews needed for approval

(ii) Average review times for experienced vs. first time faculty submitters, and for students

(iii) Average review times by college

(iv) Frequencies of IRB panel reasons for mandating changes, by college, by experienced vs. first-time faculty submitters and by faculty vs. students.

UNR is investing resources to purchase an electronic IRB submission and tracking system.   The Committee recommends that UNR invest sufficient implementation and management resources to ensure an efficient and effective IRB submission, review, tracking, dispute resolution, and reporting process:

In addition, the Committee recommends that UNR provide resources to support purchase or development of a user-friendly website that provides:

a) Easy-to-locate information needed by researchers

b) Examples of approved and not-approved protocol elements (study description, consent forms, etc)

c) Clear delineation of rules, and answers to previously-asked questions about rules

d) Convenient access to relevant information about decisions made by IRB's at other institutions.  (This information is essential if we expect our IRB panel decisions to be consistent with decisions made at other institutions.)

e) Efficient and effective tie between the website-based information and the new database/online submission and tracking system 

f) Clear specification of rules (as requested in the VPR survey) – to be built into the electronic submission and web-based information system

g) Effective dispute-resolution process

h) Clarification of communication between researchers and IRB panels to reduce the number of communications needed during the application approval process, including:

i) A check-box system for clear communication by the IRB panel to identify the specific reason for denying approval or requesting a change.  (We note that preliminary work has begun, to develop a check-box system.  The initial prototype was not useful to the panel members.  More detailed work (and perhaps collection of information from other institutions) is needed to develop a useful and user-friendly system.)

ii) Separate sections of the report that goes to researchers to clearly separate:

(1) Mandatory changes specified by the IRB panel

(2) Research methodology comments from the IRB panel (that provide good suggestions, but do not lead to mandatory changes)

(3) Office staff notes on format changes (with most format changes made by the office staff, and noted for the researchers)

i) Efficient renewal process (facilitated by the electronic system):

i) OHRP staff (through electronic system) notifies researcher that renewal date is coming up, provides copy of the protocol on file, and asks for specific updating information 

ii) We note that this issue requires careful consideration to ensure that the system is in alignment with national guidelines.’

Finally, the Committee recommends that UNR invest resources to compensate departments for the time invested by panel chairs.  

Question 3.  Is the UNR Office of Human Research Protection effectively and accurately implementing the required federal regulations? 

3a. Does this office successfully ensure that UNR scientists meet the federal standards?

Regarding human subject protection, the UNR system is highly successful: To date, there have been no cases of harm to human research subjects that were found to be attributable to inadequate IRB decisions, and the UNR IRB has not received any citations for violations.

In addition, the OHRP goals include balancing human subject protection and research values, and facilitating efficient and effective use of researcher, panelist, and staff time.  Making additional progress on these goals will require effective and systematic two-way communication among the three groups. 

3b. Do the federal regulations suggest that UNR scientists should have greater flexibility in experimental designs than they currently have?

This complex issue has  3 components:

· A substantive debate is occurring at the national level on the issues posed by the current application of a medical model to social science research.

· UNR is still voluntarily applying the federal rules to non-federally-funded research.  Some universities are moving away from this traditional approach.
· Improving the efficiency of the IRB review process will require careful –and ongoing- consideration of an array of issues.

These issues include:

1) It is conceptually possible to develop a system in which trained department-level or college-level individuals serve as discipline-specific experts.  These experts may be able to serve as reviewers for expedited protocols.  Alternately, these department-level or college-level experts may serve as alternate members of an IRB panel, when that individual's specific expertise is needed. Careful thought would be needed:  

a) the process must go through the UNR OHRP, 

b) the necessary training for the department-level or college-level individuals must be considered carefully, and 

c) an appropriate reporting system would be essential. 

This type of decentralization, coupled with increased clarity about criteria, could potentially streamline the process.  Electronic submission of basic information could lead to either a quick decision or identification of issues that require discussion. 

2) It might be more useful to focus on the broader array of exempt and expedited reviews, to address three questions: 

a) Are our information requirements necessary? 

b) Is it possible to streamline this review process, to reduce the elapsed time? 

c) Can the new electronic system be implemented in a way that accomplishes this goal? 

3) Public distrust of research is a reality.  It will be necessary to document our process of ensuring protection. 

4) The review of scientific merit could potentially be separated from the review of human subjects issues.

5) Consideration of the  pros and cons of accreditation at UNR has two components:

a) UNR's relationship with research at the Veterans' Administration Hospital appears to mandate accreditation

b) Accreditation requires additional components to complement the IRB system.  Additional investment in resources will be needed to build those components, which include:

i) Organization – How is the institution handling resources and ensuring that the IRB is autonomous

ii) Research Review Unit, including the IRB – conflict of interest

iii) Investigator

iv) Sponsored research – contracts must be respectful of human subjects (data is not sequestered)

v) Participant outreach – proper education of research participants 

c) The national-level accreditation process was developed as a proactive response by universities to forestall Congressional action.  It was initially focused primarily on biomedical research; the national organization (AAHRPP) recognizes that modifications may be needed as the criteria are applied to social science research, and it is likely that modifications will occur.  “More latitude is coming from AAHRPP”.  The number of universities accredited is approaching 90, with several hundred more committed to the process.  Accreditation can be attached to a university or subunits within a university (medical center) or an independent IRB. 

6) UNR is still voluntarily applying the federal rules to non-federally-funded research.  Some universities are moving away from this traditional approach.

The AAUP report’s statement that a growing number of universities use separate processes for non-federal funding must be interpreted carefully.  These universities have “unchecked the box” on a form, but they have not altered the proposal review procedures.  The University of Michigan is out front on this issue.  Judy Nowak has designed a pilot program for streamlined review for survey research.   Continued evolution is expected at the national level.

The Committee's view:

The Committee recommends that the Faculty Senate establish an ongoing committee to work collaboratively with the UNR OHRP and the VPR to monitor the national debate and national trends and to ensure that the UNR system is aligned with national thinking, as that thinking evolves.   In subsequent recommendations, this committee is denoted the "Review Team".  Process improvement is time-consuming work.  This committee should NOT be expected to DO this work.  Primary responsibility for the work should rest with the UNR OHRP and the VPR.  The Review Team should fulfill three roles:  

· Facilitate two-way communication between researchers and the OHRP 

· Review the annually-reported OHRP/IRB system data, and set process improvement priorities, and

· Facilitate recruitment of faculty to serve as IRB panel members and chairs.

The UC System ad hoc Faculty Senate Committee recommended establishing a forum for exchange of IRB panel ideas, to develop more consistent review decisions.  The Committee recommends that UNR monitor developments in this area, and tie our electronic information system to any forums that develop.

The Committee recommends that the UNR OHRP and IRB panels incorporate the NSF recommendations into our process to develop a flexible and workable system.  The NSF indicates that rule clarification and verification of consistency of IRB decisions with national thinking is critical.  In addition, the NSF provides guidance on developing a dispute resolution process.

Question 4.  Are there steps that should be taken to improve the efficiency of the approval process? 

Electronic submission and tracking system will help:

The OHRP is planning to acquire IRB Manager. 

 

Access to Western IRB for pharmaceutical company-sponsored clinical trials (i.e. research funded with dollars that can be used to pay for outside IRB services) will help:

UNSOM faculty now have the flexibility to choose whether to submit their pharmacy-sponsored trials to WIRB or the UNR IRB for review and oversight.  The UNR OHRP must still monitor local compliance issues for each study, e.g. HIPAA, conflict of interest, etc.   Thirty-eight other academic institutions, including U of Washington and U of Iowa, provide models for this arrangement.  Currently, 25% of our total research is biomedical research, and only 25% of that research involves clinical trials.

Staffing resources are improving:

 Progress is occurring on staffing, office space and software for the OHRP.  Changes that are currently underway are expected to bring the OHRP staffing level to the point at which the office could begin to address two areas that have been neglected: 

· education for researchers and students and 

· compliance monitoring.  

AAHRPP encourages a proactive mentoring approach for compliance monitoring in which OHRP provides a specialist to help the investigator develop processes to ensure compliance in file management, data collection and storage, consent form management, etc.  This effort should focus on high risk studies and studies that are likely to be checked by external monitors such as the FDA.  These specialists focus on sharing best practices, rather than punitive identification of weaknesses. 

The Committee's view: 

The Committee recommends that the Faculty Senate establish a Review Team, to work collaboratively with the OHRP and VPR to ensure and efficient and effective IRB system.  The Review Team should set priorities, based on researcher input and reported OHRP data.  We note, however, that efficiency issues include:

1) availability of discipline-specific expertise, 

2) IRB panel capacity (we note that IRB panel meetings are substantially shorter now (compared with two years ago) – which may facilitate recruitment of faculty to serve on IRB panels.  Expedited reviews are handled by individual members outside of regular meetings, and because it is easier to evaluate the protocols due to the new application format.  Nonetheless, the Review Team should be charged to collaborate with Faculty Senate and the OHRP to strengthen the system for recruiting faculty to serve on IRB panels.)

3)  two-way communication (including dispute resolution),

4) clarification of the appropriate role of IRB panels with regard to research methodology.  ( It is acknowledged that issues of research design can be essential in weighing the risks-benefit ratio.   Careful attention to this issue will be required to achieve an appropriate balance.)

5) clarification of the roles of the IRB panels and OHRP staff

Question 5.  What, if anything, should be done to improve the faculty and students’ awareness and understanding of the IRB process?

The Committee's view:  

The Committee makes four recommendations, which are explained and elaborated subsequently: 

(1) cultivate faculty familiarity with Human Subjects Protection issues and IRB review processes;  

(2) development of the "subject experts" program to broaden faculty expertise with Human Subjects Research protocol and application processes ; 

(3) encourage faculty service on or to IRB panels, and 

(4) faculty should assume more responsibility for IRB process oversight.  

 

1) Cultivate Faculty Familiarity with Human Subjects Protection Issues and IRB Review Processes
Few faculty members and even fewer graduate students are fully aware of federal human subjects regulations or of how our campus IRB functions.  We believe that each member of our research community is responsible for familiarizing themselves with the rationales for and process of human subject research protection.   The Faculty Senate can facilitate that activity by spearheading simple and direct tactics to raise faculty awareness of: 

1) UNR and federal requirements pertaining to research involving human subjects; 

2) the potential impact of noncompliance on research projects and the publication of research results;

3) faculty rights within the review system; and 

4) the legal benefits to researchers with IRB approved projects.  

5)  the need for meaningful and useful training for researchers, which may include formal training, just-in-time training delivered via an efficient and effective web-based electronic system that integrates training with form submission ("TurboTax style"), and/or informal training that occurs via clear communication about IRB panel decisions. 

Researchers often do not recognize that compliance with IRB regulations offers a legal safeguard against possible liability in the event of undesirable research outcomes. The tactics we recommend may include: short -but frequent-presentations at new faculty orientations;  continuously available faculty mentoring workshops, and,  development of our proposed "subject experts" program, involving at least one faculty member in each college or department.  

(2) Develop the "subject experts" program to Increase Faculty Expertise with Human Subjects Research Protocol Application Processes
UNR's IRB staff shares the problem with many other campuses' IRB staffs that too many faculty members lack appreciation of the federal regulations and how these regulations apply to them.  IRBs at other universities have reported that new applicants or faculty who submit infrequently tend to submit protocols that require one or more revisions to meet the requirements for review by the IRB.  A survey at UC Davis observed that the greatest problem with regard to faculty seems to be a lack of awareness of IRB review requirements.  There is a lack of familiarity with or misunderstanding of the basic outline of federal regulations as well as with IRB procedures.  Examples include: assuming that protocols cannot be re-submitted for approval; unnecessarily answering inapplicable questions on review applications; not being aware that federal regulations address conflict of interest for IRB members; not being aware that non-compliance can restrict the publication of research results.  

There is a process in place to train faculty.  Indeed, in all universities, applicants are required to have completed IRB training.  But it is apparent that the training typically offered by IRB staffs fall short.  We recommend that:  (1) The university recognize that the currently-required training focuses on awareness of ethics issues, but it does not serve the goal of providing essential information about the application process.  This information should be provided on a user-friendly website (recommended elsewhere in this document.)

(2) We, as faculty colleagues, augment formal IRB training by providing context-specific guidance to our own colleagues.  This is the basis of our recommendation that UNR establish (and reward) a system of department-level "subject experts". 

(3) Encourage faculty service on or to IRB panels
Service on an IRB panel or as a proposed IRB Peer Mentor can take a considerable commitment of time and energy.  It is no wonder that it is difficult to recruit faculty to serve on IRB panels.  Because IRB review is a necessary component of the university’s research mission, IRB service should receive appropriate recognition and compensation.  Recognition and appreciation for the service provided by our faculty colleagues who serve as IRB Peer Mentors and on IRB panels should first of all come from among ourselves, as fellow faculty appreciating the contributions of our colleagues.  


Therefore, we recommend that to encourage faculty recruitment and recognition of service on IRBs that when we faculty serve on departmental Personnel Committees and conduct annual evaluations that we (faculty) recognize service on or to IRBs as essential to the research mission of the University, and reward it accordingly.   In addition, Deans and department heads in disciplinary areas utilizing human subjects research have a vested interest in supporting IRB operations and should be directly involved in the recruitment and recognition of faculty who serve on IRBs or as Peer Mentors.    

This recognition and support should be in addition to, not in lieu of, the compensation that we recommend (elsewhere in this report) should be provided to IRB panel chairs and members, commensurate to the workload and as appropriate to the campus context, e.g., partial teaching release, etc. 

(4) Assume more responsibility for IRB process oversight  
Our IRB staff has an administrative function and it is answerable in their operation to the Vice President for Research. At the same time, because the IRB interfaces with the faculty, the Faculty Senate should have a voice in the regular and systematic evaluation of this administrative committee's performance (bearing in mind that IRB decisions are not subject to review by either faculty or administrative bodies).   We have recommended elsewhere that the IRB office put into place a mechanism by which faculty are informed about IRB performance.  Likewise, our Faculty Senate should develop a mechanism through which faculty researchers can register (dis)satisfaction regarding IRB operations as well as to encourage continued improvement.  We recommend the establishment of a mechanism for Faculty Senate oversight to review IRB operations and monitor the level of faculty satisfaction with the IRB review process. This oversight function could be subsumed in the activities and charge of a general ‘research compliance’ committee or a stand-alone body that includes members of the Faculty Senate.  


Question 6.  Should service on the IRB be better recognized and supported by the university?
Sources of information include the Academic Council Report on Institutional Review Boards at UC, the UNR Policies and Procedures related to IRB Membership and Responsibilities, and the UNLV information about policies and procedures.  

I.  Composition of the IRBs

IRB composition is specified by the Common Rule:

· At least five members, varying backgrounds, promote complete and adequate review

· Gender mix

· Scientific and non-scientific

· At least one member not affiliated with the institution

· No conflict of interest

· May invite (non-voting) individuals with competence in special areas

Institutions meet these requirements in varying ways:

A. UC: 
Five Members:

- One with scientific expertise and background in research area under review

- One with background and perspective that is not scientific

- One not affiliated with any of the UC institutions.

- Includes both genders and assures diversity

- Members can’t vote if there are conflicting interests

- Call in consultants when needed

In general, IRBs are administrative committees under the local Office for Research. They are made up primarily of academic faculty with outside community members as required by law. 

B. UNR:

Five members with varying backgrounds:

- Sufficiently qualified through experience and expertise of members and diversity of members

- Consists of persons knowledgeable in terms of institutional policies and regulations, applicable law, and standards of professional conduct and practice

- When necessary, includes one or more individuals who is knowledgeable about vulnerable populations

- Cannot consist entirely of members of one profession

- Includes one member with primary concern in scientific area and one in nonscientific area.

- Includes one person not otherwise affiliated with the institution

- VA issues – IRB of Record for VA Sierra Nevada Health Care System (VASNHS)

-One member may satisfy more than one category

- Director and IRB Coordinator/Program Officer of UNR OHRP may be voting members

- May include a doctoral level student with written approval from graduate advisor for a 2-year term.

A membership list of IRB members must be maintained; it must identify members sufficiently to describe each member’s chief anticipated contributions to IRB deliberations. The list must contain information such as a member’s name, earned degrees, affiliated or non-affiliated status, status as scientist (physician-scientist, other scientist, non-scientist, or social behavioral scientist).; voting status, alternate status, or status as Chair. A resume for each IRB member must be maintained. 

The UNR OHRP must keep IRB membership lists current. The director of the OHRP must promptly report changes in IRB membership to the Office for Human Research Protections, Departments of Health and Human Services.

II. Appointment of IRBs

A. UC:

- On some campuses, primarily medical campuses, nominations for membership are made by department chairs; on some other campuses, calls are made for volunteers.

- On one campus, nominations are made by the faculty senate

Once constituted, IRBs are by federal law independent entities with irreversible power to deny human subject protocols deemed unacceptable. IRBs are answerable to the Vice Chancellor for Research (VCR) with regard to operations but not to decisions.

B. UNR:

- The IRB chair, Vice Chair, or OHRP director identifies a need for a new or replacement member, or alternate member

- The IRB nominates candidates and sends the names to the OHRP

- Department chairs and others may forward nominations to the VP for Research, the OHRP, or to the IRB chair.

- Final decisions about appointment are made by the Institutional Official (VPR), the IRB chair, and the OHRP director

- Appointment is renewable for a 3-year period of service.

- Any change in appointment including reappointment or removal requires written notification

- Members may resign by written notification to the IRB chair

- Members not acting in accordance with IRB’s mission, policies, and procedures, or who has too many absences may be removed

- VA representatives are appointed by the Director of the VASNHCS for a period of 3 years and my be reappointed indefinitely

- alternate members are appointed and function the same as for primary IRB members and must share same expertise as the primary member. Alternate members may attend all IRB meetings but are not counted as voting members unless the primary member is absent.

- annual review: On an annual basis, IRB chair and OHPR director review membership and composition of the IRB to determine if regulations and institutional requirements continue to be met.

III. Training

A. UC:

- Almost all campuses send IRB members and/or staff to annual conferences on subject protection put on by PRIM&R.

- One-on-one tutoring is conducted by IRB directors

- Members must thoroughly review policies and procedures

- Budgets for staff training are small or nonexistent and workload often preempts training opportunities

- Some campuses have established a staff position for an individual to serve as an education coordinator for training for staff, faculty and investigators, but this person often has to take on other tasks given workload demands. (AAHRPP requires a dedicated education coordinator)

- Challenges of training faculty IRB members is exacerbated by the extreme time commitment of serving on the IRB.

- Some campuses included training at IRB meetings during the first 5- to 15-minutes of meeting time. However, when training is on the agenda faculty often will skip that part.

- Rarely is there funding for training faculty.

B. UNR:

1. Orientation: New IRB members, including alternate members, meet with the IRB chair and Director of the OHRP for an informal orientation session. At the session, the new member will be given an IRB Handbook that includes:

  - Belmont Report

  - UNR Policies and Procedures for the Protection of Human Subjects

  - Federal regulations relevant to the IRB

  - VA Handbook 1200.5 (for IRB members who serve on VA-designated IRBs)

New members are required to complete the Initial Education requirement for IRB members before they may serve as a primary reviewer.

2. Initial Education: The OHRP maintains a subscription to the web-based “CITI Course in the Protection of Human Research Subjects.”    To satisfy the initial education requirement, the IRB Chairs and the IRB members must complete the model appropriate to their area of expertise with an overall competency level of at least 75%.

3. Continuing Education: To ensure that oversight of human research is ethically grounded and the decisions made by the IRBs are consistent with current regulatory and policy requirements, training is continuous for IRB members throughout their service on the IRBs. Educational activities include but are not limited to:

 - in-service training at IRB workshops

 - Bi-annual training workshops

 - Copies of “IRB: Ethics and Human Research”

 - Identification and dissemination by the Director of new information that may affect the human research protection program, including laws, regulations, policies, procedures, and emerging ethical and scientific issues to IRB member via e-mail, mail, or during IRB meetings

 - Unlimited access to the UNR OHRP resource library.

4. The VP for Research will provide support for the Chair or Vice Chair of each IRB to attend the annual PRIM&R/ARENA conference on human research protection.  Financial support has not always been available in the past.

5. Resources: 

The VP for Research provides resources to IRBs and OHRP, including adequate meeting and office space, and staff for conducting IRB business. Office equipment and supplies, including technical support, file cabinets, computers, internet access, and copy machines, will be made available to the IRB and staff. The resources provided for the IRB and OHRP will be reviewed during the annual budget review process.

The Committee's view:

The Committee recommends that UNR, in consultation with the Faculty Senate process-improvement committee:

· Invest resources in IRB process improvement to make service on an IRB panel less time-consuming, and this could facilitate recruitment.  (larger panel might reduce the time-commitment of individual panel members, especially since expedited reviews are conducted by individual members outside of meetings)

· Compensate departments for the time commitment made by panel chairs by purchasing release time or providing partial salary compensation

· Consider whether panel member terms should be limited to three-years (except in the case of panel chairs, who may serve for a total of six years (three years as a member and three additional years as chair).  

· Increased rotation will create a larger pool of knowledgeable faculty.

· Term limits create a clearly-specified commitment, so potential panel members are clear about the level of effort that is requested.

· The process of soliciting volunteers and appointing panel members should be open and transparent, with clear eligibility requirements.

· Investigate strategies and sources of information to provide just-in-time information for panel members regarding issues that arise during deliberations.  This information is essential to permit panel decisions to be aligned with national thinking.

· Investigate strategies to provide incentives for chairs and board members – to meet during the summer, to meet more than once per month, or to complete expedited reviews.
· Develop meaningful training to researchers, subsequent to an initial requirement that researchers complete the CITI training when they are first-time users.
APPENDIX 1:  INFORMATION FROM THE UNR OHRP

Exempt research is human subjects research but does not require review by the IRB. Instead it requires institutional review and approval to verify that the research is indeed exempt from IRB review – hence the application. We are held accountable for our judgments regarding exemptions from all oversight bodies as if these were expedited or full-board reviews. The research must pose a negligible risk to subjects and the categories for exempt research are designated by federal regulation at 45 CFR 46.101, “To What Does This Policy Apply”? Our categories for exempt research are identical to the regulations and are posted on our website.
 
Expedited protocols are reviewed outside of a convened meeting. Expedited criteria were determined by federal guidance as approved after the required public comment, and posted in the Federal Register: 63 FR 60364-60367, November 9, 1998. A more readable version is posted on the HHS Office for Human Research Protections website and ours as well. To qualify for expedited review a protocol must pose not more than minimal risk and meet one or more of the criteria in 9 categories:
1.       Certain types clinical studies of drugs and devices;

2.       Collection of blood samples of a particular volume in a person of particular weight over a determined period of time;
3.       Prospective collection of biological specimens for research purposes by noninvasive means;
4.       Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves;
5.       Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis);
6.       Collection of data from voice, video, digital, or image recordings made for research purposes;
7.       Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies;
8.  Continuing review of research previously approved by the convened IRB a) when the study is permanently closed to enrollment, all participants have completed the research related procedures, and the research remains active only for long-term follow-up, b) when no subjects have been enrolled and no new risks have been identified, and c) when the remaining research activities are limited to data analysis; 

9.  Continuing review of research that the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified. 

 
Research versus service contracts: 

We first must determine if a given project has a “human subject” and constitutes “research” according to the federal regulations:
Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains
(1) Data through intervention or interaction with the individual, or
(2) Identifiable private information.
Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.
Projects that do not “contribute to generalizable knowledge” include program evaluations where the data collected is solely used for internal use to improve or evaluation a program. Service contracts that provide technical support to a sponsor or perform program evaluations for them do not require our oversight. Deborah Loesch-Griffin’s Center for Program Evaluation often sends me copies of contracts/scopes of work for evaluation and most do not require our oversight. The same is often true for the Center for research Design and Analysis, and the University Assessment Office.
 

Academic institutions currently holding AAHRPP accreditation – 36 total:
	U. of Alabama at Birmingham
	U. of Kentucky
	U. of Cincinnati

	U. of Arkansas for Medical Sciences
	U. of Louisville
	Bd of Regents of the U. of Oklahoma

	U. of Arizona
	Harvard U. Faculty of Medicine
	Pennsylvania State U. 

	Leland Stanford Jr. U.
	Johns Hopkins Med. Institutions
	U. of South Dakota

	U. of California, Irvine
	U. of Maryland, Baltimore
	East Tennessee State U.

	U. of California, San Francisco
	Michigan State U.
	Vanderbilt U.

	U. of Southern California
	Wayne State U.
	Baylor College of Medicine

	U. of Connecticut Health Center
	U. of Minnesota
	Baylor Research Institute

	U. of Iowa
	Washington U. in St. Louis
	U. of Texas at Austin

	U. of Illinois at Urbana-Champaign
	U. of North Dakota
	U. of Utah

	Indiana U. - Purdue U., Indianapolis
	U. of Nevada, Reno
	Virginia Commonwealth U.

	U. of Kansas Medical Center
	U. of Rochester
	Marshall U.


APPENDIX 2:  EMAIL SURVEY OF COMPARABLE INSTITUTIONS

Dear ____
The faculty senate at the University of Nevada, Reno, has convened a special task force to help increase the efficiency and effectiveness of our institutional review/human subject/compliance processes.

Your university is on our ‘comparable institutions’ list.  We will be very grateful to learn a bit more –than is presented on your excellent web site – about how your office functions.  We would appreciate receiving your answers to these seven questions (also attached as an MS word document) by Nov. 19:

1. How frequently does a review panel meet?  (weekly, every 2 weeks,

monthly,...?)

7. What is the average time, in weeks, for

            2a. an expedited review of a new proposal?

            2b. a review by the full panel of a new proposal (to first decision)?

            2c. for modifications (to final decision)?

            2d. for a continuing review of a previously approved study?

8. How many applications are processed per year (approximately)?

            3a. number that are “expedited”:

            3b. number that must be reviewed by the full panel:

            3c. the number that you declare “exempt”:

9. What IRB-process software is employed in your office?

            -no special software (just MS Word, etc)

            -in-house proposal or data management systems

            -commercial software (name):

            - other:

10. Must key personnel complete human subject training assurance before a protocol will be approved? (yes/no):

            5b. Must training be updated?

            5c.  If yes, how frequently?

6. Are the faculty or employees who serve on your panels/boards compensated for their service in terms of salary, release time from teaching, or otherwise?

7. (Approximately) How many personnel (FTEs) are employed to assure compliance on your campus?

THANK YOU in advance for sharing your experience with us.  Please call me at [775] 784-6785 if you have questions, comments, or advice.

And, just let me know if you would like a copy of our summary tabulation of the replies of all our ‘comparable institutions’ 

(anonymized & summarized).

APPENDIX 3:  RECOMMENDATIONS OF THE NATIONAL RESEARCH COUNCIL
Protecting Participants and Facilitating Social and Behavioral Sciences Research –

Executive Summary (2003)

Institutional review boards (IRBs) are the linchpins of the protection systems that govern human participation in research. In recent years, high-profile cases have focused attention on the weaknesses of the procedures for protecting participants in medical research. The issues surrounding participants protection in the social, behavioral, and economic sciences may be less visible to the public eye, but they are no less important in ensuring ethical and responsible research. This report examines three key issues related to human participation in social, behavioral, and economic sciences research: 

1) obtaining informed, voluntary consent from prospective participants: 

2) guaranteeing the confidentiality of information collected from participants, which is a particularly challenging problem in social sciences research; and 

3) using appropriate review procedures for “minimal-risk” research. 

Protecting Participants and Facilitating Social and Behavioral Sciences Research will be important to policy makers, research administrators, research sponsors, IRB members, and investigators. More generally, it contains important information for all who want to insure the best protection—for participants and researchers alike—in the social, behavioral, and economic sciences. 

Copyright © National Academy of Sciences. 
Executive Summary

THE U.S. SYSTEM for protecting people who volunteer to participate in research is widely perceived to need improvement. A major concern is that the linchpins of the protection system—institutional review boards (IRBs)—are overloaded and underfunded and so may not be able to adequately protect participants from harm in high-risk research, such as clinical trials of experimental drugs.  Three other concerns—often voiced about research in the social, behavioral, and economic sciences (SBES), but generally applicable to human participant protection—are important. The first is that the review process too often focuses on documenting consent to participate in research so as to satisfy the letter of federal requirements, when IRBs and researchers instead need to focus on developing the most effective processes for helping individuals reach an informed, voluntary decision about participation. The second concern is that IRBs, researchers, and the entire human participant protection system may pay too little attention to the challenge of countering increasing threats to the confidentiality of research data because of technological and other changes, such as the ability to readily access and link large databases through the Internet. The third concern is that the review process may delay research or impair the integrity of research designs, without necessarily improving participant protection, because the type of review is not commensurate with risk—for example, full board review for minimal-risk research that uses such methods as surveys, structured interviews, participant observation, laboratory experiments, and analyses of existing data.

PANEL CHARGE AND SCOPE

The Panel on Institutional Review Boards, Surveys, and Social Science Research was established by the Committee on National Statistics and the Board on Behavioral, Cognitive, and Sensory Sciences, both standing committees of the National Academies’ National Research Council. The panel was charged to examine the structure, function, and performance of the IRB system as it relates to SBES research and to recommend research and practice to improve the system.

PROTECTING PARTICIPANTS AND FACILITATING SOCIAL AND BEHAVIORAL SCIENCES RESEARCH

Our panel’s work complements that of the Institute of Medicine’s Committee on Assessing the System for Protecting Human Research Participants, which issued its final report, Responsible Research, in 2002. That report addresses primarily the problems of high-risk research. We commend that report, which stresses that participant protection in the United States is a dynamic system of many actors. The report makes useful recommendations to virtually all actors, including the Congress, the Office for Human Research Protections (OHRP) in the U.S. Department of Health and Human Services, agencies that support research and collect data for research use, high officials of research institutions, IRBs, researchers, individual participants, and many interested associations and other organizations.  Although addressed primarily to SBES research, our findings and recommendations have broader application given that the boundaries between research domains are not and cannot be sharply drawn. We address three topics in depth: issues for obtaining informed, voluntary consent; issues for protecting data confidentiality; and review procedures for minimal-risk research. We consider more briefly system-level issues regarding the relationships and interactions among actors involved in participant protection. Throughout, we stress commitment to upholding the principles for ethical research articulated in the landmark 1979 Belmont Report: respect for persons (informed consent), beneficence (minimizing risks and maximizing benefits of research), and justice (selection of participants in ways that fairly distribute the burdens and benefits of research). Given scarce IRB resources, we believe that commitment to protection requires that review procedures  be commensurate with risk. The Common Rule regulations (“Federal Policy for the Protection of Human Subjects”) contain sufficient flexibility for this purpose: the challenge is how best to encourage IRBs to use the flexibility in the regulations appropriately for different types of research methods, topics, and study populations.

ENHANCING INFORMED CONSENT

Informed consent is a bedrock principle of ethical research with human participants. For more-than-minimal-risk research, a process that allows consent to be truly informed is critical; for minimal-risk research, such a process respects individual autonomy. Despite decades of research on consent issues, mostly in biomedical research and mostly involving written forms, there appears to have been little progress in devising more effective forms and procedures for achieving informed consent or in adapting consent procedures to the needs of special populations (e.g., language minorities). 

Recommendation 4.1: Social, behavioral, and economic science researchers should conduct research on procedures for obtaining and documenting informed consent that will facilitate comprehension of benefits, harms, and risks of harm, confidentiality protection, and other key features of research protocols for different types of SBES research and populations studied.

Recommendation 4.2: The Office for Human Research Protections should develop detailed guidance for IRBs and researchers on appropriate consent procedures for different types of populations—including language minorities and such vulnerable groups as undocumented immigrants— studied in social, behavioral, and economic sciences research. The issue of third-party consent has gained salience in recent years due to reports of studies in which third parties complained that their privacy was invaded by collection of sensitive data about them from others. Examples of research that should not require third-party consent, even though information about third parties is sought, are studies in which respondents are asked about their perceptions or attitudes regarding others, studies in which the third person asked about is completely anonymous (e.g., a respondent’s first teacher), and studies that present no more than minimal risk for third parties.

Recommendation 4.3: The Office for Human Research Protections should develop detailed guidance for IRBs and researchers, including specific examples, on when it is and is not necessary to obtain consent from third parties about whom participants are asked to provide information.  The current preoccupation of the review process with the documentation of consent may shift attention from protecting participants to protecting the research institution. Requiring a signed consent form for all types of research may inhibit participation in minimal-risk research (e.g., mail surveys of the general adult population) by otherwise willing candidates. In some situations, requiring signed written consent may endanger participants when there is risk of serious harm from breaching confidentiality and the only link of participants to the project is the signed consent form. The Common Rule allows for waiver of written signed consent when appropriate for minimal-risk research; it also allows elements of informed consent (e.g., the purpose of a particular aspect of the research) to be omitted under certain circumstances.
Recommendation 4.4: The Office for Human Research Protections should develop detailed guidance for IRBs and researchers—with clear examples for a variety of social, behavioral, and economic sciences research methods and study environments—on when it is appropriate to waive signed written consent.
Recommendation 4.5: The Office for Human Research Protections should develop detailed guidance for IRBs and researchers, including specific examples, on when it is acceptable to omit elements of informed consent in social, behavioral, and economic sciences research.
ENHANCING CONFIDENTIALITY PROTECTION

Breach of confidentiality, that is, the release of data that permit identifying an individual participant, is often the major source of potential harm to participants in SBES research. For example, a survey that poses no risk of physical injury and no more than minor psychological annoyance may yet obtain data that could adversely affect a respondent’s employability, insurability, or other aspects of life if it became known. Even if no sensitive information is obtained, maintaining confidentiality is required to respect participants when they have been assured that their information will be protected.  The risk of inadvertent or advertent disclosure is increasing due to several factors: the growing number and variety of administrative records from public and private agencies that are readily available on the Internet and potentially linkable to research data; the growing number of rich, longitudinal data sets that require retention of contact information for respondents over long periods of time and that may be more readily linked to other data sources with sophisticated matching techniques; the increased emphasis by funding agencies on data sharing among researchers to permit replication and facilitate further research at low cost; and the increased use of Internet-based data collection technology that may be vulnerable to security breaches.
Recommendation 5.1: Because of increased risks of identification of individual research participants with new methods of data collection and dissemination, the human research participant protection system should continually seek to develop and implement state-of-the-art disclosure protection practices and methods. Toward this goal:

· researchers should explicitly describe procedures to protect the confidentiality of the data to be collected in protocols they submit to IRBs;

· IRBs should pay close attention to the adequacy of proposed procedures for protecting confidentiality;

· federal funding agencies should support research on techniques to protect the confidentiality of SBES data that are made available for research use; and

· the Office for Human Research Protections should regularly promulgate good practices in analyzing disclosure risks and limiting those risks.

Increased attention to confidentiality protection does not mean that IRB review is needed for every type of analysis. Anecdotal evidence suggests that many IRBs are reviewing research with publicly available micro data files, even though such research qualifies for exemption.  Such review uses up scarce IRB and investigator resources yet is unlikely to afford greater protection to respondents than is already incorporated in the design and content of the file.

Recommendation 5.2: To facilitate secondary analysis of public-use micro data files, the Office for Human Research Protections, working with appropriate federal agencies and interagency groups, should establish a new confidentiality protection system for these data. The new system should build upon existing and new data archives and statistical agencies.

Recommendation 5.3: Participating archives in the new public-use microdata protection system should certify to researchers whether data sets obtained from such an archive are sufficiently protected against disclosure to be acceptable for secondary analysis. IRBs should exempt such secondary

analysis from review on the basis of the certification provided.

EFFECTIVE REVIEW OF MINIMAL-RISK RESEARCH

The work of IRBs begins with four sequential decisions about research projects:

1) whether the project constitutes “research” under the Common Rule;

2) whether it involves “human participants;”

3) whether it falls into one of the specified categories that are exempt from IRB review; and 
4) if it is not exempt, whether it is minimal risk and eligible for review by the chair or subcommittee (expedited review) rather than the full board. 
In the current environment of heightened scrutiny of IRB operations because of serious harms (even death) to research volunteers, IRBs often opt for full board review of minimal-risk research, even when such review is not appropriate or necessary for protection of participants and detracts from the attention needed for more-than-minimal-risk research.  More detailed guidance on review of minimal-risk research can encourage IRBs to use the flexibility in the regulations in an appropriate way. It can also reduce the substantial variability among IRBs in the use of such procedures as expedited review and so facilitate multisite research and make it easier for researchers to carry projects from one institution to another without encountering very different IRB standards.  Such guidance should include clear examples for a variety of methods and populations studied. For example, research with publicly available aggregate data (e.g., tallies of census data for cities) does not involve human subjects under the regulations, and research with publicly available microdata of individual records qualifies for exemption when the data are certified by the supplier agency to be protected against breach of confidentiality.

Recommendation 6.1: To promote review appropriately tailored to risk, the Office for Human Research Protections should develop detailed guidance for IRBs and researchers (with clear examples for a variety of methods) on what kinds of social, behavioral, and economic sciences (SBES) research protocols qualify as “research” with “human subjects.”  OHRP should also develop detailed guidance, including examples, regarding SBES research that IRBs are strongly encouraged to exempt from review and research that IRBs are strongly encouraged to review with an expedited procedure.

Recommendation 6.2: Institutional review boards should use efficient procedures to review minor changes to minimal risk research protocols that arise during the period of authorization.  When appropriate, IRBs should approve protocols that allow researchers flexibility in making specific design decisions during the course of their research without the need to seek further review. (An example would be one of two forms of a question—both minimal risk—to be decided

on the basis of a pretest.)

NEEDED INFORMATION

We found, as did the Institute of Medicine study, that there is little regularly available systematic information about the functioning of the U.S. human research participant protection system. Data on harms encountered by research participants and their economic and other costs are scant. Only a handful of major surveys, smaller surveys, and case studies have examined IRB operations and the consequences for participant protection and timely research.

Recommendation 6.3: In order to build knowledge of research risks, OHRP and funding agencies should encourage researchers to build into their studies such steps as debriefing participants to learn about types, incidence, and magnitude of harm encountered in social, behavioral, and economic sciences research. Researchers should seek publication of their results.

Recommendation 6.4: The Office for Human Research Protections should establish an ongoing system for collecting and publishing data that can help assess how effectively IRBs protect human research participants, how efficiently they review research, and how commensurate review is with risk.

Recommendation 6.5: Federal research funding agencies, including the National Science Foundation and the National Institutes of Health, should fund in-depth studies to better understand the operations and effects of the IRB system and to develop useful indicators of IRB performance.

SYSTEM-LEVEL ISSUES

The U.S. system for human research participant protection involves many components and is dynamic, evolving as social and economic changes affect various system components and they in turn respond.  We consider five system-level issues that need continued attention: 

1) guidance and support for IRBs; 

2) qualifications and performance standards for IRBs and researchers; 

3) communication among IRBs and researchers; 

4) organization of and among IRBs; and 

5) the development of national policy for human research participant protection.  
In most instances, we endorse recommendations of other groups, such as the Institute of Medicine and the National Bioethics Advisory Commission. In two areas that are particularly important for SBES research we offer recommendations.

Recommendation 7.1: To improve IRB-researcher communication and facilitate the review process, IRBs should:

· clearly distinguish and justify changes to research designs that are required for human participant protection from suggested changes that are advisory; and

· develop ways to work cooperatively with investigators, such as providing opportunities for face-to-face meetings to discuss significant changes in research protocols that the IRB requires.
Recommendation 7.2: Any committee or commission that is established to provide advice to the federal government on human research participant protection policy should represent the full spectrum of disciplines that conduct research involving human participants. In particular, such a body should include members who represent the range of the social, behavioral, and economic sciences.  The benefits of involving the SBES community should include not only increased support for and understanding of human participant protection policies among SBES researchers, but also useful cross-fertilization of knowledge and practice between SBES and biomedical researchers and IRB members. Such cross-fertilization will help the protection system better shoulder the difficult tasks of facilitating informed consent, protecting confidentiality, estimating risk, and taking other steps to fully protect and respect the many millions of Americans who
Fertilization will help the protection system better shoulder the difficulty tasks of facilitating informed consent, protecting confidentiality, estimating risk, and taking other steps to fully protect and respect the many millions of Americans who have volunteered to participate in research to advance knowledge. 

APPENDIX 4:  INFORMATION FROM PEER INSTITUTIONS

To put UNR’s IRB process in perspective we collected and tabulated UNR data and compared the number of applications, turn-around-time, size of staff, and other relevant measures at UNR to the estimates of those measures at “peer” universities, listed on http://www.unr.edu/president/index.html 

University of Arizona

Iowa State University

University of California, Davis

University of Nebraska, Lincoln

University of Colorado, Boulder

University of Utah

Colorado State University

Washington State University

 plus UNLV.   

First, to establish context,  we document the size of faculty and the volume of externally-funded research.  The next two charts show how UNR compares in terms of sponsored research funding, faculty size, number of graduate students, and number of graduate students per faculty member.  We are the smallest in our peer group.

[image: image1.emf]$RD/faculty, 2005

data sources:

 

$RD from 

http://www.nsf.gov/statistics/nsf07318/tables/tab32.xls

# faculty from each univ. office of institutional analysis "common data set(s)"



$28,827

$107,272

$126,071

$128,084

$145,476

$268,117

$289,511

$290,482

$315,162

$372,355

$-

$50,000

$100,000

$150,000

$200,000

$250,000

$300,000

$350,000

$400,000

UNLV UNR

Washington State University

Iowa State University University of Utah

Colorado State University University of Colorado

University of California, Davis

University of Nebraska  University of Arizona






[image: image2.emf]Size of faculty & Graduate Cohort (2005)

data source: each univ. office of institutional analysis, "common data set"

1677

891

1,449

1,682

1,786

1,636

1,883

881

1,057

1,424

60

75

180

216

267

246

387

187

234

386

0.27

0.22

0.21

0.21

0.15

0.15

0.13

0.12

0.08

0.04

0

200

400

600

800

1000

1200

1400

1600

1800

2000

UNLV

UNR

Washington State University

University of Utah University of Colorado

Iowa State University

University of California, Davis Colorado State University University of Nebraska  University of Arizona

-

0.05

0.10

0.15

0.20

0.25

0.30

#faculty

doctorates

PhD/faculty


	UNR review of UNR-IRB
	11/20/2007
	# IRB  staff

	comparable institution information
	

	
	NSF data*
	Sources: Common Data sets,  2005
	

	
	AAHRPP accreditation?
	sponsored research 

$1,000s
	$/faculty
	total #  instructional faculty
	# PhD degrees granted
	faculty/PhD
	

	University of Arizona
	Full
	$ 530,233
	$ 372,355
	1,424
	386
	4
	6

	Iowa State University
	
	$ 209,545
	$ 128,084
	1,636
	246
	7
	2

	U California, Davis
	
	$ 546,978
	$ 290,482
	1,883
	387
	5
	8

	University of Nebraska
	
	$ 333,126
	$ 315,162
	1,057
	234
	5
	3

	University of Colorado
	
	$ 517,067
	$ 289,511
	1,786
	267
	7
	2.5

	University of Utah
	Full
	$ 244,691
	$ 145,476
	1,682
	216
	8
	15

	Colorado State University
	
	$ 236,211
	$ 268,117
	881
	187
	5
	7

	Washington State U
	
	$ 182,677
	$ 126,071
	1,449
	180
	8
	4

	UNR
	Qualified
	$   95,579
	$ 107,272
	891
	75
	12
	4

	UNLV
	
	$   48,343
	$   28,827
	1677
	60
	28
	


*Data source re: 2005 research funding: http://www.nsf.gov/statistics/nsf07318/tables/tab32.xls
UNR IRB volumes and turn-around times

The UNR OHRP staff includes:

· The Director

· Receptionist

· 3 additional staff members

An informal survey of UNR IRB panel chairs indicated that the average time devoted to IRB duties is 49 hours/month. The average time spent by panel members is substantially less.   A survey of IRB panel members indicated that the average number of  hours per month is twelve, with a range from 6-40.  Most are clustered at approximately 10 hours per month.
	panel chairs:  hours per month

	prep for meeting
	12

	meeting
	3

	expedited reviews
	7

	reading/training
	12

	consult with researchers
	12

	presentations for IRB
	2

	total
	49


We note that these numbers represent averages over an unspecified time span, that are recalled and estimated by the panel chairs and panel members responding.  No ongoing data-collection is currently in-place to record time spent on task.  It might be useful for panel chairs to collecting data.

1) The UNR OHRP has worked to improve performance: 

a) Addition of a second Social/Behavioral IRB panel

b) Increased number of staff

c) Purchase of an electronic application submission and tracking system

d) Contract to permit pharmaceutical company-sponsored clinical trial research to be reviewed by the Western IRB.

e) Obtained qualified AAHRPP accreditation (this step is controversial)

2) Despite the progress, such as the increased proportion of exempt or expedited protocols, the 2007 faculty survey to evaluate the Office of the Vice President of Research indicated that UNR faculty still have concerns (similar to nationwide concerns):

a) inappropriate changes in research design

b) slow response time

c) burdensome administrative process for studies posing little/no HS risk

d) trivial changes not related to regulations or HSP such as formatting or wording.   

Comparative Information

Next, the websites of  the IRB offices at the eight other universities identified were studied to observe the comparable range of IRB office structures, staff sizes, training materials, and application processes.

1. How are other offices structured?   Other IRB’s are under an umbrella ‘Office of Research Assurance/Compliance/Integrity/Responsibility/Accountability’ that manages all panels such as human subjects (IRBs), clinical, hazardous/toxic substances, and animal research (IACUC).   Most manage 3 types of panels;  U-CO and U-NE appear to have just 2 types of panels:

	numbers and types of panels

	
	Human Subjects / IRB
	Clinical
	Bio/Genetic
	Animal / IACUC
	Other (Hazardous Substances

/IBC)

	University of Arizona
	1
	1
	1
	
	

	Iowa State University
	1
	
	1
	1
	1

	University of California, Davis
	1
	2
	
	
	

	University of Nebraska 
	1
	
	
	1
	

	University of Colorado
	1
	
	1
	
	

	University of Utah
	4
	
	
	1
	

	Colorado State University
	1
	1
	1
	1
	

	Washington State University
	1
	
	1
	1
	

	UNR
	2
	1
	
	1
	1


2.How onerous are other processes?  Most forms are between 4-9 pages long (instructions included).  All institutions require all researchers to complete protocol training.  Training need not be updated, however, in some universities.  In others, training must be updated every 3 years.

	
	U AZ
	ISU
	UC Davis
	U NE
	U CO
	U Utah
	CSU
	WSU
	UNR

	# pages in form:
	8
	9
	8
	online
	5
	online
	4
	14
	13

	training
	
	0
	0
	
	3yrs
	3yrs
	3yrs
	
	1-2yrs?


Finally, the directors of IRB offices at eight other universities identified as ‘comparable institutions’ listed on http://www.unr.edu/president/index.html were surveyed directly by e-mail by this ad hoc committee. Five directors replied to the e-mail inquiry.   Two institutions, the University of Arizona and the University of Utah are fully accredited by AAHRPP.  UNR’s director chose to provide data rather than provide “approximate” answers.  Three directors, at U-AZ, U-NE, and U-WA, did not respond to our request for information.   Two directors, at UC Davis and at ISU even provided additional “self-critical” information, such as:

 “The UC academic senate recently completed an investigation on IRB operations within UC.  You may want to take a look at the report, which is found here: http://www.universityofcalifornia.edu/senate/committees/council/ac.irb.0507.pdf
3. How much time does it take to obtain IRB approval?  

	
	Comparative times to decision

	
	panel meeting frequency
	exempt
	expedited/new 
	full/new 
	modified 
	continuing  

	n = 2
	weekly
	
	n.a.
	3 weeks 
	4 weeks 
	3 weeks 
	 2-3 weeks

	n = 3 
	monthly
	min - max
	1 week
	2-4 weeks 
	1 - 4 weeks
	2-5 days
	 4 weeks

	UNR
	monthly
	Mode
	1 week
	9 weeks
	10-12 weeks
	
	

	UNR
	
	Average
	3 weeks
	5-6weeks
	8 weeks
	
	


Note that the table above compares the “mode” and the statistical average time to decision at UNR for Social and Behavioral Panels only, with the averages of the five IRB Office Director approximations of all panels “time to approval.”   (If the data on Biomedical panel turn-around times were included in the UNR modes and averages UNR would look slower.)  This is unfortunately an “apples to oranges” comparison.  It suggests however that UNR faculty complaints about slow turn-around times may have some basis in fact.

4. Do other institutions use software?  If yes, which 

	Iowa State University
	MSWord

	University of California, Davis
	in-house

	University of Colorado
	"IRB Manager", changing to "InfoEd"

	University of Utah
	"ClickCommerce/Webridge/Extranet"

	Colorado State University
	Excel, changing to e-Protocol


5. Are faculty panelists remunerated?  

	Iowa State University
	no

	University of California, Davis
	expenses paid; chairs' time is reimbursed;

	University of Colorado
	MD who chairs the panel receives billable hour compensation

	University of Utah
	released from some other duties


6. How big are staffs elsewhere? There are about a dozen persons in research assurance offices (data from websites), IRB-dedicated staff size appears to vary widely from 2 (ISU) to 1.5 (U-UT); with an average of 6 persons, compared to a staff of 4 at UNR.

	
	U AZ
	ISU
	UCD
	U NE
	U CO 
	U UT
	CO ST
	WA ST
	Average
	UNR

	ORA
	9
	7
	
	11
	4
	
	7
	11
	8
	

	IRB Alone
	6
	2
	8
	3
	2.5
	15
	
	4
	6
	4


7. How do the volumes of reviews processed and staff sizes vary with faculty or research budget sizes? The volume of protocols is relatively low at UNR (as expected due to faculty size and level of externally-funded research.) Because the IRB process requires some fixed cost investment such as office staff with various expertise or electronic submission and tracking system, the low volume means a higher cost per application at UNR. 

	Comparative IRB Protocol volumes by type and relative to external funding, staff

	
	
	Exempt
	Expedited
	Full
	Total
	Total/staff
	Exempt/staff
	Mil$ RD *

	N=5
	Average
	267
	951
	810
	2,199
	
	
	$351

	
	%of Total
	23%
	50%
	27%
	
	259
	42
	

	UNR
	Count
	79
	76
	36
	191
	
	
	$96

	
	% of total
	41%
	40%
	19%
	
	38
	20
	


*Data source re: 2005 research funding: http://www.nsf.gov/statistics/nsf07318/tables/tab32.xls
Note also that the proportion of protocols classified as “exempt” at UNR (41%) is much larger than the portion at our peer institutions (23%).  This can indicate (i) there may be a higher share of that type of research (no human subjects at all) at UNR, (ii) more faculty at UNR doing exempt surveys may be willing to submit protocols for review (implying that faculty may be less deterred at UNR than at our peer institutions to subject themselves to IRB review) or (iii) that UNR’s IRB office may be more liberal than our peers’.

We did not ask about the volume of continuing reviews processed.  We expect that it is directly proportional to the number of protocols.   In sum, this information does not suggest that UNR’s IRB office is understaffed or overworked relative to our peer institutions. 
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_1272270397.xls
Exempt

		Protocol Number		Student-Initiated		Sponsor		Signed Consent Form		Waiver of Signed Consent Form		Waiver of Consent		Log in date		IRB Review Rpt Sent to PI		Days from Log-In to IRB Review Report		PI Final Response to IRB		Days from Rev Report to PI Response		Date Approval Finalized		Days from IRB Review Rpt to Final Approval		Days from Log-In to Final Approval		Type of Review		PI Initial Response

		E06/07-031								X				12/04/06		12/07/06		3		02/05/07		58		02/06/07		59		62		Exempt

		E06/07-032								X				12/04/06		12/14/06		10		03/08/07		84		03/12/07		88		98		Exempt

		E06/07-033												12/04/06		12/19/06		15				-38509				0		0		IRB Review Required

		E06/07-034												12/08/06		12/20/06		12				-38510				0		0		Withdrawn

		E06/07-035								X				01/08/07		01/24/07		16		02/12/07		18		02/12/07		18		34		Exempt

		E06/07-036												01/09/07		01/11/07		2				-38531				0		0		Not Human Subjects

		E06/07-037								X				01/10/07		01/12/07		2		02/09/07		27		02/09/07		27		29		Exempt

		E06/07-038												12/19/06		01/18/07		29				-38538				0		0		IRB Review Required

		E06/07-039								X				01/19/07		01/25/07		6		02/05/07		10		02/05/07		10		16		Exempt

		E06/07-040								X				01/25/07		01/29/07		4		01/31/07		2		01/31/07		2		6		Exempt

		E06/07-041												01/26/07				-38546				0				0		0		IRB Review Required

		E06/07-042												01/26/07		02/14/07		18				-38564				0		0		Not Human Subjects

		E06/07-043								X				01/29/07		01/30/07		1		01/30/07		0		01/30/07		0		1		Exempt

		E06/07-044								X				01/29/07		01/31/07		2		04/02/07		62		04/02/07		62		63		Exempt

		E06/07-045								X				01/31/07		02/13/07		13		02/13/07		0		02/13/07		0		13		Exempt

		E06/07-046								X				02/05/07		02/08/07		3		02/08/07		0		02/08/07		0		3		Exempt

		E06/07-047								X				02/05/07		02/12/07		7		03/01/07		19		03/01/07		19		26		Exempt

		E06/07-048								X				02/09/07		02/21/07		12		03/21/07		30		03/23/07		32		44		Exempt

		E06/07-049								X				02/12/07		02/21/07		9		02/23/07		2		02/26/07		5		14		Exempt

		E06/07-050								X				02/12/07		02/13/07		1		02/14/07		1		02/14/07		1		2		Exempt

		E06/07-051												02/15/07		02/21/07		6								0		0		IRB Review Required

		E06/07-052		X						X				02/23/07		02/26/07		3		03/06/07		10		03/08/07		12		15		Exempt

		E06/07-053												02/26/07		03/05/07		9								0		0		Not Human Subjects

		E06/07-054		X						X				03/06/07		03/12/07		6		03/20/07		8		03/21/07		9		15		Exempt

		E06/07-055		X						X				03/08/07		03/30/07		22		03/30/07		0		04/04/07		4		26		Exempt

		E06/07-056								X				03/12/07		03/15/07		3		03/27/07		12		03/29/07		14		17		Exempt

		E06/07-057		X						X				03/12/07		03/15/07		3		03/15/07		0		03/19/07		4		7		Exempt

		E06/07-058								X				03/20/07		04/05/07		15		04/05/07		0		04/05/07		0		15		Exempt

		E06/07-059												03/26/07		04/04/07		8		04/09/07		5		04/10/07		6		14		Exempt

		E06/07-060										X		03/26/07		03/29/07		3						03/29/07		0		3		Exempt

		E06/07-061										X		03/21/07		03/22/07		1		03/26/07		4								Not Human Subjects

		E06/07-062				USDA				X				03/28/07		03/29/07		1		03/30/07		1		03/30/07		1		2		Exempt

		E06/07-063		X						X				04/04/07		04/11/07		7		04/11/07		0		04/11/07		0		7		Exempt

		E06/07-064										X		04/06/07		04/24/07		18						04/24/07		0		18		Exempt

		E06/07-065		X										04/11/07		04/25/07		14		05/06/07		11								Withdrawn

		E06/07-066		X										04/18/07								0								Withdrawn

		E06/07-067				State of Nevada				X				04/23/07		04/23/07		0		04/25/07		2								Withdrawn

		E06/07-068								X				04/23/07		04/25/07		2		04/25/07		0		04/25/07		0		2		Exempt

		E06/07-069		X						X				05/03/07		05/04/07		1		05/21/07		17		05/21/07		17		18		Exempt

		E06/07-070		X						X				05/16/07		05/22/07		6		07/16/07		54		07/16/07		54		60		Exempt		07/16/07

		E06/07-071				US Bureau of Reclamation				X				05/30/07		06/01/07		1		06/05/07		4		06/06/07		5		6		Exempt		06/05/07

		E06/07-072				State of Nevada				X				06/13/07		06/19/07		6		06/19/07		0		06/19/07		0		6		Exempt		06/19/07

		E06/07-073								X				06/14/07		06/19/07		5												Not Human Subjects

		E06/07-074		X						X				06/14/07		06/20/07		6		06/27/07		7		06/28/07		8		14		Exempt		06/27/07

		E06/07-075												06/19/07				-38689				0				0		0		IRB Review Required

		E06/07-076				NV Trust Fund for Public Health				X				06/08/07		06/25/07		17		06/26/07		1		06/26/07		1		18		Exempt		06/26/07

		E06/07-077		X						X				06/22/07		06/29/07		7		06/29/07		0		07/23/07		24		31		Exempt		06/29/07

		E07/08-001												07/05/07		07/09/07		4				-38709				0		0		IRB Review Required

		E07/08-002								X				07/09/07		07/09/07		0		07/24/07		15		07/24/07		15		15		Exempt		07/24/07

		E07/08-003								X				07/12/07		07/13/07		1		07/17/07		4		07/17/07		4		5		Exempt		07/17/07

		E07/08-004		X						X				07/16/07		07/17/07		1		07/17/07		0		07/17/07		0		1		Exempt		07/17/07

		E07/08-005										X		07/18/07		07/20/07		2		07/31/07		11		08/10/07		20		22		Exempt		07/31/07

		E07/08-006												07/18/07		07/20/07		2				-38720				0		0		Not Human Subjects

		E07/08-007				UNR VPR								07/31/07		08/07/07		7				-38737				0		0		Not Human Subjects

		E07/08-008								X				07/31/07		08/23/07		23		08/27/07		4		08/29/07		6		29		Exempt

		E07/08-009								X				08/06/07		08/28/07		22		09/07/07		9		09/11/07		13		35		Exempt		08/28/07

		E07/08-010												08/15/07		08/27/07		12				0				0		0		Withdrawn

		E07/08-011		X		Personal Funds				X				08/31/07		09/12/07		12		09/12/07		0		09/14/07		2		14		Exempt

		E07/08-012								X				08/31/07		09/12/07		12		10/01/07		19		10/01/07		19		31		Exempt		09/26/07

		E07/08-013										X		08/31/07		09/13/07		13		09/20/07		7		09/21/07		8		21		Exempt		09/20/07

		E07/08-014				USDA				X				09/04/07		09/12/07		8		09/14/07		2		09/14/07		2		10		Exempt		09/14/07

		E07/08-015		X						X				09/07/07		09/12/07		5		12/01/07		79		12/14/07		92		97		Exempt		09/26/07

		E07/08-016		X								X		09/20/07		09/25/07		5		10/04/07		9		10/04/07		9		14		Exempt		10/02/07

		E07/08-017								X				09/24/07		10/10/07		16		10/24/07		14		10/24/07		14		30		Exempt		10/24/07

		E07/08-018		X								X		09/26/07		10/10/07		14		10/11/07		1		10/17/07		7		21		Exempt		10/11/07

		E07/08-019												09/26/07		10/09/07		13				-38799				0		0		Withdrawn

		E07/08-020								X				09/27/07		10/12/07		15				-38802				0		0		Not Human Subjects

		E07/08-021												09/28/07		10/12/07		14				-38802				0		0		IRB Review Required

		E07/08-022												10/01/07				-38791				0				0		0

		E07/08-023		X						X				10/05/07		10/16/07		11		10/17/07		1		10/18/07		2		13		Exempt		10/17/07

		E07/08-024												10/05/07		10/24/07		19				-38814				0		0		IRB Review Required

		E07/08-025												10/09/07		10/23/07		14		02/11/08		108				0		0		IRB Review Required		02/11/08

		E07/08-026		X		Personal Funds				X				10/10/07		10/24/07		14		10/25/07		1		10/25/07		1		15		Exempt

		E07/08-027				Maddie's Fund				X				10/10/07		11/05/07		25		11/15/07		10		11/29/07		24		49		Exempt

		E07/08-028												10/12/07		10/25/07		13				-38815				0		0		Not Human Subjects

		E07/08-029		X						X				10/16/07		10/29/07		13		10/30/07		1		11/02/07		3		16		Exempt		10/30/07

		E07/08-030		X						X				10/24/07		10/29/07		5		10/30/07		1		10/31/07		2		7		Exempt

		E07/08-031				Hatch Funds; AG Experiment Station				X				11/02/07		11/09/07		7		11/14/07		5		11/19/07		10		17		Exempt

		E07/08-032				Personal Funds				X				11/02/07		11/08/07		6		11/15/07		7		11/20/07		12		18		Exempt

		E07/08-033		X										11/07/07		11/10/07		3				-38830		11/10/07		0		3		Exempt

		E07/08-034												11/10/07		11/14/07		4				-38834				0		0		IRB Review Required

		E07/08-035		X		Personal Funds				X				11/15/07		11/29/07		14		12/12/07		13		12/12/07		13		27		Exempt		12/05/07

		E07/08-036		X						X				11/19/07		12/10/07		21		12/18/07		8		12/18/07		8		29		Exempt		12/11/07

		E07/08-037		X						X				11/27/07		12/13/07		16		01/31/08		48		01/31/08		48		64		Exempt		01/26/07

		E07/08-038

		Counts				13		0		53		7





Bio 

		Protocol Number		Department		New PI		Student Research		Review Type		Funding		Signed Consent Form		Waiver of Signed Consent Form		Waiver of Consent Process		Log-In Date		Screening Complete / Sent to IRB Review		Days, Protocol Screening Period
(J to K)		IRB Review Date		Days, Log-In to IRB Review Date
(J to M)		Date IRB Review Rpt Sent to PI		Days, Log-In to IRB Initial Review Rpt to PI 
(J to O)		Days, IRB Review to Review Rpt Sent to PI
(P to N)		Date PI Initial Response to IRB Review Rpt		Date PI Final Response to IRB Review Rpt		Date Approval Finalized
(Certification Date)		Days, PI Initial Response to IRB Review Rpt
(O to R)		Days, PI Final Response to IRB Review Rpt
(O to S)		Days, Log-In Date to Date Approval Finalized (Certification Date
(J to T)		Closure Date		Comments		Initial protocol consult date prior to formal submission

		B06/07-016		Pediatrics						Expedited, Category 5		No		X						12/04/06		1/18/07		44		02/07/07		63		02/15/07		71		8		03/09/07		03/20/07		03/26/07		24		35		112				Protocol was introducing a new nationwide electronic database concept that was missing needed information to develop further develop protocol.

		B06/07-017		VA Pharmacy						Expedited, Category 5		No						X		12/05/06		12/18/06		13		12/18/06		13		12/18/06		13		0		12/21/06		12/21/06		12/21/06		3		3		16

		B06/07-018		Pediatrics						Full Board		Yes / industry		X						01/23/07		2/1/08		368		02/08/07		15		02/15/07		22		7		02/20/07		02/20/07		02/21/07		5		5		28		06/14/07		Protocol logged in 16 days before IRB monthly meeting

		B06/07-019		Pediatrics						Expedited, Category 7		Yes / industry		X						01/04/07		1/23/07		19		02/06/07		32		02/15/07		41		9		03/09/07		03/09/07		03/27/07		24		24		83		02/14/08

		B06/07-020		Internal Medicine						Full Board		Yes / industry		X						01/24/07		2/1/07		7		02/08/07		14		02/20/07		26		12		03/02/07		03/02/07		03/06/07		12		12		42

		B06/07-021		Internal Medicine						Expedited, Category 4		No		X						04/24/07				-38634		05/03/07		9		05/08/07		14		5		05/14/07		05/21/07		05/24/07		6		13		30		11/08/07

		B06/07-022		Internal Medicine						expedited		Yes / industry		X						02/20/07		3/8/07		18		03/08/07		18		03/14/07		24		6		withdrawn		04/08/07		withdrawn		withdrawn		withdrawn		withdrawn		withdrawn		withdrawn, the investigator did not respond

		B06/07-023		Internal Medicine						Deferred; withdrawn 8/2/07		Yes / industry		X						03/01/07		3/1/07		0		03/08/07		7		04/19/07		48		41		defered		05/02/07		defered		defered		13		Defered		defered		defered then resubmitted as expedited review

		B06/07-023-A		Internal Medicine						expedited		Yes / industry		X						05/02/07		5/3/07		1		07/03/07		61		07/05/07		63		2		withdrawn		07/12/07		withdrawn 8/2/07		withdrawn		7						sponsor unable to answer critical procedural issues. Protocol had two reviews with a procedure modification by the sponsor. Issues were never resolved by the sponsor, and was ultimately withdrawn by the PI

		B06/07-024		Pediatrics		X				Expedited, Category 7		No				X				03/08/07		3/9/07		1		03/12/07		4		03/19/07		11		7		03/20/07		03/20/07		03/22/07		1		1		14

		B06/07-025		Internal Medicine						Full Board		Yes / industry				X				03/23/07		4/5/07		12		04/12/07		19		04/23/07		30		11		05/22/07		05/23/07		05/30/07		29		30		67		02/14/08

		B06/07-026		Internal Medicine						Full Board		Yes / industry		X						03/23/07		4/6/07		13		04/12/07		19		04/18/07		25		6		04/23/07		04/23/07		04/25/07		5		5		32

		B06/07-027		Internal Medicine						Full Board; wihtdrawn by sponsor 5/17/07 to merge with other study		Yes / industry		X						03/29/07		4/5/07		6		04/12/07		13		04/25/07		26		13		Withdrawn		05/18/07		withdrawn		withdrawn		withdrawn		withdrawn		05/18/07

		B06/07-028		Nursing		Yes				Expedited, Categories 4 & 7		Yes / UNR - start-up				X				04/02/07		4/5/07		3		04/25/07		23		04/26/07		24		1		06/13/07		08/09/07		08/22/07		47		103		140				Investigator was researching in Hawaii and was unable to respond to our correspondence immediately.

		B06/07-029		Internal Medicine						Full Board		Yes / industry		X						04/18/07		5/3/07		15		05/10/07		22		05/24/07		36		14		06/11/07		06/28/07		07/10/07		17		34		82		02/14/08

		B06/07-030		Pediatrics						Full Board		Yes / industry		X						04/25/07		5/3/07		8		05/10/07		15		05/23/07		28		13		06/08/07		06/08/07		06/12/07		15		15		47

		B06/07-031		Medical Nutrition						Expedited, Category 7		Yes / UNSOM - department		X						04/30/07		4/30/07		0		05/08/07		8		05/08/07		8		0		06/08/07		06/11/07		06/11/07		30		33		41

		B06/07-032		Internal Medicine		Yes				Expedited, Category 7		Yes / UNSOM - department		X						04/30/07		4/30/07		0		05/08/07		8		05/09/07		9		1		06/07/07		06/01/07		06/11/07		28		22		41

		B06/07-033		Nursing						Expedited, Category 5		Yes / UNR- Junior Faculty Grant						X		05/04/07		5/8/07		4		05/24/07		20		05/24/07		20		0		05/24/07		06/01/07		06/01/07		0		7		27

		B06/07-034		Speech Pathology						Full Board				X						05/23/07		6/6/07		13		06/14/07		21		06/25/07		32		11		07/13/07		07/31/07		08/01/07		18		36		68

		B06/07-035		Internal Medicine						Full Board		Yes / industry		X						05/25/07		6/7/07		12		06/14/07		19		06/26/07		31		12		06/29/07		06/29/07		07/05/07		3		3		40

		B06/07-036		Internal Medicine						Full Board		Yes / State of Nevada								05/29/07				-38669		06/14/07		15		06/25/07		26		11		07/25/07				08/03/07		30		-38695		64

		B06/07-037		Internal Medicine						Full Board		Yes / Federal pass-through								06/22/07				-38692		07/12/07		20		07/30/07		38		18		08/07/07				09/04/07		7		-38730		72

		B06/07-038		Pediatrics						Full Board		Yes / industry								06/22/07				-38692		07/12/07		20		07/25/07		33		13		Withdrawn						withdrawn		withdrawn		withdrawn		08/16/07		Withdrawn

		B06/07-039		Public Health		Yes				Full Board; deferred 7/12/07; resubmit 6/25/07		Yes / State of Nevada								06/25/07				-38695		08/09/07		44		08/14/07		49		5		08/17/07				09/27/07		3		-38744		92

		B06/07-040		Internal Medicine						Full Board		Yes / industry								06/25/07				-38695		07/12/07		17		07/17/07		22		5		07/19/07				08/03/07		2		-38717		38

		B06/07-041		Internal Medicine						Full Board		Yes / industry								06/29/07				-38699		08/09/07		40		08/17/07		48		8		08/23/07				09/10/07		6		-38747		71

		B07/08-001		Internal Medicine						Full Board		Yes / industry								07/16/07				-38716		09/13/07		57		09/20/07		64		7		10/04/07				10/16/07		14		-38780		90

		B07/08-002		Internal Medicine						Full Board		Yes / industry								07/23/07				-38723		08/09/07		16		08/20/07		27		11		08/30/07				09/05/07		10		-38750		42

		B07/08-003		Human Development				Yes		Full Board; deferred 8/9/07; resubmit as expedited 8/16/07		No		Yes						07/27/07				-38727		09/21/07		54		09/28/07		61		7		Defered						defered		Defered		Defered				Defered to expedited review

		B07/08-003-a Expedited		Human Development																09/13/07		9/17/07		4		09/21/07				09/28/07						11/06/07		10/20/07		10/26/07		38		22		43

		B07/08-004		OB/GYN		Yes				expedited		Yes / State of Nevada		Yes						07/30/07		9/14/07		44		09/26/07		56		10/05/07		65		9		Withdrawn		Never completed				withdrawn		Never completed		Never completed				The PI did not satisfactorly complete revisions and sponsor withdrew funding of this project.

		B07/08-005		Internal Medicine		Yes				Full Board; deferred; resubmit as expedited		No				Yes				08/09/07		8/20/07		11		09/13/07		34		09/28/07		49		15				PI left University and the protocol was withdrawn		PI left University and the protocol was withdrawn		withdrawn		withdrawn		withdrawn				PI left University and the protocol was withdrawn 9/14/08

		B07/08-006 defered		Surgery		Yes				Full Board; deferred 9/13/07; resubmit to Full Board		No		Yes						08/17/07		9/6/08		379				defered				defered		defered								defered		Defered		Defered

		B07/08-006-a full board		Surgery		Yes				full board		no		Yes						10/05/07		11/1/07		26		11/08/07				11/19/07						01/03/08		02/12/08		02/28/08		44		83

		B07/08-007 defered		Surgery		Same PI as previous				Full Board; deferred 9/13/07; resubmit as expedited 9/20/07Expedited, Category 5		No				Yes				08/17/07		9/6/07		19		09/13/07		26		09/20/07		33		7				Defered		Defered		defered		Defered		Defered				Defered and resubmitted as expedited

		B07/08-007-a expedited		Surgery		Same PI as previous				Full Board; deferred 9/13/07; resubmit as expedited 9/20/07Expedited, Category 5		No				Yes				10/01/07		10/1/07		0		10/01/07				10/02/07						10/03/07		11/05/07		11/09/07		1		33		38				Study very similar to B07/08-008, CITI training was the delay

		B07/08-008 defered		Surgery		Same PI as previous				Full Board; deferred 9/13/07; resubmit as expedited 9/20/07Expedited, Category 5		No				Yes				08/17/07		9/6/07		19		09/13/07		26		09/20/07		33		7				Defered		Defered		defered		Defered		Defered				Defered and resubmitted as expedited

		B07/08-008 expedited		Surgery		Same PI as previous				Full Board; deferred 9/13/07; resubmit as expedited 9/20/07Expedited, Category 5		No				Yes				10/01/07		10/1/07		0		10/01/07				10/02/07						10/03/07		11/05/07		11/09/07		1		33		38				Study very similar to B07/08-007

		B07/08-009		Pediatrics		Yes				Expedited; Category 5		Yes / Private				Yes				08/21/07		8/24/07		3		10/01/07		40		10/05/07		44		4		10/24/07		10/31/07		11/01/07		19		26		70

		B07/08-010		Family Medicine		Yes				Expedited, Categories 2 & 7		Yes / Private		Yes						08/27/07		9/7/07		10		09/13/07		16		09/25/07		28		12		10/11/07		10/11/07		10/15/07		16		16		48

		B07/08-011		Surgery						Expedited Category 5		No								08/29/07		10/2/07		33		10/02/07		33		10/02/07		33		0				None, no human subjects		None, no human subjects		withdrawn		withdrawn		withdrawn				Withdrawn no human subjects

		B07/08-012		Internal Medicine		Yes						Yes / industry		Yes						10/02/07		10/4/07		2		10/11/07		9		10/15/07		13		4		11/19/07		12/07/07		12/10/07		34		52		68				A Co-I had not completed the CITI training until 12/6/07 which is required prior to Final Approval

		B07/08-013		Risk Reduction Center St. Mary's						Full Board		Yes / industry		Yes						10/29/07		11/1/07		2		11/08/07		9		11/19/07		20		11				11/29/07 PI waiting for CHW legal dept. and St. Mary's IRB				11/29/07 PI waiting for CHW legal dept. and St. Mary's IRB		0		-38819				PI waiting for CHW legal dept. and St. Mary's IRB

		B07/08-014		Internal Medicine						Full Board		Yes / industry		Yes						10/29/07		11/1/07		2		11/08/07		9		11/19/07		20		11				withdrwn				withdrawn		withdrawn		withdrawn				Withdrawn as of review date, withdrawn by sponsor
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		Protocol Number		Department		New PI		Student Research		Review Type		Funding		Signed Consent Form		Waiver of Signed Consent Form		Waiver of Consent Process		Log in date		Screening Complete / Sent to IRB Review				Protocol Screening Period - total days (J to K)		IRB Review Date		PI Submission to IRB Initial review           (J to M)		IRB Initial Review Sent to PI		PI Submission to IRB Initial Review sent to PI           (J to O)		Time from IRB review to date initial review sent to PI           (P to N)		PI first response to IRB initial review		PI final response to IRB initial review		Final Approval       Date (Certification Date)		PI First Response to IRB Initial Review           (O to R)		PI Final Response to IRB Initial review              (O to S)		Log in date to Final approval date (Certification Date)                 (J to S)		Closure Date		Comments		Initial protocol consult date prior to formal submission

		SB06/07-055		Foreign Languages						Expedited, Category 7		none				X				12/04/06		12/11/06				7		12/14/06		10		12/15/06		11		1		12/22/07		12/22/06		01/02/07		367		7		28

		SB06/07-056		Social Work				X		Full Board Deferred;  Resubmitted as Exempt		none		X						12/04/06		12/13/06				9		12/20/06		16		12/22/06		18		2								-38512		-38512		-38494		03/01/07

		SB06/07-057		Counseling & Ed. Psych.						Expedited, Category 7		none				X				12/05/06		12/14/06				9		12/18/06		13		12/18/06		13		0		12/21/06		12/21/06		12/21/06		3		3		16		12/18/07

		SB06/07-058		Ed. Leadership				X		Expedited, Category 7		none				X				12/12/06		12/19/06				7		01/17/07		35		01/17/07		35		0		01/23/07		01/23/07		01/23/07		6		6		41		01/17/08

		SA06/07-059		Public Health		Yes				Expedited, Category 7		State of Nevada						X		12/20/06		12/20/06				0		01/31/07		41		02/02/07		42		1		02/02/07		02/02/07		02/02/07		0		0		42				Approved as submitted		10/12/06

		SA06/07-060		Public Health						Expedited, Category 7		State of Nevada						X		12/20/06						-38510		01/31/07		41		02/02/07		42		1		02/02/07		02/02/07		02/02/07		0		0		42		01/31/08

		SA06/07-061		Public Health						Expedited, Category 7		State of Nevada						X		12/20/06		12/20/06				0		01/31/07		41		02/02/07		42		1		02/02/07		02/02/07		02/02/07		0		0		42				Approved as submitted		10/12/06

		SA06/07-062		Psychology				X		Full Board		none		X						12/04/06		01/25/07				51		02/01/07		57		02/05/07		61		4		02/19/07		02/28/07		03/07/07		14		23		93				12/20/06 next Board Mtg - no expertise; next Board Mtg review 02/01/07

		SA06/07-063		Psychology				X		Full Board		none		X						12/04/06		01/25/07				51		02/01/07		57		02/09/07		65		8		06/04/07		06/04/07		06/04/07		115		115		180				12/20/06 next Board Mtg - no expertise; next Board Mtg review 02/01/07

		SA06/07-064		Psychology						Full Board		none		X						12/04/06		01/25/07				51		02/01/07		57		02/09/07		65		8		03/06/07		04/03/07		04/03/07		27		54		119				12/20/06 next Board Mtg - no expertise; next Board Mtg review 02/01/07

		SA06/07-065		Psychology				X		Full Board		none				X				01/02/07		01/25/07				23		02/01/07		29		02/09/07		37		8		02/27/07		02/27/07		02/27/07		18		18		55				Originally submitted as E06/07-033 on 12/04/06; determined to require IRB review 12/19/06

		SB06/07-066		CASAT						Full Board		State of Nevada		X						01/02/07		01/10/07				8		01/17/07		15		01/23/07		21		6		02/21/07		02/21/07		02/21/07		28		28		49

		SB06/07-067		Social Work				X		Expedited, Category 7		none				X				01/09/07		02/06/07				27		02/12/07		33		02/12/07		33		0		02/23/07		02/23/07		02/23/07		11		11		44		02/12/08

		SA06/07-068		Psychology				X		Full Board		none		X						01/16/07		01/25/07				9		02/01/07		15		02/12/07		26		11		03/22/07		03/22/07		03/22/07		40		40		66

		SA06/07-069		Nutrition						Full Board		State of Nevada				X				01/16/07		01/25/07				9		02/01/07		15		02/12/07		26		11		02/12/07		02/12/07		02/12/07		0		0		26

		SA06/07-070		Ed. Specialties						Expedited, Category 7		none				X				03/27/07		04/05/07				8		04/26/07		29		04/30/07		33		4		05/16/07		05/16/07		05/16/07		16		16		49						1/16/2007 version insufficient for review; new log-in date:  03/27/07

		SA06/07-071		Counseling & Ed. Psych.				X		Full Board; deferred  at intitial review 2/2/07		none		X						01/16/07						-38536		02/02/07		16		02/06/07		20		4								-38556		-38556		-38536

		SA06/07-071 Resubmission		Counseling & Ed. Psych.						Resubmission										02/22/07		03/29/07				37		04/05/07		43		04/10/07		48		5		04/16/07		04/19/07		04/20/07		6		9				04/03/08

		SB06/07-072		UNCE						Expedited Review Category 7; Approval in Principle		Private For-Profit				X				01/17/07		01/26/07				9		01/31/07		14		01/31/07		14		0		01/31/07		01/31/07		01/31/07		0		0		14				Approved as submitted

		SA06/07-073		Psychology				X		Full Board		none		X						01/17/07		02/22/07				35		03/01/07		44		03/06/07		49		5		03/19/07		03/19/07		03/22/07		13		13		65		02/07/08

		SA06/07-074		Social Work				X		Expedited, Category 7		none		X						01/18/07		01/22/07				4		01/30/07		12		01/31/07		13		1		02/07/07		02/14/07		02/14/07		7		14		26		11/01/07

		SB06/07-075		Ed. Specialties						Expedited, Category 7		none		X						01/19/07		01/26/07				7		02/05/07		16		02/05/07		16		0		04/03/07		04/03/07		04/04/07		58		58		75

		SB06/07-076		Geography						Withdrawn - Not Human Subjects Research		none								01/19/07		01/29/07				10		02/01/07		12														0		0		17		02/05/07

		SA06/07-077		Social Work				X		Expedited, Category 7		none				X				01/24/07		02/05/07				11		02/14/07		20		02/20/07		26		6		03/01/07		03/08/07		03/09/07		11		18		45		02/07/08

		SB06/07-078		Resource Economics						Expedited, Category 7		none		X						01/31/07		02/13/07				13		02/15/07		15		02/16/07		16		1		02/21/07		02/21/07		02/21/07		5		5		21

		SB06/07-079		UNCE						Expedited, Category 7		none				X				02/02/07		02/08/07				6		02/15/07		13		02/15/07		13		0		03/14/07		03/14/07		03/14/07		29		29		42

		SA06/07-080		Psychology				X		Full Board		none		X						02/02/07		02/22/08				380		03/01/07		29		03/06/07		34		5		04/23/07		04/23/07		04/25/07		47		47		83

		SA06/07-081		Psychology				X				none				X				02/02/07						-38552		02/21/07		19		03/02/07		30		11								-38582		-38582		-38552

		SA06/07-081 Resubmission		Psychology				X		Expedited										03/07/07		03/20/07				13		03/28/07		21		03/30/07		23		2		04/04/07		04/04/07		04/04/07		4		4		27		02/07/08

		SB06/07-082		Criminal Justice						Full Board Deferred 2/21/07;		none				X				02/05/07		02/14/07				9		02/21/07		16		02/27/07		22		6				04/06/07				-38577		39		-38555

		SB06/07-082 resubmisson		Criminal Justice						Expedited, Category 7										04/06/07		04/11/08				365		04/18/07		12		04/23/07		17		5		05/15/07		05/15/07		05/21/07		22		22		45

		SB06/07-083		Social Work				X		Expedited, Category 7		none				X				02/05/07		02/08/07				3		02/09/07		4		02/12/07		7		3		02/23/07		03/01/07		03/01/07		11		19		26		02/09/08

		SA06/07-084		HDFS				X		Expedited, Category 7		none				X				02/12/07						-38562		02/26/07		14		02/26/07		14		0		04/17/07		05/07/07		05/07/07		51		71		85		02/07/08

		SA06/07-085		Ed. Specialties				X		Expedited, Category 7		none		X						02/15/07		02/28/07				13		03/07/07		22		03/07/07		22		0		04/17/07		04/19/07		04/19/07		40		42		64		03/05/08

		SB06/07-086		English				X		Expedited, Category 7		none		X						02/15/07		02/16/07				1		03/02/07		17		03/07/07		22		5		04/18/07		04/18/07		04/18/07		41		41		63		02/20/08

		SB06/07-087		VA		Yes		X		Full Board Deferred 4/18/07		none								03/02/07		04/11/07				39		04/18/07		46		04/20/07		48		2										-38630		-38582

		SB06/07-087 Deferred		VA				X		Full Board										05/02/07		05/09/07				7		05/16/07		14		05/17/07		15		1		05/18/07		05/18/07		05/25/07		1		1		23		03/19/08

		SB06/07-088		Public Health				X		Withdrawn; Not Human Subjects Research		none								03/05/07		03/13/07				8																		0		0		8		03/13/07

		SB06/07-089		HDFS						Full Board		Nevada Agricultural Experiment Station				X				03/05/07		03/21/07				16		03/28/07		23		04/03/07		28		5		05/01/07		05/01/07		05/08/07		28		28		63

		SB06/07-090		Ed. Specialties				X		Full Board		none		X						03/05/07		03/21/07				16		03/28/07		23		04/02/07		27		4		05/15/07		05/15/07		05/15/07		43		43		70

		SA06/07-091		Psychology				X		Full Board		none		X						03/05/07		03/29/07				24		04/05/07		30		04/11/07		36		6		09/25/07		09/25/07		09/25/07		164		164		200

		SA06/07-092		Psychology						Full Board 4/5/07 Deferred to Expedited Category 7		none								03/06/07		03/29/07				23		04/05/07		29		04/12/07		36		7										-38622		-38586

		SA06/07-092 Resubmission		Psychology						Expedited										04/27/07		05/07/07				10		05/16/07		19		05/25/07		28		9		05/30/07		06/04/07		06/04/07		5		9		37

		SB06/07-093		Ed. Specialties						Full Board Deferred 3/28/07; Withdrawn 8/22/07		none								03/06/07						-38586		03/28/07		22		03/30/07		24		2								-38610		-38610		24		08/22/07

		SB06/07-094		Ed. Specialties						Expedited, Category 7		none		X						03/01/07		03/13/07				12		03/26/07		25		03/26/07		25		0		04/04/07		04/04/07		04/04/07		8		8		33

		SB06/07-095		Ed. Specialties						Full Board Deferred 3/16/07;		none								03/13/07		03/15/07				2		03/16/07		3		03/21/07		8		5				04/27/07						36		-38593

		SB06/07-095 resubmission		Ed. Specialties						Expedited, Category 7										04/27/07		05/02/07				5		05/07/07		10		05/07/07		10		0		06/14/07		06/14/07		06/14/07		37		37		47

		SA06/07-096		Psychology				X		Expedited, Category 7		none				X				03/15/07		03/20/07				5		03/25/07		10		03/29/07		14		4		05/03/07		05/03/07		05/03/07		34		34		48

		SA06/07-097		Psychology				X		Full Board		none		X						03/16/07		03/29/07				13		04/05/07		19		04/13/07		27		8		05/20/07		05/20/07		05/29/07		37		37		73

		SA06/07-098		Psychology				X		Expedited, Category 7		none		X						03/16/07		03/20/07				4		03/25/07		9		04/04/07		18		9		04/30/07		04/30/07		05/02/07		26		26		46

		SA06/07-099		Ed. Specialties						Expedited, Category 7		none				X				03/19/07						-38599		03/26/07		7		04/06/07		17		10		04/27/07		04/27/07		05/02/07		21		21		43

		SA06/07-100		Public Health				X		Full Board		none		X						03/19/07		03/29/07				10		04/05/07		16		04/13/07		24		8		04/27/07		04/30/07		04/30/07		14		17		41

		SA06/07-101		Psychology				X		Full Board		none		X						03/19/07		03/29/07				10		04/05/07		16		04/16/07		27		11		04/29/07		04/29/07		05/04/07		13		13		45

		SB06/07-102		Resource Economics						Expedited, Category 7		none		X						03/20/07		04/03/07				13		04/17/07		27		04/17/07		27		0		04/17/07		04/17/07		04/17/07		0		0		27				02/15/07 originally submitted as E06/07-51; 02/22/07 determined to require IRB reviw		02/22/07

		SA06/07-103		Psychology				X		Full Board		none		X						03/20/07		03/29/07				9		04/05/07		15		04/16/07		26		11		05/18/07		05/31/07		06/01/07		32		45		71				Site letter received on 5/31/07

		SA06/07-104		UNLV		Yes				Full Board		NIMH		X						03/22/07		03/29/07				7		04/05/07		13		04/19/07		27		14		05/24/07		05/24/07		05/25/07		35		35		63

		SB06/07-105		Political Science		Yes		X		Full Board Deferred 4/18/07; Expedited, Category 7		none				X				03/26/07						-38606		04/18/07		22		04/19/07		23		1						05/01/07		-38629		-38629		35

		SB06/07-105 Resubmitted		Political Science				X		Expedited						X				04/23/07		04/24/07				1		04/26/07		3		04/26/07		3		0		05/01/07		05/01/07		05/01/07		5		5		8		04/26/08

		SB06/07-106		Ed. Specialties						Expedited, Category 7		none		X						03/27/07		04/23/07				26		04/27/07		30		04/30/07		33		3		05/09/07		05/09/07		05/09/07		9		9		42

		SB06/07-107		Ed. Specialties				X		Expedited Review Deferred 4/26/07		none		X						04/03/07						-38613		04/26/07		23		04/27/07		24		1				05/17/07				-38637		20		-38613

		SB06/07-107 Resubmission		Ed. Specialties				X		Expedited, Category 7				X						05/17/07						-38657		06/13/07		26		06/15/07		28		2		06/21/07		06/21/07		06/22/07		6		6		35

		SB06/07-108		UNCE						Full Board		USDA		X						04/05/07		04/11/07				6		04/18/07		13		04/23/07		18		5		04/05/07		04/26/07		04/26/07		-18		3		21

		SB06/07-109		Counseling & Ed. Psych.				X		Expedited, Category 7		none				X				04/16/07		04/23/07				7		05/01/07		15		05/01/07		15		0		05/10/07		05/10/07		05/10/07		9		9		24		03/19/08

		SA06/07-110		Psychology				X		Full Board		none		X						04/16/07		04/26/07				10		05/03/07		17		05/07/07		21		4		05/15/07		06/01/07		06/01/07		8		24		45

		SA06/07-111		Psychology				X		Full Board		none				X				04/17/07		04/26/07				9		05/03/07		16		05/04/07		17		1		05/07/07		05/07/07		05/16/07		3		3		29

		SA06/07-112		Psychology				X		Full Board		none				X				04/17/07		04/26/07				9		05/03/07		16		05/04/07		17		1		05/21/07		05/21/07		05/29/07		17		17		42

		SB06/07-113		Political Science						Expedited, Category 7		UNR				X				04/19/07		04/23/07				4		04/25/07		6		04/25/07		6		0		05/04/07		05/04/07		05/04/07		9		9		15

		SA06/07-114		Psychology						Full Board		none				X				04/23/07		04/26/07				3		05/03/07		10		05/14/07		21		11		06/08/07		06/14/07		06/19/07		24		30		56

		SB06/07-115		Justice Studies				X		Expedited, Category 7		none				X				04/24/07		05/21/07				27		05/22/07		28		05/23/07		29		1		05/23/07		05/23/07		05/23/07		0		0		29		04/03/08

		SB06/07-116		Medical Education		Yes				Withdrawn; Not Human Subjects Research		none		X						04/26/07						-38636		05/21/07		25		05/22/07		26		1								-38662		-38662		26		05/22/07

		SB06/07-117		Family Medicine		Yes				Expedited, Category 7		none				X				04/27/07		05/03/07				6		05/18/07		21		05/24/07		27		6		07/11/07		07/11/07		07/11/07		47		47		74

		SB06/07-118		Social Work						Full Board: Administratively Withdrawn, Revisions not Received		none		X						05/02/07		05/09/07				7		05/16/07		14		05/23/07		21		7								-38663		-38663		21		06/25/07

		SB06/07-119		Social Work						Full Board: Administratively Withdrawn Revisions not Received		none		X						05/02/07		05/09/07				7		05/16/07		14		05/23/07		21		7								-38663		-38663		7		05/16/07		Withdrawn 5/16/07; never approved

		SB06/07-120		Psychology						Withdrawn; Resubmitted as Exempt E06/07-070		none								05/07/07		05/08/07				1				0				-38647		0								0		0		9		05/16/07		5/8/2007 determined to qualify for exemption

		SB06/07-121		Nursing				X		Expedited, Category 7		none		X						05/21/07		05/25/07				4		05/31/07		10		06/01/07		10		0		06/20/07		06/20/07		06/20/07		19		19		29

		SB06/07-122		Ed. Specialties				X		Expedited, Category 7		none		X						05/25/07		06/06/07				11		06/13/07		18		06/19/07		24		6		06/19/07		06/21/07		06/21/07		0		2		26

		SB06/07-123		Ed. Specialties				X		Expedited, Category 7		none		X						05/29/07		06/06/07				7		06/13/07		14		06/18/07		19		5		06/19/07		07/12/07		07/13/07		1		24		44

		SA06/07-124		Criminal Justice				X		Expedited, Category 7		UNR				X				06/01/07		06/05/07				4		06/05/07		4		06/06/07		5		1		06/25/07		06/29/07		07/12/07		19		23		41

		SA06/07-125		Psychology				X		Expedited, Category 7		none		X						05/08/07						-38648		06/06/07		28		06/06/07		28		0		06/21/07		06/21/07		06/22/07		15		15		44

		SA06/07-126		Nutrition						Expedited, Category 7		USDA		X						06/07/07						-38677		06/15/07		8		06/15/07		8		0		06/26/07		06/26/07		08/02/07		11		11		55

		SA06/07-127		Psychology				X		Expedited at Full Board: Deferred;  Administratively Withdrawn Revisions not Received		none		X						06/11/07		06/21/07				10		06/28/07		17		07/10/07		29		12						In process		-38710		-38710		0		05/01/08

		SA06/07-128		HDFS						Approval in Principle		none		X						06/19/07		06/21/07				2		06/28/07		9		07/06/07		17		8		07/06/07		07/06/07		07/06/07		0		0		17

		SA06/07-129		Ed. Specialties				X		Expedited, Category 7		none		X						06/11/07						-38681		06/28/07		17		06/28/07		17		0		07/03/07		07/03/07		07/03/07		5		5		22

		SA06/07-130		Ed. Specialties						Expedited, Category 7		Private For-Profit		X						06/11/07		06/21/07				10		06/28/07		17		07/05/07		24		7		08/01/07		08/08/07		08/22/07		26		33		71

		SA06/07-131		CASAT						Expedited, Category 7		NIDA				X				06/11/07						-38681		06/26/07		15		07/06/07		25		10		07/16/07		07/18/07		07/18/07		10		12		37

		SB06/07-132		Economics						Expedited, Category 5		none						X		06/13/07		06/19/07				6		07/03/07		20		07/05/07		22		2		07/05/07		07/05/07		07/06/07		0		0		23

		SB06/07-133		Ed. Specialties						Expedited, Category 7		DOEd-OESE / NV DOEd		X						06/20/07		06/20/07				0		06/20/07		0		06/20/07		0		0		06/21/07		06/21/07		06/21/07		1		1		1

		SB06/07-134		Ed. Specialties						Expedited, Category 7		NeCoTIP-DOED-OESE / NV-ICCSN-CO		X						06/26/07		07/02/07				6		07/02/07		6		07/02/07		6		0		07/03/07		07/03/07		07/03/07		1		1		7

		SA06/07-135		Nutrition						Expedited, Category 7		Nevada Agricultural Experiment Station; State of Nevada						X		06/25/07						-38695		07/05/07		10		07/06/07		11		1		07/23/07		07/26/07		08/01/07		17		20		36

		SB07/08-001		Sociology						Full Board		none		X						07/02/07		07/11/07				9		07/18/07		16		07/18/07		16		0		08/03/07		08/03/07		08/15/07		15		15		43

		SA07/08-002 file MIA		Criminal Justice						Withdrawn; never reviewed/approved		none								07/05/07						-38705								-38705		0								0		0				11/08/07		Withdrawn 11/08/07; never approved

		SA07/08-003		Public Health				X		Expedited, Category 7		none				X				07/05/07		07/11/07				6		07/18/07		13		07/18/07		13		0		08/23/07		08/23/07		08/23/07		35		35		48

		SA07/08-004		Psychology				X		Expedited, Category 7; Unable to obtain IRB approval at off-site clinic		none		X						07/09/07		07/10/07				1		07/31/07		22		08/01/07		22		0		08/20/07		10/25/07		10/30/07		19		84		111				Protocol approval delayed due to obtaining off-site IRB approval from CARD

		SA07/08-005		Public Health						Expedited, Category 5		none						X		07/13/07		07/17/07				4		07/27/07		14		08/02/07		19		5		08/03/07		08/03/07		08/03/07		1		1		20

		SB07/08-006		VA		Yes				Expedited, Category 7		none				X				07/13/07		07/18/07				5		08/03/07		20		08/03/07		20		0		08/03/07		08/03/07		08/03/07		0		0		20

		SA07/08-007		Psychology						Withdrawn		none								07/18/07						-38718				0				-38718		0								0		0		28		08/16/07

		SA07/08-008		Speech Communication		Yes				Expedited, Category 7		none				X				08/07/07		08/09/07				2		08/16/07		9		08/16/07		9		0		08/22/07		08/22/07		08/22/07		6		6		15

		SA07/08-009		Psychology				X		Expedited, Category 7		none		X						08/08/07						-38738		08/16/07		8		08/16/07		8		0		08/20/07		08/20/08		08/22/07		4		364		14

		SA07/08-010		Medical Education						Expedited, Category 7		none				X				08/13/07		08/22/07				9		08/26/07		13		08/30/07		17		4		09/21/07		09/21/07		09/28/07		21		21		45

		SA07/08-011		Psychology				X		Full Board		none		X						08/20/07		08/30/07				10		09/06/07		16		09/10/07		20		4		09/20/07		09/27/07		09/28/07		10		17		38

		SA07/08-012		Psychology						Full Board, Approval in Principle		NIMH		X						08/21/07		08/30/07				9		09/06/07		15		09/10/07		19		4		09/10/07		09/10/07		09/10/07		0		0		19

		SA07/08-013		Journalism		Yes				Expedited, Category 7		none				X				08/21/07		08/22/07				1		09/11/07		20		09/12/07		21		1								-38772		-38772		-38751				No PI response to IRB review

		SB07/08-014		Ed. Specialties						Expedited, Category 7		none				X				08/21/07		08/24/07				3		09/04/07		13		09/05/07		14		1		09/19/07		09/24/07		09/24/07		14		19		33

		SA07/08-015		Social Work						Full Board		none				X				08/29/07		08/30/07				1		09/06/07		7		09/14/07		15		8		09/19/07		09/19/07		09/26/07		5		5		27

		SB07/08-016		Psychology				X		Expedited, Category 7		none		X						09/04/07		09/12/07				8		09/19/07		15		09/19/07		15		0		09/24/07		09/27/07		10/01/07		5		8		27

		SB07/08-017		Nursing				X		Expedited, Category 7		none				X				09/05/07		09/12/07				7		09/19/07		14		09/19/07		14		0		09/26/07		09/26/07		09/28/07		7		7		23

		SA07/08-018		Psychology				X		Expedited, Category 7		none		X						09/07/07		09/11/07				4		09/21/07		14		09/21/07		14		0		10/24/07		10/24/07		11/02/07		33		33		55

		SA07/08-019		External						Withdrawn		none				X				09/13/07						-38773																		0		0		22		Withdrawn10/05/07

		SB07/08-020		Curr., Teaching & Learning				X		Expedited, Categories 6 and 7		none		X						09/17/07		09/19/07				2		09/25/07		8		09/27/07		10		2		10/01/07		10/03/07		10/03/07		4		6		16

		SA07/08-021		Psychology				X		Expedited, Category 7		none		X						09/18/07		09/27/07				9		10/04/07		16		10/05/07		17		1		11/01/07		11/01/07		11/06/07		26		26		48

		SA07/08-022		Psychology				X		Expedited, Category 7		none				X				09/19/07		09/27/07				8		10/04/07		15		10/08/07		19		4		10/22/07		10/22/07		10/29/07		14		14		40

		SB07/08-023		Ed. Specialties						Full Board		none		X						09/19/07		10/10/07				21		10/17/07		28		10/19/07		30		2		10/30/07		10/30/07		11/27/07		11		11		68

		SA07/08-024		Student Health						Full Board		UNSOM				X				09/19/07		09/27/07				8		10/04/07		15		10/16/07		27		12		10/24/07		10/24/07		10/24/07		8		8		35

		SA07/08-025		Speech Pathology				X		Expedited, Category 7		none		X						09/21/07		09/27/07				6		10/04/07		13		10/08/07		17		4		11/12/07		11/26/07		11/27/07		34		48		66

		SB07/08-026		Ed. Specialties						Expedited, Category 5		none		X						09/28/07		10/01/07				3		10/12/07		14		10/12/07		14		0		10/12/07		10/12/07		10/12/07		0		0		14

		SB07/08-027		Ed. Specialties								none		X						10/01/07		10/10/07				9		10/17/07		16		10/23/07		22		6		10/19/07		10/29/07		10/29/07		-4		6		28

		SA07/08-028		Ed. Leadership						Expedited, Category 7		Private Foundation				X				10/05/07						-38795		10/08/07		3		10/09/07		4		1		10/12/07		10/12/07		10/12/07		3		3		7

		SB07/08-029		Ed. Leadership				X		Expedited, Category 7		none		X						10/05/07		10/24/07				19		10/25/07		20		10/25/07		20		0		10/30/07		10/30/07		11/01/07		5		5		26

		SB07/08-030		English						Expedited, Out for Review		UNR				X				10/12/07		10/18/07				6		11/09/07		27		11/13/07		31		4		12/06/07		12/06/07		12/14/07		23		23		62

		SA07/08-031		Psychology				X		Full Board		none		X						10/15/07		10/25/07				10		11/01/07		16		11/05/07		20		4		01/25/08		02/11/08		03/05/08		80		96		140

		SA07/08-032		Criminal Justice				X		Initially Expedited, Category 7, 11/09/07, reviewer requested Full Board Review		none				X				10/24/07		11/05/07				11		12/06/07		42		12/12/07		48		6		01/11/08		01/22/08		01/23/08		29		40		89

		SB07/08-033		Social Work				X		Expedited, Category 7		none				X				10/29/07		11/07/07				8		11/14/07		15		11/19/07		20		5		12/18/07		12/18/07		12/27/07		29		29		58

		SB07/08-034		Social Work				X		Expedited		none		X						10/29/07		11/07/07				8		11/14/07		15		11/20/07		21		6		12/14/07		12/20/07		12/21/07		24		30		52

		SA07/08-035		Speech Pathology				X		Expedited		none		X						10/29/07		10/30/07				1		11/19/07		20		11/26/07		27		7		12/14/07		01/08/08		01/09/08		18		42		70

		SA07/08-036		Ed. Leadership						Expedited		UNR		X						10/30/07		11/06/07				6		11/17/07		17		11/27/07		27		10		11/29/07		11/29/07		11/29/07		2		2		29

		SA07/08-037		TMCC						Expedited, Category		none		X						10/31/07		11/06/07				6		11/13/07		13		11/19/07		19		6		11/27/07		12/14/07		12/14/07		8		25		44

		SB07/08-038		Social Work						Full Board		none				X				11/01/07		11/07/07				6		11/14/07		13		11/20/07		19		6		12/04/07		12/04/07		12/14/07		14		14		43

		SA07/08-039		Criminal Justice						Expedited, Category 7		none				X				11/02/07						-38822		11/07/07		5		11/07/07		5		0		01/02/08		01/22/08		01/25/08		55		75		83

		SA07/08-040		School of Social Work				X		Expedited, Category		none		X						11/02/07		11/06/07				4		11/16/07		14		11/27/07		25		11		12/14/07		12/20/07		12/21/07		17		23		49

		SA07/08-041 through 044		Psychology				X		Expedited		none				X				11/02/07		11/06/07				4		11/21/07		19		11/28/07		26		7		12/05/07		12/05/07		12/17/07		7		7		45

		SA07/08-045		School of Social Work				X		Expedited		none				X				11/06/07						-38826		12/10/07		34		12/10/07		34		0		12/31/07		01/29/08		01/19/08		21		49		73

		SA07/08-046		School of Social Work						Expedited						X				11/08/07		11/13/07				5		11/28/07		20		12/10/07		32		12		01/07/08		01/08/08		01/08/08		27		28		60

		SA07/08-047		Desert Research Institute						Expedited at Full Board		DRI Internal Funding				X				11/09/07		11/30/07				21		12/06/07		27		12/11/07		32		5		12/11/07		01/29/08		02/01/08		0		48		82

		SA07/08-048		Resource Economics						Expedited at Full Board		Walker Lake Project		X						11/14/07		11/30/07				16		12/06/07		22		12/11/07		27		5		12/12/07		12/12/07		12/12/07		1		1		28

		SA07/08-049		Psychology				X		Full Board		none		X						11/15/07		11/30/07				15		12/06/07		21		12/20/07		35		14								-38870		-38870		-38835

		SA07/08-049 Resubmission		Psychology				X		Full Board		none		X						01/24/08		01/31/08				7		02/07/08		13		02/15/08		21		8		02/20/08		02/22/08		02/22/08		5		7		28

		SA07/08-050		School of Social Work				X		Expedited at Full Board		none				X				11/19/07		11/30/07				11		12/06/07		17		12/13/07		24		7		12/18/07		12/28/07		12/31/07		5		15		42

		SA07/08-051		Psychology				X		Full Board		none		X						11/19/07		11/30/07				11		12/06/07		17		12/13/07		24		7		12/17/07		01/17/08		01/17/08		4		34		58

		SA07/08-052		CASAT						Withdrawn, Not Human Subjects Research																0				0				0		0								0		0		0

		SA07/08-053		Sociology				X		Expedited at Full Board		none				X				11/20/07		11/30/07				10		12/06/07		16		12/11/07		21		5		01/17/08		01/17/08		02/01/08		36		36		71

		SA07/08-054		Psychology				X		Expedited		none		X						11/19/07						-38839		12/03/07		14		12/17/07		28		14		01/15/08		01/23/08		01/23/08		28		36		64

		SB07/08-055		School of Social Work				X		Expedited		none				X				11/26/07		12/12/07				16		12/19/07		23		12/21/07		25		2		01/02/08		01/02/08		01/22/08		11		11		56

		SB07/08-056		Accounting and Information Systems						Expedited		none				X				11/16/07						-38836		01/22/08		66		01/22/08		66		0		02/05/08		02/25/08		02/26/08		13		33		100
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		SB06/07-055				12/04/06		12/11/06		12/14/06		12/15/06		12/22/07		12/22/06		01/02/07		Foreign Languages						Expedited, Category 7				X

		SB06/07-056				12/04/06		12/13/06		12/20/06		12/22/06								Social Work		X				Full Board Deferred;  Resubmitted as Exempt		X						03/01/07

		SB06/07-057				12/05/06		12/14/06		12/18/06		12/18/06		12/21/06		12/21/06		12/21/06		Counseling & Ed. Psych.						Expedited, Category 7				X				12/18/07

		SB06/07-058				12/12/06		12/19/06		01/17/07		01/17/07		01/23/07		01/23/07		01/23/07		Ed. Leadership		X				Expedited, Category 7				X				01/17/08

		SA06/07-059		10/12/06		12/20/06		12/20/06		01/31/07		02/02/07		02/02/07		02/02/07		02/02/07		Public Health				State of Nevada		Expedited, Category 7						X				Approved as submitted

		SA06/07-060				12/20/06				01/31/07		02/02/07		02/02/07		02/02/07		02/02/07		Public Health				State of Nevada		Expedited, Category 7						X		01/31/08

		SA06/07-061		10/12/06		12/20/06		12/20/06		01/31/07		02/02/07		02/02/07		02/02/07		02/02/07		Public Health				State of Nevada		Expedited, Category 7						X				Approved as submitted

		SA06/07-062				12/04/06		01/25/07		02/01/07		02/05/07		02/19/07		02/28/07		03/07/07		Psychology		X				Full Board		X								12/20/06 next Board Mtg - no expertise; next Board Mtg review 02/01/07

		SA06/07-063				12/04/06		01/25/07		02/01/07		02/09/07		06/04/07		06/04/07		06/04/07		Psychology		X				Full Board		X								12/20/06 next Board Mtg - no expertise; next Board Mtg review 02/01/07

		SA06/07-064				12/04/06		01/25/07		02/01/07		02/09/07		03/06/07		04/03/07		04/03/07		Psychology						Full Board		X								12/20/06 next Board Mtg - no expertise; next Board Mtg review 02/01/07

		SA06/07-065				01/02/07		01/25/07		02/01/07		02/09/07		02/27/07		02/27/07		02/27/07		Psychology		X				Full Board				X						Originally submitted as E06/07-033 on 12/04/06; determined to require IRB review 12/19/06

		SB06/07-066				01/02/07		01/10/07		01/17/07		01/23/07		02/21/07		02/21/07		02/21/07		CASAT				State of Nevada		Full Board		X

		SB06/07-067				01/09/07		02/06/07		02/12/07		02/12/07		02/23/07		02/23/07		02/23/07		Social Work		X				Expedited, Category 7				X				02/12/08

		SA06/07-068				01/16/07		01/25/07		02/01/07		02/12/07		03/22/07		03/22/07		03/22/07		Psychology		X				Full Board		X

		SA06/07-069				01/16/07		01/25/07		02/01/07		02/12/07		02/12/07		02/12/07		02/12/07		Nutrition				State of Nevada		Full Board				X

		SA06/07-070		1/16/2007 version insufficient for review; new log-in date:  03/27/07		03/27/07		04/05/07		04/26/07		04/30/07		05/16/07		05/16/07		05/16/07		Ed. Specialties						Expedited, Category 7				X

		SA06/07-071				01/16/07				02/02/07		02/06/07								Counseling & Ed. Psych.		X				Full Board; deferred  at intitial review 2/2/07		X

		SA06/07-071 Resubmission				02/22/07		03/29/07		04/05/07		04/10/07		04/16/07		04/19/07		04/20/07		Counseling & Ed. Psych.						Resubmission								04/03/08

		SB06/07-072				01/17/07		01/26/07		01/31/07		01/31/07		01/31/07		01/31/07		01/31/07		UNCE				Private For-Profit		Expedited Review Category 7; Approval in Principle				X						Approved as submitted

		SA06/07-073				01/17/07		02/22/07		03/01/07		03/06/07		03/19/07		03/19/07		03/22/07		Psychology		X				Full Board		X						02/07/08

		SA06/07-074				01/18/07		01/22/07		01/30/07		01/31/07		02/07/07		02/14/07		02/14/07		Social Work		X				Expedited, Category 7		X						11/01/07

		SB06/07-075				01/19/07		01/26/07		02/05/07		02/05/07		04/03/07		04/03/07		04/04/07		Ed. Specialties						Expedited, Category 7		X

		SB06/07-076				01/19/07		01/29/07		02/01/07										Geography						Withdrawn - Not Human Subjects Research								02/05/07

		SA06/07-077				01/24/07		02/05/07		02/14/07		02/20/07		03/01/07		03/08/07		03/09/07		Social Work		X				Expedited, Category 7				X				02/07/08

		SB06/07-078				01/31/07		02/13/07		02/15/07		02/16/07		02/21/07		02/21/07		02/21/07		Resource Economics						Expedited, Category 7		X

		SB06/07-079				02/02/07		02/08/07		02/15/07		02/15/07		03/14/07		03/14/07		03/14/07		UNCE						Expedited, Category 7				X

		SA06/07-080				02/02/07		02/22/08		03/01/07		03/06/07		04/23/07		04/23/07		04/25/07		Psychology		X				Full Board		X

		SA06/07-081				02/02/07				02/21/07		03/02/07								Psychology		X								X

		SA06/07-081 Resubmission				03/07/07		03/20/07		03/28/07		03/30/07		04/04/07		04/04/07		04/04/07		Psychology		X				Expedited								02/07/08

		SB06/07-082				02/05/07		02/14/07		02/21/07		02/27/07				04/06/07				Criminal Justice						Full Board Deferred 2/21/07;				X

		SB06/07-082 resubmisson				04/06/07		04/11/08		04/18/07		04/23/07		05/15/07		05/15/07		05/21/07		Criminal Justice						Expedited, Category 7

		SB06/07-083				02/05/07		02/08/07		02/09/07		02/12/07		02/23/07		03/01/07		03/01/07		Social Work		X				Expedited, Category 7				X				02/09/08

		SA06/07-084				02/12/07				02/26/07		02/26/07		04/17/07		05/07/07		05/07/07		HDFS		X				Expedited, Category 7				X				02/07/08

		SA06/07-085				02/15/07		02/28/07		03/07/07		03/07/07		04/17/07		04/19/07		04/19/07		Ed. Specialties		X				Expedited, Category 7		X						03/05/08

		SB06/07-086				02/15/07		02/16/07		03/02/07		03/07/07		04/18/07		04/18/07		04/18/07		English		X				Expedited, Category 7		X						02/20/08

		SB06/07-087				03/02/07		04/11/07		04/18/07		04/20/07								VA		X				Full Board Deferred 4/18/07

		SB06/07-087_2				05/02/07		05/09/07		05/16/07		05/17/07		05/18/07		05/18/07		05/25/07		VA		X				Full Board								03/19/08

		SB06/07-088				03/05/07		03/13/07												Public Health		X				Withdrawn; Not Human Subjects Research								03/13/07

		SB06/07-089				03/05/07		03/21/07		03/28/07		04/03/07		05/01/07		05/01/07		05/08/07		HDFS				Nevada Agricultural Experiment Station		Full Board				X

		SB06/07-090				03/05/07		03/21/07		03/28/07		04/02/07		05/15/07		05/15/07		05/15/07		Ed. Specialties		X				Full Board		X

		SA06/07-091				03/05/07		03/29/07		04/05/07		04/11/07		09/25/07		09/25/07		09/25/07		Psychology		X				Full Board		X

		SA06/07-092				03/06/07		03/29/07		04/05/07		04/12/07								Psychology						Full Board 4/5/07 Deferred to Expedited Category 7

		SA06/07-092 Resubmission				04/27/07		05/07/07		05/16/07		05/25/07		05/30/07		06/04/07		06/04/07		Psychology						Expedited

		SB06/07-093				03/06/07				03/28/07		03/30/07								Ed. Specialties						Full Board Deferred 3/28/07; Withdrawn 8/22/07								08/22/07

		SB06/07-094				03/01/07		03/13/07		03/26/07		03/26/07		04/04/07		04/04/07		04/04/07		Ed. Specialties						Expedited, Category 7		X

		SB06/07-095				03/13/07		03/15/07		03/16/07		03/21/07				04/27/07				Ed. Specialties						Full Board Deferred 3/16/07;

		SB06/07-095 resubmission				04/27/07		05/02/07		05/07/07		05/07/07		06/14/07		06/14/07		06/14/07		Ed. Specialties						Expedited, Category 7

		SA06/07-096				03/15/07		03/20/07		03/25/07		03/29/07		05/03/07		05/03/07		05/03/07		Psychology		X				Expedited, Category 7				X

		SA06/07-097				03/16/07		03/29/07		04/05/07		04/13/07		05/20/07		05/20/07		05/29/07		Psychology		X				Full Board		X

		SA06/07-098				03/16/07		03/20/07		03/25/07		04/04/07		04/30/07		04/30/07		05/02/07		Psychology		X				Expedited, Category 7		X

		SA06/07-099				03/19/07				03/26/07		04/06/07		04/27/07		04/27/07		05/02/07		Ed. Specialties						Expedited, Category 7				X

		SA06/07-100				03/19/07		03/29/07		04/05/07		04/13/07		04/27/07		04/30/07		04/30/07		Public Health		X				Full Board		X

		SA06/07-101				03/19/07		03/29/07		04/05/07		04/16/07		04/29/07		04/29/07		05/04/07		Psychology		X				Full Board		X

		SB06/07-102		02/22/07		03/20/07		04/03/07		04/17/07		04/17/07		04/17/07		04/17/07		04/17/07		Resource Economics						Expedited, Category 7		X								02/15/07 originally submitted as E06/07-51; 02/22/07 determined to require IRB reviw

		SA06/07-103				03/20/07		03/29/07		04/05/07		04/16/07		05/18/07		05/31/07		06/01/07		Psychology		X				Full Board		X								Site letter received on 5/31/07

		SA06/07-104				03/22/07		03/29/07		04/05/07		04/19/07		05/24/07		05/24/07		05/25/07		UNLV				NIMH		Full Board		X

		SB06/07-105				03/26/07				04/18/07		04/19/07						05/01/07		Political Science		X				Full Board Deferred 4/18/07; Expedited, Category 7				X

		SB06/07-105 Resubmitted				04/23/07		04/24/07		04/26/07		04/26/07		05/01/07		05/01/07		05/01/07		Political Science		X				Expedited				X				04/26/08

		SB06/07-106				03/27/07		04/23/07		04/27/07		04/30/07		05/09/07		05/09/07		05/09/07		Ed. Specialties						Expedited, Category 7		X

		SB06/07-107				04/03/07				04/26/07		04/27/07				05/17/07				Ed. Specialties		X				Expedited Review Deferred 4/26/07		X

		SB06/07-107 Resubmission				05/17/07				06/13/07		06/15/07		06/21/07		06/21/07		06/22/07		Ed. Specialties		X				Expedited, Category 7		X

		SB06/07-108				04/05/07		04/11/07		04/18/07		04/23/07		04/05/07		04/26/07		04/26/07		UNCE				USDA		Full Board		X

		SB06/07-109				04/16/07		04/23/07		05/01/07		05/01/07		05/10/07		05/10/07		05/10/07		Counseling & Ed. Psych.		X				Expedited, Category 7				X				03/19/08

		SA06/07-110				04/16/07		04/26/07		05/03/07		05/07/07		05/15/07		06/01/07		06/01/07		Psychology		X				Full Board		X

		SA06/07-111				04/17/07		04/26/07		05/03/07		05/04/07		05/07/07		05/07/07		05/16/07		Psychology		X				Full Board				X

		SA06/07-112				04/17/07		04/26/07		05/03/07		05/04/07		05/21/07		05/21/07		05/29/07		Psychology		X				Full Board				X

		SB06/07-113				04/19/07		04/23/07		04/25/07		04/25/07		05/04/07		05/04/07		05/04/07		Political Science				UNR		Expedited, Category 7				X

		SA06/07-114				04/23/07		04/26/07		05/03/07		05/14/07		06/08/07		06/14/07		06/19/07		Psychology						Full Board				X

		SB06/07-115				04/24/07		05/21/07		05/22/07		05/23/07		05/23/07		05/23/07		05/23/07		Justice Studies		X				Expedited, Category 7				X				04/03/08

		SB06/07-116				04/26/07				05/21/07		05/22/07								Medical Education						Withdrawn; Not Human Subjects Research		X						05/22/07

		SB06/07-117				04/27/07		05/03/07		05/18/07		05/24/07		07/11/07		07/11/07		07/11/07		Family Medicine						Expedited, Category 7				X

		SB06/07-118				05/02/07		05/09/07		05/16/07		05/23/07								Social Work						Full Board: Administratively Withdrawn, Revisions not Received		X						06/25/07

		SB06/07-119				05/02/07		05/09/07		05/16/07		05/23/07								Social Work						Full Board: Administratively Withdrawn Revisions not Received		X						05/16/07		Withdrawn 5/16/07; never approved

		SB06/07-120				05/07/07		05/08/07												Psychology						Withdrawn; Resubmitted as Exempt E06/07-070								05/16/07		5/8/2007 determined to qualify for exemption

		SB06/07-121				05/21/07		05/25/07		05/31/07		06/01/07		06/20/07		06/20/07		06/20/07		Nursing		X				Expedited, Category 7		X

		SB06/07-122				05/25/07		06/06/07		06/13/07		06/19/07		06/19/07		06/21/07		06/21/07		Ed. Specialties		X				Expedited, Category 7		X

		SB06/07-123				05/29/07		06/06/07		06/13/07		06/18/07		06/19/07		07/12/07		07/13/07		Ed. Specialties		X				Expedited, Category 7		X

		SA06/07-124				06/01/07		06/05/07		06/05/07		06/06/07		06/25/07		06/29/07		07/12/07		Criminal Justice		X		UNR		Expedited, Category 7				X

		SA06/07-125				05/08/07				06/06/07		06/06/07		06/21/07		06/21/07		06/22/07		Psychology		X				Expedited, Category 7		X

		SA06/07-126				06/07/07				06/15/07		06/15/07		06/26/07		06/26/07		08/02/07		Nutrition				USDA		Expedited, Category 7		X

		SA06/07-127				06/11/07		06/21/07		06/28/07		07/10/07						In process		Psychology		X				Expedited at Full Board: Deferred;  Administratively Withdrawn Revisions not Received		X						05/01/08

		SA06/07-128				06/19/07		06/21/07		06/28/07		07/06/07		07/06/07		07/06/07		07/06/07		HDFS						Approval in Principle		X

		SA06/07-129				06/11/07				06/28/07		06/28/07		07/03/07		07/03/07		07/03/07		Ed. Specialties		X				Expedited, Category 7		X

		SA06/07-130				06/11/07		06/21/07		06/28/07		07/05/07		08/01/07		08/08/07		08/22/07		Ed. Specialties				Private For-Profit		Expedited, Category 7		X

		SA06/07-131				06/11/07				06/26/07		07/06/07		07/16/07		07/18/07		07/18/07		CASAT				NIDA		Expedited, Category 7				X

		SB06/07-132				06/13/07		06/19/07		07/03/07		07/05/07		07/05/07		07/05/07		07/06/07		Economics						Expedited, Category 5						X

		SB06/07-133				06/20/07		06/20/07		06/20/07		06/20/07		06/21/07		06/21/07		06/21/07		Ed. Specialties				DOEd-OESE / NV DOEd		Expedited, Category 7		X

		SB06/07-134				06/26/07		07/02/07		07/02/07		07/02/07		07/03/07		07/03/07		07/03/07		Ed. Specialties				NeCoTIP-DOED-OESE / NV-ICCSN-CO		Expedited, Category 7		X

		SA06/07-135				06/25/07				07/05/07		07/06/07		07/23/07		07/26/07		08/01/07		Nutrition				Nevada Agricultural Experiment Station; State of Nevada		Expedited, Category 7						X

		SB07/08-001				07/02/07		07/11/07		07/18/07		07/18/07		08/03/07		08/03/07		08/15/07		Sociology						Full Board		X

		SA07/08-002 file MIA				07/05/07														Criminal Justice						Withdrawn; never reviewed/approved								11/08/07		Withdrawn 11/08/07; never approved

		SA07/08-003				07/05/07		07/11/07		07/18/07		07/18/07		08/23/07		08/23/07		08/23/07		Public Health		X				Expedited, Category 7				X

		SA07/08-004				07/09/07		07/10/07		07/31/07		08/01/07		08/20/07		10/25/07		10/30/07		Psychology		X				Expedited, Category 7; Unable to obtain IRB approval at off-site clinic		X								Protocol approval delayed due to obtaining off-site IRB approval from CARD

		SA07/08-005				07/13/07		07/17/07		07/27/07		08/02/07		08/03/07		08/03/07		08/03/07		Public Health						Expedited, Category 5						X

		SB07/08-006				07/13/07		07/18/07		08/03/07		08/03/07		08/03/07		08/03/07		08/03/07		VA						Expedited, Category 7				X

		SA07/08-007				07/18/07														Psychology						Withdrawn								08/16/07

		SA07/08-008				08/07/07		08/09/07		08/16/07		08/16/07		08/22/07		08/22/07		08/22/07		Speech Communication						Expedited, Category 7				X

		SA07/08-009				08/08/07				08/16/07		08/16/07		08/20/07		08/20/08		08/22/07		Psychology		X				Expedited, Category 7		X

		SA07/08-010				08/13/07		08/22/07		08/26/07		08/30/07		09/21/07		09/21/07		09/28/07		Medical Education						Expedited, Category 7				X

		SA07/08-011				08/20/07		08/30/07		09/06/07		09/10/07		09/20/07		09/27/07		09/28/07		Psychology		X				Full Board		X

		SA07/08-012				08/21/07		08/30/07		09/06/07		09/10/07		09/10/07		09/10/07		09/10/07		Psychology				NIMH		Full Board, Approval in Principle		X

		SA07/08-013				08/21/07		08/22/07		09/11/07		09/12/07								Journalism						Expedited, Category 7				X						No PI response to IRB review

		SB07/08-014				08/21/07		08/24/07		09/04/07		09/05/07		09/19/07		09/24/07		09/24/07		Ed. Specialties						Expedited, Category 7				X

		SA07/08-015				08/29/07		08/30/07		09/06/07		09/14/07		09/19/07		09/19/07		09/26/07		Social Work						Full Board				X

		SB07/08-016				09/04/07		09/12/07		09/19/07		09/19/07		09/24/07		09/27/07		10/01/07		Psychology		X				Expedited, Category 7		X

		SB07/08-017				09/05/07		09/12/07		09/19/07		09/19/07		09/26/07		09/26/07		09/28/07		Nursing		X				Expedited, Category 7				X

		SA07/08-018				09/07/07		09/11/07		09/21/07		09/21/07		10/24/07		10/24/07		11/02/07		Psychology		X				Expedited, Category 7		X

		SA07/08-019				09/13/07														External						Withdrawn				X				Withdrawn10/05/07

		SB07/08-020				09/17/07		09/19/07		09/25/07		09/27/07		10/01/07		10/03/07		10/03/07		Curr., Teaching & Learning		X				Expedited, Categories 6 and 7		X

		SA07/08-021				09/18/07		09/27/07		10/04/07		10/05/07		11/01/07		11/01/07		11/06/07		Psychology		X				Expedited, Category 7		X

		SA07/08-022				09/19/07		09/27/07		10/04/07		10/08/07		10/22/07		10/22/07		10/29/07		Psychology		X				Expedited, Category 7				X

		SB07/08-023				09/19/07		10/10/07		10/17/07		10/19/07		10/30/07		10/30/07		11/27/07		Ed. Specialties						Full Board		X

		SA07/08-024				09/19/07		09/27/07		10/04/07		10/16/07		10/24/07		10/24/07		10/24/07		Student Health				UNSOM		Full Board				X

		SA07/08-025				09/21/07		09/27/07		10/04/07		10/08/07		11/12/07		11/26/07		11/27/07		Speech Pathology		X				Expedited, Category 7		X

		SB07/08-026				09/28/07		10/01/07		10/12/07		10/12/07		10/12/07		10/12/07		10/12/07		Ed. Specialties						Expedited, Category 5		X

		SB07/08-027				10/01/07		10/10/07		10/17/07		10/23/07		10/19/07		10/29/07		10/29/07		Ed. Specialties								X

		SA07/08-028				10/05/07				10/08/07		10/09/07		10/12/07		10/12/07		10/12/07		Ed. Leadership				Private Foundation		Expedited, Category 7				X

		SB07/08-029				10/05/07		10/24/07		10/25/07		10/25/07		10/30/07		10/30/07		11/01/07		Ed. Leadership		X				Expedited, Category 7		X

		SB07/08-030				10/12/07		10/18/07		11/09/07		11/13/07		12/06/07		12/06/07		12/14/07		English				UNR		Expedited, Out for Review				X

		SA07/08-031				10/15/07		10/25/07		11/01/07		11/05/07		01/25/08		02/11/08		03/05/08		Psychology		X				Full Board		X

		SA07/08-032				10/24/07		11/05/07		12/06/07		12/12/07		01/11/08		01/22/08		01/23/08		Criminal Justice		X				Initially Expedited, Category 7, 11/09/07, reviewer requested Full Board Review				X

		SB07/08-033				10/29/07		11/07/07		11/14/07		11/19/07		12/18/07		12/18/07		12/27/07		Social Work		X				Expedited, Category 7				X

		SB07/08-034				10/29/07		11/07/07		11/14/07		11/20/07		12/14/07		12/20/07		12/21/07		Social Work		X				Expedited		X

		SA07/08-035				10/29/07		10/30/07		11/19/07		11/26/07		12/14/07		01/08/08		01/09/08		Speech Pathology		X				Expedited		X

		SA07/08-036				10/30/07		11/06/07		11/17/07		11/27/07		11/29/07		11/29/07		11/29/07		Ed. Leadership				UNR		Expedited		X

		SA07/08-037				10/31/07		11/06/07		11/13/07		11/19/07		11/27/07		12/14/07		12/14/07		TMCC						Expedited, Category		X

		SB07/08-038				11/01/07		11/07/07		11/14/07		11/20/07		12/04/07		12/04/07		12/14/07		Social Work						Full Board				X

		SA07/08-039				11/02/07				11/07/07		11/07/07		01/02/08		01/22/08		01/25/08		Criminal Justice						Expedited, Category 7				X

		SA07/08-040				11/02/07		11/06/07		11/16/07		11/27/07		12/14/07		12/20/07		12/21/07		School of Social Work		X				Expedited, Category		X

		SA07/08-041 through 044				11/02/07		11/06/07		11/21/07		11/28/07		12/05/07		12/05/07		12/17/07		Psychology		X				Expedited				X

		SA07/08-045				11/06/07				12/10/07		12/10/07		12/31/07		01/29/08		01/19/08		School of Social Work		X				Expedited				X

		SA07/08-046				11/08/07		11/13/07		11/28/07		12/10/07		01/07/08		01/08/08		01/08/08		School of Social Work						Expedited				X

		SA07/08-047				11/09/07		11/30/07		12/06/07		12/11/07		12/11/07		01/29/08		02/01/08		Desert Research Institute				DRI Internal Funding		Expedited at Full Board				X

		SA07/08-048				11/14/07		11/30/07		12/06/07		12/11/07		12/12/07		12/12/07		12/12/07		Resource Economics				Walker Lake Project		Expedited at Full Board		X

		SA07/08-049				11/15/07		11/30/07		12/06/07		12/20/07								Psychology		X				Deferred		X

		SA07/08-049 Resubmission				01/24/08		01/31/08		02/07/08		02/15/08		02/20/08		02/22/08		02/22/08		Psychology		X				Full Board		X

		SA07/08-050				11/19/07		11/30/07		12/06/07		12/13/07		12/18/07		12/28/07		12/31/07		School of Social Work		X				Expedited at Full Board				X

		SA07/08-051				11/19/07		11/30/07		12/06/07		12/13/07		12/17/07		01/17/08		01/17/08		Psychology		X				Full Board		X

		SA07/08-052																		CASAT						Withdrawn, Not Human Subjects Research

		SA07/08-053				11/20/07		11/30/07		12/06/07		12/11/07		01/17/08		01/17/08		02/01/08		Sociology		X				Expedited at Full Board				X

		SA07/08-054				11/19/07				12/03/07		12/17/07		01/15/08		01/23/08		01/23/08		Psychology		X				Expedited		X

		SB07/08-055				11/26/07		12/12/07		12/19/07		12/21/07		01/02/08		01/02/08		01/22/08		School of Social Work		X				Expedited				X

		SB07/08-056				11/16/07				01/22/08		01/22/08		02/05/08		02/25/08		02/26/08		Accounting and Information Systems						Expedited				X

		B06/07-016				12/04/06		1/18/07		02/07/07		02/15/07		03/09/07		03/20/07		03/26/07		Pediatrics						Expedited, Category 5		X								Protocol was introducing a new nationwide electronic database concept that was missing needed information to develop further develop protocol.

		B06/07-017				12/05/06		12/18/06		12/18/06		12/18/06		12/21/06		12/21/06		12/21/06		VA Pharmacy						Expedited, Category 5						X

		B06/07-018				01/23/07		2/1/08		02/08/07		02/15/07		02/20/07		02/20/07		02/21/07		Pediatrics				Yes / industry		Full Board		X						06/14/07		Protocol logged in 16 days before IRB monthly meeting

		B06/07-019				01/04/07		1/23/07		02/06/07		02/15/07		03/09/07		03/09/07		03/27/07		Pediatrics				Yes / industry		Expedited, Category 7		X						02/14/08

		B06/07-020				01/24/07		2/1/07		02/08/07		02/20/07		03/02/07		03/02/07		03/06/07		Internal Medicine				Yes / industry		Full Board		X

		B06/07-021				04/24/07				05/03/07		05/08/07		05/14/07		05/21/07		05/24/07		Internal Medicine						Expedited, Category 4		X						11/08/07

		B06/07-022				02/20/07		3/8/07		03/08/07		03/14/07		withdrawn		04/08/07		withdrawn		Internal Medicine				Yes / industry		expedited		X						withdrawn		withdrawn, the investigator did not respond

		B06/07-023				03/01/07		3/1/07		03/08/07		04/19/07		defered		05/02/07		defered		Internal Medicine				Yes / industry		Deferred; withdrawn 8/2/07		X						defered		defered then resubmitted as expedited review

		B06/07-023-A				05/02/07		5/3/07		07/03/07		07/05/07		withdrawn		07/12/07		withdrawn 8/2/07		Internal Medicine				Yes / industry		expedited		X								sponsor unable to answer critical procedural issues. Protocol had two reviews with a procedure modification by the sponsor. Issues were never resolved by the sponsor, and was ultimately withdrawn by the PI

		B06/07-024				03/08/07		3/9/07		03/12/07		03/19/07		03/20/07		03/20/07		03/22/07		Pediatrics						Expedited, Category 7				X

		B06/07-025				03/23/07		4/5/07		04/12/07		04/23/07		05/22/07		05/23/07		05/30/07		Internal Medicine				Yes / industry		Full Board				X				02/14/08

		B06/07-026				03/23/07		4/6/07		04/12/07		04/18/07		04/23/07		04/23/07		04/25/07		Internal Medicine				Yes / industry		Full Board		X

		B06/07-027				03/29/07		4/5/07		04/12/07		04/25/07		Withdrawn		05/18/07		withdrawn		Internal Medicine				Yes / industry		Full Board; wihtdrawn by sponsor 5/17/07 to merge with other study		X						05/18/07

		B06/07-028				04/02/07		4/5/07		04/25/07		04/26/07		06/13/07		08/09/07		08/22/07		Nursing				Yes / UNR - start-up		Expedited, Categories 4 & 7				X						Investigator was researching in Hawaii and was unable to respond to our correspondence immediately.

		B06/07-029				04/18/07		5/3/07		05/10/07		05/24/07		06/11/07		06/28/07		07/10/07		Internal Medicine				Yes / industry		Full Board		X						02/14/08

		B06/07-030				04/25/07		5/3/07		05/10/07		05/23/07		06/08/07		06/08/07		06/12/07		Pediatrics				Yes / industry		Full Board		X

		B06/07-031				04/30/07		4/30/07		05/08/07		05/08/07		06/08/07		06/11/07		06/11/07		Medical Nutrition				Yes / UNSOM - department		Expedited, Category 7		X

		B06/07-032				04/30/07		4/30/07		05/08/07		05/09/07		06/07/07		06/01/07		06/11/07		Internal Medicine				Yes / UNSOM - department		Expedited, Category 7		X

		B06/07-033				05/04/07		5/8/07		05/24/07		05/24/07		05/24/07		06/01/07		06/01/07		Nursing				Yes / UNR- Junior Faculty Grant		Expedited, Category 5						X

		B06/07-034				05/23/07		6/6/07		06/14/07		06/25/07		07/13/07		07/31/07		08/01/07		Speech Pathology						Full Board		X

		B06/07-035				05/25/07		6/7/07		06/14/07		06/26/07		06/29/07		06/29/07		07/05/07		Internal Medicine				Yes / industry		Full Board		X

		B06/07-036				05/29/07				06/14/07		06/25/07		07/25/07				08/03/07		Internal Medicine				Yes / State of Nevada		Full Board

		B06/07-037				06/22/07				07/12/07		07/30/07		08/07/07				09/04/07		Internal Medicine				Yes / Federal pass-through		Full Board

		B06/07-038				06/22/07				07/12/07		07/25/07		Withdrawn						Pediatrics				Yes / industry		Full Board								08/16/07		Withdrawn

		B06/07-039				06/25/07				08/09/07		08/14/07		08/17/07				09/27/07		Public Health				Yes / State of Nevada		Full Board; deferred 7/12/07; resubmit 6/25/07

		B06/07-040				06/25/07				07/12/07		07/17/07		07/19/07				08/03/07		Internal Medicine				Yes / industry		Full Board

		B06/07-041				06/29/07				08/09/07		08/17/07		08/23/07				09/10/07		Internal Medicine				Yes / industry		Full Board

		B07/08-001				07/16/07				09/13/07		09/20/07		10/04/07				10/16/07		Internal Medicine				Yes / industry		Full Board

		B07/08-002				07/23/07				08/09/07		08/20/07		08/30/07				09/05/07		Internal Medicine				Yes / industry		Full Board

		B07/08-003				07/27/07				09/21/07		09/28/07		Defered						Human Development		Yes				Full Board; deferred 8/9/07; resubmit as expedited 8/16/07		Yes								Defered to expedited review

		B07/08-003-a Expedited				09/13/07		9/17/07		09/21/07		09/28/07		11/06/07		10/20/07		10/26/07		Human Development

		B07/08-004				07/30/07		9/14/07		09/26/07		10/05/07		Withdrawn		Never completed				OB/GYN				Yes / State of Nevada		expedited		Yes								The PI did not satisfactorly complete revisions and sponsor withdrew funding of this project.

		B07/08-005				08/09/07		8/20/07		09/13/07		09/28/07				PI left University and the protocol was withdrawn		PI left University and the protocol was withdrawn		Internal Medicine						Full Board; deferred; resubmit as expedited				Yes						PI left University and the protocol was withdrawn 9/14/08

		B07/08-006 defered				08/17/07		9/6/08												Surgery						Full Board; deferred 9/13/07; resubmit to Full Board		Yes

		B07/08-006-a full board				10/05/07		11/1/07		11/08/07		11/19/07		01/03/08		02/12/08		02/28/08		Surgery						full board		Yes

		B07/08-007 defered				08/17/07		9/6/07		09/13/07		09/20/07				Defered		Defered		Surgery						Full Board; deferred 9/13/07; resubmit as expedited 9/20/07Expedited, Category 5				Yes						Defered and resubmitted as expedited

		B07/08-007-a expedited				10/01/07		10/1/07		10/01/07		10/02/07		10/03/07		11/05/07		11/09/07		Surgery						Full Board; deferred 9/13/07; resubmit as expedited 9/20/07Expedited, Category 5				Yes						Study very similar to B07/08-008, CITI training was the delay

		B07/08-008 defered				08/17/07		9/6/07		09/13/07		09/20/07				Defered		Defered		Surgery						Full Board; deferred 9/13/07; resubmit as expedited 9/20/07Expedited, Category 5				Yes						Defered and resubmitted as expedited

		B07/08-008 expedited				10/01/07		10/1/07		10/01/07		10/02/07		10/03/07		11/05/07		11/09/07		Surgery						Full Board; deferred 9/13/07; resubmit as expedited 9/20/07Expedited, Category 5				Yes						Study very similar to B07/08-007

		B07/08-009				08/21/07		8/24/07		10/01/07		10/05/07		10/24/07		10/31/07		11/01/07		Pediatrics				Yes / Private		Expedited; Category 5				Yes

		B07/08-010				08/27/07		9/7/07		09/13/07		09/25/07		10/11/07		10/11/07		10/15/07		Family Medicine				Yes / Private		Expedited, Categories 2 & 7		Yes

		B07/08-011				08/29/07		10/2/07		10/02/07		10/02/07				None, no human subjects		None, no human subjects		Surgery						Expedited Category 5										Withdrawn no human subjects

		B07/08-012				10/02/07		10/4/07		10/11/07		10/15/07		11/19/07		12/07/07		12/10/07		Internal Medicine				Yes / industry				Yes								A Co-I had not completed the CITI training until 12/6/07 which is required prior to Final Approval

		B07/08-013				10/29/07		11/1/07		11/08/07		11/19/07				11/29/07 PI waiting for CHW legal dept. and St. Mary's IRB				Risk Reduction Center St. Mary's				Yes / industry		Full Board		Yes								PI waiting for CHW legal dept. and St. Mary's IRB

		B07/08-014				10/29/07		11/1/07		11/08/07		11/19/07				withdrwn				Internal Medicine				Yes / industry		Full Board		Yes								Withdrawn as of review date, withdrawn by sponsor

		B07/08-015

		B07/08-016

		E06/07-031				12/04/06				12/07/06		12/07/06				02/05/07		02/06/07								Exempt

		E06/07-032				12/04/06				12/14/06		12/14/06				03/08/07		03/12/07								Exempt

		E06/07-033				12/04/06				12/19/06		12/19/06														IRB Review Required

		E06/07-034				12/08/06				12/20/06		12/20/06														Withdrawn

		E06/07-035				01/08/07				01/24/07		01/24/07				02/12/07		02/12/07								Exempt

		E06/07-036				01/09/07				01/11/07		01/11/07														Not Human Subjects

		E06/07-037				01/10/07				01/12/07		01/12/07				02/09/07		02/09/07								Exempt

		E06/07-038				12/19/06				01/18/07		01/18/07														IRB Review Required

		E06/07-039				01/19/07				01/25/07		01/25/07				02/05/07		02/05/07								Exempt

		E06/07-040				01/25/07				01/29/07		01/29/07				01/31/07		01/31/07								Exempt

		E06/07-041				01/26/07																				IRB Review Required

		E06/07-042				01/26/07				02/14/07		02/14/07														Not Human Subjects

		E06/07-043				01/29/07				01/30/07		01/30/07				01/30/07		01/30/07								Exempt

		E06/07-044				01/29/07				01/31/07		01/31/07				04/02/07		04/02/07								Exempt

		E06/07-045				01/31/07				02/13/07		02/13/07				02/13/07		02/13/07								Exempt

		E06/07-046				02/05/07				02/08/07		02/08/07				02/08/07		02/08/07								Exempt

		E06/07-047				02/05/07				02/12/07		02/12/07				03/01/07		03/01/07								Exempt

		E06/07-048				02/09/07				02/21/07		02/21/07				03/21/07		03/23/07								Exempt

		E06/07-049				02/12/07				02/21/07		02/21/07				02/23/07		02/26/07								Exempt

		E06/07-050				02/12/07				02/13/07		02/13/07				02/14/07		02/14/07								Exempt

		E06/07-051				02/15/07				02/21/07		02/21/07														IRB Review Required

		E06/07-052				02/23/07				02/26/07		02/26/07				03/06/07		03/08/07				X				Exempt

		E06/07-053				02/26/07				03/05/07		03/05/07														Not Human Subjects

		E06/07-054				03/06/07				03/12/07		03/12/07				03/20/07		03/21/07				X				Exempt

		E06/07-055				03/08/07				03/30/07		03/30/07				03/30/07		04/04/07				X				Exempt

		E06/07-056				03/12/07				03/15/07		03/15/07				03/27/07		03/29/07								Exempt

		E06/07-057				03/12/07				03/15/07		03/15/07				03/15/07		03/19/07				X				Exempt

		E06/07-058				03/20/07				04/05/07		04/05/07				04/05/07		04/05/07								Exempt

		E06/07-059				03/26/07				04/04/07		04/04/07				04/09/07		04/10/07								Exempt

		E06/07-060				03/26/07				03/29/07		03/29/07						03/29/07								Exempt

		E06/07-061				03/21/07				03/22/07		03/22/07				03/26/07										Not Human Subjects

		E06/07-062				03/28/07				03/29/07		03/29/07				03/30/07		03/30/07						USDA		Exempt

		E06/07-063				04/04/07				04/11/07		04/11/07				04/11/07		04/11/07				X				Exempt

		E06/07-064				04/06/07				04/24/07		04/24/07						04/24/07								Exempt

		E06/07-065				04/11/07				04/25/07		04/25/07				05/06/07						X				Withdrawn

		E06/07-066				04/18/07																X				Withdrawn

		E06/07-067				04/23/07				04/23/07		04/23/07				04/25/07								State of Nevada		Withdrawn

		E06/07-068				04/23/07				04/25/07		04/25/07				04/25/07		04/25/07								Exempt

		E06/07-069				05/03/07				05/04/07		05/04/07				05/21/07		05/21/07				X				Exempt

		E06/07-070				05/16/07				05/22/07		05/22/07				07/16/07		07/16/07		07/16/07		X				Exempt

		E06/07-071				05/30/07				06/01/07		06/01/07				06/05/07		06/06/07		06/05/07				US Bureau of Reclamation		Exempt

		E06/07-072				06/13/07				06/19/07		06/19/07				06/19/07		06/19/07		06/19/07				State of Nevada		Exempt

		E06/07-073				06/14/07				06/19/07		06/19/07														Not Human Subjects

		E06/07-074				06/14/07				06/20/07		06/20/07				06/27/07		06/28/07		06/27/07		X				Exempt

		E06/07-075				06/19/07																				IRB Review Required

		E06/07-076				06/08/07				06/25/07		06/25/07				06/26/07		06/26/07		06/26/07				NV Trust Fund for Public Health		Exempt

		E06/07-077				06/22/07				06/29/07		06/29/07				06/29/07		07/23/07		06/29/07		X				Exempt

		E07/08-001				07/05/07				07/09/07		07/09/07														IRB Review Required

		E07/08-002				07/09/07				07/09/07		07/09/07				07/24/07		07/24/07		07/24/07						Exempt

		E07/08-003				07/12/07				07/13/07		07/13/07				07/17/07		07/17/07		07/17/07						Exempt

		E07/08-004				07/16/07				07/17/07		07/17/07				07/17/07		07/17/07		07/17/07		X				Exempt

		E07/08-005				07/18/07				07/20/07		07/20/07				07/31/07		08/10/07		07/31/07						Exempt

		E07/08-006				07/18/07				07/20/07		07/20/07														Not Human Subjects

		E07/08-007				07/31/07				08/07/07		08/07/07												UNR VPR		Not Human Subjects

		E07/08-008				07/31/07				08/23/07		08/23/07				08/27/07		08/29/07								Exempt

		E07/08-009				08/06/07				08/28/07		08/28/07				09/07/07		09/11/07		08/28/07						Exempt

		E07/08-010				08/15/07				08/27/07		08/27/07														Withdrawn

		E07/08-011				08/31/07												09/14/07				X		Personal Funds		Exempt

		E07/08-012				08/31/07				09/12/07		09/12/07				10/01/07		10/01/07		09/26/07						Exempt

		E07/08-013				08/31/07				09/13/07		09/13/07				09/20/07		09/21/07		09/20/07						Exempt

		E07/08-014				09/04/07				09/12/07		09/12/07				09/14/07		09/14/07		09/14/07				USDA		Exempt

		E07/08-015				09/07/07				09/12/07		09/12/07				12/01/07		12/14/07		09/26/07		X				Exempt

		E07/08-016				09/20/07				09/25/07		09/25/07				10/04/07		10/04/07		10/02/07		X				Exempt

		E07/08-017				09/24/07				10/10/07		10/10/07				10/24/07		10/24/07		10/24/07						Exempt

		E07/08-018				09/26/07				10/10/07		10/10/07				10/11/07		10/17/07		10/11/07		X				Exempt

		E07/08-019				09/26/07				10/09/07		10/09/07														Withdrawn

		E07/08-020				09/27/07				10/12/07		10/12/07														Not Human Subjects

		E07/08-021				09/28/07				10/12/07		10/12/07														IRB Review Required

		E07/08-022				10/01/07																				Withdrawn

		E07/08-023				10/05/07				10/16/07		10/16/07				10/17/07		10/18/07		10/17/07		X				Exempt

		E07/08-024				10/05/07				10/24/07		10/24/07														IRB Review Required

		E07/08-025				10/09/07				10/23/07		10/23/07				02/11/08				02/11/08						IRB Review Required

		E07/08-026				10/10/07				10/24/07		10/24/07				10/25/07		10/25/07				X		Personal Funds		Exempt

		E07/08-027				10/10/07				11/05/07		11/05/07				11/15/07		11/29/07						Maddie's Fund		Exempt

		E07/08-028				10/12/07				10/25/07		10/25/07														Not Human Subjects

		E07/08-029				10/16/07				10/29/07		10/29/07				10/30/07		11/02/07		10/30/07		X				Exempt

		E07/08-030				10/24/07				10/29/07		10/29/07				10/30/07		10/31/07				X				Exempt

		E07/08-031				11/02/07				11/09/07		11/09/07				11/14/07		11/19/07						Hatch Funds; AG Experiment Station		Exempt

		E07/08-032				11/02/07				11/08/07		11/08/07				11/15/07		11/20/07						Personal Funds		Exempt

		E07/08-033				11/07/07				11/10/07		11/10/07						11/10/07				X				Exempt

		E07/08-034				11/10/07				11/14/07		11/14/07														IRB Review Required

		E07/08-035				11/15/07				11/29/07		11/29/07				12/12/07		12/12/07		12/05/07		X		Personal Funds		Exempt

		E07/08-036				11/19/07				12/10/07		12/10/07				12/18/07		12/18/07		12/11/07		X				Exempt

		E07/08-037				11/27/07				12/13/07		12/13/07				01/31/08		01/31/08		01/26/07		X				Exempt

		E07/08-038

		274																				100		67				96		62		9

		SocB Consent																										68		53		6

		Exempt sponsor																						13
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OHRP Activity

		

		Month		New Biomedical		New Social Behavioral		New Exempt		Renewals		Modifications		Revisions		Adverse Events		Total

		Dec-06		3		9		5		20		26		25		44		132

		Jan-07		2		14		10		45		25		23		29		148

		Feb-07		2		8		8		28		29		31		37		143

		Mar-07		4		20		9		47		28		31		55		194

		Apr-07		5		12		5		43		28		25		44		162

		May-07		4		7		3		27		35		28		41		145

		Jun-07		5		11		7		27		32		20		28		130

		Jul-07		4		7		8		9		25		13		30		96

		Aug-07		6		8		5		25		19		13		54		130

		Sep-07		0		11		8		31		36		13		31		130

		Oct-07		3		11		9		36		32		15		28		134

		Nov-07		3		19		8		36		30		12		30		138

		Monthly Totals		41		137		85		374		345		249		451		1682

		1. Number of active files = 545
2. Excludes email correspondence, a common venue for receiving revisions for exempt research and revisions subsequent to investigators' initial responses. Consequently, the actual number of revisions is under-represented.





OHRP Activity

		



Proportion of Applications Recieved in the Office of Human Research Protection, Excluding Adverse Events (n = 1231)
(data from 12/01/06 - 11/30/07)



Table Not HS

		

		Determination Made before Submission

		Department		Number of Inquiries

		Dept of Counseling and Educational Psych		1

		Department of Educational Specialities		1

		Sanford Center		1

		Center for Research Design and Analysis		2

		UNSOM		3

		School of Public Health		2

		Desert Research Institute		1

		Center Prog Eval		4

		University of Nevada Cooopertive Ext		2

		Determination Made after Submission

		Type of Application		Number Reviewed

		Social Behavioral		4

		Biomedical		1

		Statement of Exemption		9

		Total		31





All by Review Type

		Number of Applications Submitted for Exempt Research and for Review by Biomedical and Social Behavioral IRBs, by Review Type (data from 12/01/06 - 11/30/07)

		Type of Application / Protocol		Number		Percent of Total																						Scratch Paper

		Applications for Exempt Research		59		21.4%

		Exempt Applications that Required IRB Review		11		4.0%

				6		2.2%

		Exempt Applications, Total		76		27.5%																								Biomedical		Social Behavioral				Exempt

				14		5.1%																						Expedited		14		86		100

		Biomedical, Full Board Protocols		20		7.2%																						Full Board		20		35		55

				6		2.2%																						Deferred		6		9

				0		0.0%																						Withdrawn		7		9				6

				7		2.5%																						Internal Review								59

		Biomedical Protocols, Total		47		17.0%																						IRB Review Required								11

				86		31.2%																						Total		47		139		186		76

		Social Behavioral, Full Board Protocols		35		12.7%

				9		3.3%

				0		0.0%

				9		3.3%																						Biomedical, Expedited		14

		Social Behavioral, Total		139		50.4%																						Biomedical, Full Board		20		34

				14		5.1%																						Social Behavioral, Expedited		86

		Total		276																								Social Behavioral, Full Board		35		121

																														155

		1. Withdrawn after review; includes protocols reviewed by the full board and under expedited procedures.

		2. See attached categories for exempt research and for expedited review.

		3. The IRB determined that substantial modificaton or clarification was required, or insufficient information was provided to jusdge the protocol application adequately (e.g., risks and benefits could not be assessed with the information provided). UNR OH

		4. Questions were of such significance that the IRB felt approval of the study was unwarranted.

		5. Applications were submitted, reviewed, and found to not require IRB oversight (see related table for details).





All by Review Type

		



Expedited

Full Board

Deferred

Withdrawn

Number of Biomedical and Social Behavioral Protocols by Review Type, Including Withdrawals
(n = 186) (12/01/06 - 11/30/07)



Sponsored & Student Research

		



Proportion of Biomedical and Social Behavioral Protocols Reviewed as Expedited and Full-Board
(n = 155) (12/01/06 - 11/30/07)



CITI

		Numbers and Percentages of Exempt (n = 76), Biomedical (n = 47) and Social Behavioral Protocols (n = 139) that Are Student or Sponsored Research (data from 12/01/06 - 11/30/07)

		Student Research		Number		Percent of Review Category

		Applications for Exempt Research		24		32%

		Biomedical Protocols		1		2%

		Social Behavioral Protocols		71		51%

		Total Number Student Research		96

		Sponsored Research

		Applications for Exempt Research		13		17%

		Biomedical Protocols		34		72%

		Social Behavioral Protocols		24		17%

		Total Number Sponsored Research		71





Protocols_Depts

		Time Commitment and Number of Log-ins, and Length of Certification Periods Using the Collaborative Institutional Training Initiative (CITI) to Satisfy the Required Training in Human Research Protection

		Type of Course						Certification Period

		Basic Course		4.5 hours		5		2 years

		Refresher Course, 1		1.5 hours		1		2 years

		Refresher Course, 2		1.5 hours		1		2 years

				7.5 hours		7		6 years

		1. From "Frequently Asked Questions" available online at the CITI Program website at www.citiprogram.org. Accessed at 05/12/08, 6:30 pm

		Number of CITI Certifications, for Completion of Basic or Refresher Courses, Processed from December 1, 2006 through November 30, 2007

		Number of CITI Certifications				949

		Number of CITI-Trained Investigators and Research Assistants on Protocols Submitted from December 1, 2006 through November 30, 2007

		Number of Investigators				453





Table Timepts Review Proc

				Data for Table		PI Department						Number and Percent of Total, of New Applications for Exempt, Biomedical, and Social Behavioral Research, by Department
(data from 12/01/06 - 11/30/07)

				B07/08-016		Center for Nutrition and Metabolic Disorders						Name of Department				Percent

				B07/08-002		Center for Nutrition and Metabolic Disorders						Department of Psychology		54		21.3%

				E07/08-008		Center for Nutrition and Metabolic Disorders						School of Social Work		27		10.7%

				E07/08-013		Center for Nutrition and Metabolic Disorders						Department of Educational Specialties		22		8.7%

				B06/07-031		Center for Nutrition and Metabolic Disorders						Veterans Affairs Sierra Nevada Health Care System		14		5.5%

				E07/08-027		Center for Research Design and Analysis						School of Public Health		10		4.0%

				SA07/08-052		Center for the Application of Substance Abuse Technologies						University of Nevada Cooperative Extension		10		4.0%

				SA06/07-131		Center for the Application of Substance Abuse Technologies						Department of Pediatrics		9		3.6%

				SB06/07-066		Center for the Application of Substance Abuse Technologies						Department of Resource Economics		9		3.6%

				E07/08-025		Department of Computer Science and Engineering						Department of Sociology		8		3.2%

				SA06/07-071		Department of Counseling and Educational Psychology						Department of Internal Medicine		7		2.8%

				E07/08-005		Department of Counseling and Educational Psychology						Orvis School of Nursing		6		2.4%

				E06/07-036		Department of Counseling and Educational Psychology						Center for Nutrition and Metabolic Disorders		5		2.0%

				SB06/07-109		Department of Counseling and Educational Psychology						Department of Criminal Justice		5		2.0%

				SA07/08-032		Department of Criminal Justice						Judicial Studies Program		5		2.0%

				E07/08-037		Department of Criminal Justice						Social Psychology Program		5		2.0%

				SB06/07-082		Department of Criminal Justice						Department of Counseling and Educational Psychology		4		1.6%

				E06/07-046		Department of Criminal Justice						Department of Educational Leadership		4		1.6%

				E06/07-042		Department of Criminal Justice						Department of Human Development and Family Studies		4		1.6%

				SA07/08-039		Department of Criminal Justice						Department of Nutrition		4		1.6%

				SA07/08-002		Department of Criminal Justice						Center for the Application of Substance Abuse Technologies		3		1.2%

				SA06/07-124		Department of Criminal Justice						Department of Speech-Language Pathology and Audiology		3		1.2%

				E07/08-021		Department of Criminal Justice						Department of Surgery		3		1.2%

				SB07/08-020		Department of Curriculum, Teaching and Learning						Psychiatry and Behavioral Sciences		3		1.2%

				SB06/07-132		Department of Economics						TMCC		3		1.2%

				SB07/08-029		Department of Educational Leadership						Department of English		2		0.8%

				E06/07-034		Department of Educational Leadership						Department of Geography		2		0.8%

				SA07/08-036		Department of Educational Leadership						Department of Political Science		2		0.8%

				SA07/08-028		Department of Educational Leadership						Department of Speech Communication and Theatre		2		0.8%

				SB06/07-123		Department of Educational Specialities						Family and Community Medicine		2		0.8%

				SB07/08-027		Department of Educational Specialities						Office of Medical Education		2		0.8%

				SB07/08-023		Department of Educational Specialities						Center for Research Design and Analysis		1		0.4%

				SA06/07-130		Department of Educational Specialities						Department of Computer Science and Engineering		1		0.4%

				SA06/07-129		Department of Educational Specialities						Department of Curriculum, Teaching and Learning		1		0.4%

				SB06/07-093		Department of Educational Specialities						Department of Economics		1		0.4%

				SB06/07-095		Department of Educational Specialties						Department of Foreign Languages and Literature		1		0.4%

				SB06/07-107		Department of Educational Specialties						Department of Neuropsychology and Mental Health		1		0.4%

				E06/07-045		Department of Educational Specialties						Department of Obstetrics and Gynecology		1		0.4%

				SB06/07-106		Department of Educational Specialties						Department of Pediatric Dentistry		1		0.4%

				SA06/07-070		Department of Educational Specialties						Desert Research Institute, Division of Hydrologic Sciences		1		0.4%

				E06/07-041		Department of Educational Specialties						Division of Medical Nutrition		1		0.4%

				SA06/07-085		Department of Educational Specialties						School of Journalism		1		0.4%

				SB06/07-094		Department of Educational Specialties						Student Health Center		1		0.4%

				SB06/07-090		Department of Educational Specialties						Student Judicial Services		1		0.4%

				SB06/07-134		Department of Educational Specialties						UNLV School of Social Work / Mojave Health Centers		1		0.4%

				SB06/07-075		Department of Educational Specialties						Total		253

				SA06/07-099		Department of Educational Specialties						1. Excludes protocols that were reviewed and resubmitted.

				SB07/08-026		Department of Educational Specialties

				E06/07-069		Department of Educational Specialties

				SB06/07-122		Department of Educational Specialties

				SB07/08-030		Department of English

				SB06/07-086		Department of English

				SB06/07-055		Department of Foreign Languages and Literature

				SB06/07-076		Department of Geography

				E06/07-077		Department of Geography

				SA06/07-128		Department of Human Development and Family Studies

				SA06/07-084		Department of Human Development and Family Studies

				B07/08-003		Department of Human Development and Family Studies

				SB06/07-089		Department of Human Development and Family Studies

				B07/08-013		Department of Internal Medicine

				B06/07-036		Department of Internal Medicine

				B06/07-022		Department of Internal Medicine

				B07/08-012		Department of Internal Medicine, LV

				B07/08-014		Department of Internal Medicine, LV

				B07/08-005		Department of Internal Medicine, LV

				B06/07-025		Department of Internal Medicine, LV

				SB06/07-087		Department of Neuropsychology and Mental Health

				SA06/07-135		Department of Nutrition

				SA06/07-126		Department of Nutrition

				E06/07-075		Department of Nutrition

				SA06/07-069		Department of Nutrition

				B07/08-004		Department of Obstetrics and Gynecology

				E06/07-054		Department of Pediatric Dentistry

				B06/07-024		Department of Pediatrics

				B06/07-038		Department of Pediatrics, LV

				B06/07-030		Department of Pediatrics, LV

				B06/07-019		Department of Pediatrics, LV

				E07/08-001		Department of Pediatrics, LV

				B07/08-015		Department of Pediatrics, LV

				B06/07-016		Department of Pediatrics, LV

				B06/07-018		Department of Pediatrics, LV

				B07/08-009		Department of Pediatrics, LV

				SB06/07-113		Department of Political Science

				SB06/07-105		Department of Political Science

				SA06/07-096		Department of Psychology

				SA07/08-018		Department of Psychology

				SA07/08-041		Department of Psychology

				SA07/08-042		Department of Psychology

				SA07/08-043		Department of Psychology

				SA07/08-044		Department of Psychology

				E06/07-052		Department of Psychology

				E06/07-033		Department of Psychology

				SA06/07-098		Department of Psychology

				SA06/07-127		Department of Psychology

				SA06/07-081		Department of Psychology

				SA07/08-051		Department of Psychology

				SA07/08-031		Department of Psychology

				SA07/08-021		Department of Psychology

				SA06/07-073		Department of Psychology

				SB06/07-120		Department of Psychology

				SA06/07-110		Department of Psychology

				E07/08-007		Department of Psychology

				E06/07-044		Department of Psychology

				E06/07-070		Department of Psychology

				E07/08-030		Department of Psychology

				E06/07-055		Department of Psychology

				E06/07-057		Department of Psychology

				SA07/08-054		Department of Psychology

				SA07/08-009		Department of Psychology

				SA07/08-007		Department of Psychology

				SA07/08-004		Department of Psychology

				SA06/07-092		Department of Psychology

				SA06/07-091		Department of Psychology

				E06/07-056		Department of Psychology

				E06/07-050		Department of Psychology

				SA06/07-062		Department of Psychology

				E06/07-049		Department of Psychology

				SA06/07-112		Department of Psychology

				SA06/07-125		Department of Psychology

				SA07/08-012		Department of Psychology

				SA07/08-049		Department of Psychology

				SA06/07-068		Department of Psychology

				SA06/07-065		Department of Psychology

				SA06/07-097		Department of Psychology

				SA07/08-022		Department of Psychology

				SB07/08-016		Department of Psychology

				SA06/07-063		Department of Psychology

				SA06/07-064		Department of Psychology

				SA06/07-080		Department of Psychology

				SA06/07-103		Department of Psychology

				SA06/07-111		Department of Psychology

				E07/08-033		Department of Psychology

				SA06/07-101		Department of Psychology

				E07/08-022		Department of Psychology

				E07/08-015		Department of Psychology

				SA06/07-114		Department of Psychology

				SA07/08-011		Department of Psychology

				E07/08-034		Department of Psychology

				E07/08-020		Department of Resource Economics

				E07/08-014		Department of Resource Economics

				SB06/07-102		Department of Resource Economics
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Consent

		Protocol Approval Process and Confounding Variables for Social Behavioral and Biomedical Protocols by Mean Number of Days and Percent of Review Period

		(n = 155) (data from 12/01/06 - 11/30/07				Mean Number of Days		Percent of Total

		1.		From log-in through pre-review and assignment to reveiwer (expedited) or agenda (full board)		7		20.0%

		2.		From time sent out for review (expedited) or assigned to agenda (full board), and the date the review is completed		6		17.5%

		3.		From date review is completed, to when review report is sent to the investigators		3		8.3%

		4.		From when the report is sent to the investigators, to receipt of initial response from the investigator		12		34.9%

				▪Type and scope of revisions needed
▪PI or student investigator schedules/workloads
▪Winter/spring breaks and holidays

		5.		From the investigator's first response, to her/his final response (i.e., protocol is approvable)		4		11.9%

				▪PI or student investigator schedules/workloads
▪Revisions are insufficientn or some documents not revised as requested and/or resubmitted
▪Winter/spring breaks and holidays

		6.		From receipt of investigator's final response to date approval is finalized (i.e., protocol is certified)		3		7.4%

				▪Availability of IRB coordinators  (1.5 FTE from 08/17/07 - 11/30/07)
▪OHRP Director availability
▪Winter/spring breaks and holidays

				Total		35		100.0%

				1. Biomedical IRB meets monthly; submission deadline to meeting date ~10 days; SocBehav Panel A doesn't meet in January; because many IRB members are B-faculty, both SocBehav IRBs meet only once in the summer and not in August

				2. No behavioral psychology representation on Panel B; review of protocols requiring psychology expertise delayed 30+ days

				3. Applications for exempt research are pre-reviewed by IRB coordinators, and reviewed and approved by OHRP Director

		Protocol Approval Process and Confounding Variables for Social Behavioral and Biomedical Protocols by Mean Number of Days and Percent of Review Period

		Segments of Review Process				Mean Number of Days		Percent of Total

		1.		From log-in, to date review is completed		14		40.1%

		2.		From log-in, to when review report is sent to investigators		17		49.7%

		3.		From log-in, to investigator's initial response		29		84.3%

		4.		From log-in, to investigator's final response (i.e., protocol is approvable)		33		96.2%

		5.		From log-in, to final approval (i.e., protocol is certified)		35		101.1%

		6.		From when the report is sent to investigators, to receipt of final response from investigator (i.e., protocol is approvable)		16		45.7%

		7.		From review date, to final approval (i.e., excluding time from log-in through delivery to reviewer [expedited] or assignment to IRB agenda [full board])		22		63.3%





Table Charts Exempt

				Application of Regulations for Informed Consent, Excluding Biomedical Research (data from 12/01/06 - 11/30/07)

																								Signed Consent Form		Waiver of Signed Consent Form		Waiver of Consent

																						Exempt		0		53		7

																						SocB Consent		68		53		6

				1. 45CFR46.46.117 (c) An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either:

				(1) That the only record linking the subjecty and the research wiould be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation lin

				(2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

				2. 45CFR46.116(d) An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirements to obtain informed consent provided the IRB finds and do

				(1) The research involves no more than minimal risk to the subjects;
(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects;
(3) The research could not practicably be carried out without the waiver or alteration; and





Table Charts Exempt

		



Percent of Approved Social Behavioral Protocols with Signed Consent, or a Waiver of Signed Consent1 or of Consent2 (n = 121)



Dat_ChartsCritical

		



Percent of Approved Exempt Research Applications with Signed Consent, or Waiver of Signed Consent,1 or of Consent2 (n = 59)



DataSocBio_Alltimepoints

				Exempt		n = 59				Range = 0 - 70

				Log-in to Review		Review to Report Sent to PI		Report Sent to PI to PI Final Response		PI Final Response to Final Approval		Log-in to Approval
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				2		0		5		1		9

				4		0		5		0		10

				15		0		0		3		19

				2		0		8		1		12

				2		0		0		2		5

				11		0		0		0		11

				6		0		3		0		10

				2		0		0		0		2

				0		0		0		0		1

				5		0		0		0		5

				12		0		0		0		12

				5		0		0		0		5

				0		0		12		0		12

				4		0		39		0		43

				1		0		2		0		5

				4		0		0		0		4

				4		0		5		0		10

				12		0		0		0		12

				5		0		0		17		22

				0		0		10		0		10

				0		0		2		0		3

				0		0		0		0		0

				1		0		7		7		16

				16		0		2		1		20

				15		0		7		2		25

				8		0		0		1		10

				8		0		13		0		22

				9		0		5		0		15

				5		0		1		0		7

				3		0		57		9		70				Log-in to Review		Review to Report Sent to PI		Report Sent to PI to PI Final Response		PI Final Response to Final Approval		Log-in to Approval

				3		0		6		0		10

				11		0		10		0		21

				10		0		0		4		15

				7		0		0		0		9

				10		0		0		0		10

				18		0		7		10		35

				9		0		0		2		12

				3		0		0		0		5

				5		0		3		3		12

				4		0		5		3		12

				23		0		0		0		23

				10		0		9		0		19

				15		0		5		0		20

		59		11		0		35		0		46

		All Average		6		0		9		1		17





DataSocBio_Alltimepoints

		



Log-in to Review

Review to Report Sent to PI

Report Sent to PI to PI Final Response

PI Final Response to Final Approval

Log-in to Approval

Number of Days

Mean Number of Days from Log-in to Final Approval, by Critical Timepoints, for Applications for Exempt Research
(Range = 0 - 70) (n = 59)
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				6		2		0		2		0		0		9		9		11		11		11		2		2						RpttoPItoPIIni		12		10		0		0		119

				5		20		0		4		0		0		25		25		30		30		30		4		4						PIResp1_toPIFinal		4		0		0		0		47

				0		30		1		0		0		0		30		31		31		31		31		0		1						C_PIFinaltoCert		3		0		0		0		29

								1		0		0		0		30		31		31		31		31		0		1						C_LogintoReview		14		11		10		0		47

				0		30		1		0		0		0		30		31		31		31		31		0		1						C_LogintoRpttoPI		17		15		20		0		52

				37		5		2		10		6		5		42		45		55		61		66		16		24						C_LogintoPIResp1		29		26		20		0		145

				37		5		5		82		0		0		42		47		130		130		130		82		87						C_LogintoPIFinal		33		28		20		0		145

				37		5		5		17		20		0		42		47		65		85		85		37		43						C_LogintoCert		36		31		20		0		145

				16		5		5		12		0		0		21		27		40		40		40		12		18						C_RpttoPItoPIFinal		16		12		0		0		119

				5		5		4		20		0		0		10		15		35		35		35		20		25						C_ReviewtoCert		22		21		5		0		123

				20		4		0		7		0		0		24		24		32		32		32		7		7

				6		5		7		27		0		0		11		19		46		46		46		27		35

				6		5		7		0		0		0		11		19		19		19		19		0		7

				6		15		2		11		0		0		21		24		35		35		35		11		14

				5		5		3		4		2		0		10		13		17		20		20		6		10

				6		3		0		0		0		0		10		10		10		10		10		0		0

				25		5		3		9		0		2		30		34		43		43		45		9		15

				2		5		0		5		5		0		8		9		14		19		19		10		10

				5		7		0		40		0		0		12		12		52		52		53		40		41

				8		6		4		6		5		0		15		19		25		30		31		11		16

				9		1		0		3		0		0		10		11		15		15		15		3		4

				4		5		0		19		0		0		9		9		28		28		28		19		19

				14		5		3		34		0		1		19		22		57		57		58		34		39

				9		5		1		3		0		0		15		16		20		20		20		3		5

				3		5		3		15		0		4		8		12		27		27		32		15		23

				2		0		2		7		4		0		2		5		12		17		17		12		14

								0		35		14		0		10		10		45		60		60		50		50

				9		5		0		29		1		0		14		14		43		45		45		30		30

				0		10		3		30		0		0		10		14		44		44		44		30		33

				5		5		0		0		0		5		10		10		11		11		16		0		6

				11		5		4		20		0		5		16		20		40		40		45		20		29

				11		5		3		30		0		0		16		20		50		50		50		30		34

				17		5		4		119		0		0		22		26		145		145		145		119		123

				7		6		6		3		3		0		13		20		23		27		27		7		13

				8		9		0		6		0		0		17		17		24		24		24		6		6

				3		3		0		27		0		0		7		7		34		34		34		27		27

				3		3		2		25		0		0		7		10		35		35		35		25		27

				9		5		5		26		0		6		14		20		46		46		52		26		38

				2		3		7		18		0		1		6		13		32		32		33		18		27

								7		15		0		3		5		12		27		27		31		15		26

				7		5		5		10		2		0		12		17		27		30		30		12		17

				7		5		7		9		0		3		12		20		29		29		32		9		20

				10		10		0		0		0		0		20		20		20		20		20		0		0

				6		5		7		22		9		0		11		19		42		51		52		32		40

				5		5		10		25		0		0		10		20		45		45		45		25		35

								0						0		16		17				25		25		8		9

				0		1		0		3		0		0		2		2		5		5		5		3		3

				19		2		2		6		0		0		22		24		30		30		30		6		8

								1		4		0		0		19		20		25		25		25		4		6

				4		5		3		1		15		0		9		12		0		15		15		2		5

				5		5		0		6		0		0		10		10		17		17		17		6		6

				7		5		2		5		12		0		12		15		20		32		32		17		20

				6		5		0		2		0		6		11		12		14		14		20		2		9

				6		5		0		12		0		5		11		12		24		24		30		12		18

				2		1		0		6		0		0		4		4		10		10		10		6		6

				2		5		7		17		4		3		7		15		32		37		40		22		33

				19		0		0		0		0		0		20		20		20		20		20		0		0

				4		10		4		34		0		0		15		19		53		53		53		34		38

				2		4		0		13		0		0		7		7		21		21		21		13		14

				8		5		4		0		1		0		13		17		17		19		19		1		5

				5		5		3		0		16		0		10		14		15		31		32		17		21

				2		0		0		13		2		9		2		3		17		20		29		16		26

								0		10		0		0		20		20		31		31		32		10		11

								0		7		0		26		5		5		13		13		40		7		34

				1		5		5		0		0		0		6		12		12		12		12		0		5

				7		5		0		3		0		0		12		12		16		16		16		3		3

				7		5		5		19		5		10		12		17		36		41		51		24		39

								5		7		1		0		12		17		25		26		26		8		14

				4		10		1		0		0		0		14		15		15		15		16		0		2

				0		0		0		0		0		0		0		0		0		0		0		0		0

				4		0		0		0		0		0		4		4		5		5		5		0		0

								0		12		2		4		7		7		20		22		26		14		19

				6		5		0		11		0		8		11		11		22		22		31		11		20

				4		5		0		25		0		0		9		9		35		35		35		25		25

				0		15		0		13		47		3		15		16		30		77		80		60		65

				2		7		4		0		0		0		10		14		15		15		15		0		5

				3		11		0		0		0		0		15		15		15		15		15		0		0

				1		5		0		4		0		0		6		6		10		10		10		4		4

								0		2		0		1		5		5		8		8		10		2		4

				6		2		2		15		0		5		9		12		27		27		32		15		23

				7		5		2		7		5		0		12		15		22		27		27		12		15

				6		5		2		0		0		0		11		14		14		14		14		0		2

				2		7		0		10		3		0		10		10		20		24		24		13		14

				0		5		5		3		0		5		5		11		15		15		20		3		14

				5		5		0		3		2		2		10		10		14		16		19		5		8

				5		5		0		5		0		1		10		10		15		15		16		5		6

				2		7		0		23		0		6		10		10		33		33		40		23		30

				1		4		1		2		1		0		5		7		10		11		11		4		5

				6		5		0		19		0		3		11		12		31		31		35		19		23

				5		5		2		10		0		5		10		13		23		23		28		10		17

				15		5		1		7		0		20		20		21		29		29		49		7		29

				5		5		8		5		0		0		10		19		25		25		25		5		14

				4		5		2		25		10		0		9		12		37		47		47		35		38

				2		7		0		0		0		0		10		10		10		10		10		0		0

				6		5		4		4		7		0		11		15		12		20		20		4		8

								0		2		0		0		2		2		5		5		5		2		2

				13		0		0		3		0		1		14		14		17		17		19		3		5

				4		15		2		16		0		5		20		22		39		39		45		16		25

				7		5		2		57		12		16		12		15		72		85		101		70		89

				8		22		4		21		7		0		30		35		56		64		65		29		34

				16		5		3		20		0		6		21		25		45		45		52		20		30

				6		5		4		17		4		0		11		15		32		37		37		21		26

				0		14		5		12		17		0		15		20		32		50		51		30		36

				5		7		7		1		0		0		13		20		22		22		22		1		8

				4		5		4		5		12		0		9		13		19		31		31		17		22

				4		5		4		10		0		7		9		13		23		23		30		10		21

								0		40		14		2		3		3		43		57		60		54		56

				2		7		7		12		4		0		10		17		30		34		35		16		25

				2		10		5		5		0		8		13		18		23		23		32		5		18

								0		15		20		0		24		24		39		60		52		35		28

				3		10		8		20		0		0		14		22		42		43		43		20		29

				15		4		3		0		35		2		19		22		22		57		60		35		40

				11		4		3		0		0		0		15		19		20		20		20		0		4

				5		5		5		3		1		0		10		15		19		20		20		5		10

				7		4		5		3		7		2		12		17		20		27		30		10		17

				7		4		5		2		22		0		12		17		20		42		42		25		30

				7		4		3		26		0		10		11		15		41		41		52		26		40

								10		20		5		0		10		20		40		46		46		26		36

				11		5		1		8		0		14		16		17		26		26		40		8		24

								0		10		14		0		47		47		57		72		72		24		25

				32		14		5		15		7		4		46		52		67		75		80		23		33

				9		0		0		2		0		0		9		9		11		11		11		2		2

				6		5		5		3		0		0		11		16		20		20		20		3		9

				13		10		6		15		0		12		23		30		45		45		58		15		35

				5		5		8		7		0		2		10		19		26		26		29		7		18

								3		4		5		2		6		10		14		19		21		9		15

				0		2		5		0		0		1		2		7		8		8		10		0		7

				9		5		7		20		0		5		14		22		42		43		48		21		34

				10		4		4		3		0		1		14		18		22		22		23		3		9				C_LogintoOutorAgenda		6.9

				2		14		0		34		40		9		16		17		51		92		101		75		85				C_OutorAgendatoReview		6.0

				10		5		10		12		12		8		15		25		38		50		59		25		43				C_ReviewtoRevRpttoPI		2.9

				5		5		9		11		0		2		10		20		31		31		34		11		23				RpttoPItoPIIni		12.1

				0		5		0		22		2		0		5		5		27		30		30		24		24				PIResp1_toPIFinal		4.1

				0		5		0		20		0		2		5		6		27		27		30		21		24				C_PIFinaltoCert		2.6

				2		11		0		0		5		0		14		14		14		20		20		5		5				C_LogintoReview		13.6

				10		5		7		12		12		0		15		23		36		49		50		25		34				C_LogintoRpttoPI		16.9

				9		5		8		2		0		4		14		22		25		25		29		2		15				C_LogintoPIResp1		28.8

								7						6		11		19				40		47		21		35				C_LogintoPIFinal		33.1

								12						20		14		27				32		52		5		38				C_LogintoCert		35.9

								3						29		32		35				37		67		2		35				C_RpttoPItoPIFinal		15.8

								3						10		12		15				17		27		1		15				C_ReviewtoCert		21.9

								5						12		29		35				39		52		4		22

								5						8		42		47				57		65		10		23

								7						4		12		20				27		31		7		19

				2		2		5		5		10		4		5		10		16		26		30		15		25

				19		5		7		32		28		11		24		32		64		92		104		60		80

				0		0		0		0		23		2		0		0		1		25		27		24		27

				0		0		0		0		23		2		0		0		1		25		27		24		27

				2		27		2		13		5		0		29		32		45		50		51		18		22

				7		4		8		11		0		2		12		20		32		32		35		11		22

				1		5		2		25		12		2		6		9		34		47		49		37		42

		Avg		6.9		6.0		2.9		12.2		4.1		2.6		13.6		16.9		28.8		33.1		35.9		15.8		21.9

		Median		5		5		2		8		0		0		11		15		26		28.5		31		11		19.5

		Mode		5		5		0		0		0		0		10		20		20		20		20		0		5

		Minimum		0		0		0		0		0		0		0		0		0		0		0		0		0

		Maximum		32		27		12		119		47		29		47		52		145		145		145		119		123

				C_LogintoOutorAgenda		C_OutorAgendatoReview		C_ReviewtoRevRpttoPI		RpttoPItoPIIni		PIResp1_toPIFinal		C_PIFinaltoCert		C_LogintoReview		C_LogintoRpttoPI		C_LogintoPIResp1		C_LogintoPIFinal		C_LogintoCert		C_RpttoPItoPIFinal		C_ReviewtoCert

		Avg		6.9		6.0		2.9		12.2		4.1		2.6		13.6		16.9		28.8		33.1		35.9		15.8		21.9

		Median		5.5		5		2.8774193548		9.5		0		0		11		15		25.5		28.25		31		11.5		20.5

		Mode		5		5		0		0		0		0		10		20		20		20		20		0		5

		Minimum		0		0		0		0		0		0		0		0		0		0		0		0		0

		Maximum		32		27		12		119		47		29		47		52		145		145		145		119		123





		Median, Mode, Minimum, and Maximum Number of Days for All Timepoints in the Protocol Review Process (n = 155) (data from 12/01/06 - 11/30/07)

		Complete Review Process				Median		Mode		Minimum		Maximum

		1.		From log-in through pre-review and assignment to reveiwer (expedited) or agenda (full board)		6		5		0		32

		2.		From time sent out for review (expedited) or assigned to agenda (full board), and the date when the review is completed		5		5		0		27

		3.		From date review is completed, to when review report is sent to the investigators		3		0		0		12

		4.		From when the report is sent to the investigators, to receipt of initial response from the investigator*		10		0		0		119

		5.		From the investigator's first response, to her/his final response (i.e., protocol is approvable)		0		0		0		47

		6.		From receipt of investigator's final response to date approval is finalized (i.e., protocol is certified)		0		0		0		29

		Segments of Review Process				Median		Mode		Minimum		Maximum

		1.		From log-in, to date review is completed		11		10		0		47

		2.		From log-in, to when review report is sent to investigators		15		20		0		52

		3.		From log-in, to investigator's initial response		26		20		0		145

		4.		From log-in, to investigator's final response (i.e., protocol is approvable)		28		20		0		145

		5.		From log-in, to final approval (i.e., protocol is certified)		31		20		0		145

		6.		From when the report is sent to investigators, to receipt of final response from investigator (i.e., protocol is approvable)		12		0		0		119

		7.		From review date, to final approval (i.e., excluding time from log-in through delivery to reviewer [expedited] or assignment to IRB agenda [full board])		21		5		0		123

		*		Includes protocols approved "as submitted"





		

				C_LogintoOutorAgenda		C_OutorAgendatoReview		C_ReviewtoRevRpttoPI		RpttoPItoPIIni		PIResp1_toPIFinal		C_PIFinaltoCert		C_LogintoReview		C_LogintoRpttoPI		C_LogintoPIResp1		C_LogintoPIFinal		C_LogintoCert		C_RpttoPItoPIFinal		C_ReviewtoCert

								2						5		12		15				24		30		9		17

								4		21		36		0		11		15		37		73		74		57		62

								3		2		2		0		6		10		12		14		15		4		8

				5		2		0		5		0		7		7		7		12		12		20		5		13

				6		2		0		2		0		0		9		9		11		11		11		2		2

				5		20		0		4		0		0		25		25		30		30		30		4		4

				0		30		1		0		0		0		30		31		31		31		31		0		1

								1		0		0		0		30		31		31		31		31		0		1

				0		30		1		0		0		0		30		31		31		31		31		0		1

				37		5		2		10		6		5		42		45		55		61		66		16		24

				37		5		5		82		0		0		42		47		130		130		130		82		87

				37		5		5		17		20		0		42		47		65		85		85		37		43

				16		5		5		12		0		0		21		27		40		40		40		12		18

				5		5		4		20		0		0		10		15		35		35		35		20		25

				20		4		0		7		0		0		24		24		32		32		32		7		7

				6		5		7		27		0		0		11		19		46		46		46		27		35

				6		5		7		0		0		0		11		19		19		19		19		0		7

				6		15		2		11		0		0		21		24		35		35		35		11		14

				5		5		3		4		2		0		10		13		17		20		20		6		10

				6		3		0		0		0		0		10		10		10		10		10		0		0

				25		5		3		9		0		2		30		34		43		43		45		9		15

				2		5		0		5		5		0		8		9		14		19		19		10		10

				5		7		0		40		0		0		12		12		52		52		53		40		41

				8		6		4		6		5		0		15		19		25		30		31		11		16

				9		1		0		3		0		0		10		11		15		15		15		3		4

				4		5		0		19		0		0		9		9		28		28		28		19		19

				14		5		3		34		0		1		19		22		57		57		58		34		39

				9		5		1		3		0		0		15		16		20		20		20		3		5

				3		5		3		15		0		4		8		12		27		27		32		15		23

				2		0		2		7		4		0		2		5		12		17		17		12		14

								0		35		14		0		10		10		45		60		60		50		50

				9		5		0		29		1		0		14		14		43		45		45		30		30

				0		10		3		30		0		0		10		14		44		44		44		30		33

				5		5		0		0		0		5		10		10		11		11		16		0		6

				11		5		4		20		0		5		16		20		40		40		45		20		29

				11		5		3		30		0		0		16		20		50		50		50		30		34

				17		5		4		119		0		0		22		26		145		145		145		119		123

				7		6		6		3		3		0		13		20		23		27		27		7		13

				8		9		0		6		0		0		17		17		24		24		24		6		6

				3		3		0		27		0		0		7		7		34		34		34		27		27

				3		3		2		25		0		0		7		10		35		35		35		25		27

				9		5		5		26		0		6		14		20		46		46		52		26		38

				2		3		7		18		0		1		6		13		32		32		33		18		27

								7		15		0		3		5		12		27		27		31		15		26

				7		5		5		10		2		0		12		17		27		30		30		12		17

				7		5		7		9		0		3		12		20		29		29		32		9		20

				10		10		0		0		0		0		20		20		20		20		20		0		0

				6		5		7		22		9		0		11		19		42		51		52		32		40

				5		5		10		25		0		0		10		20		45		45		45		25		35

								0						0		16		17				25		25		8		9

				0		1		0		3		0		0		2		2		5		5		5		3		3

				19		2		2		6		0		0		22		24		30		30		30		6		8

								1		4		0		0		19		20		25		25		25		4		6

				4		5		3		1		15		0		9		12		0		15		15		2		5

				5		5		0		6		0		0		10		10		17		17		17		6		6

				7		5		2		5		12		0		12		15		20		32		32		17		20

				6		5		0		2		0		6		11		12		14		14		20		2		9

				6		5		0		12		0		5		11		12		24		24		30		12		18

				2		1		0		6		0		0		4		4		10		10		10		6		6

				2		5		7		17		4		3		7		15		32		37		40		22		33

				19		0		0		0		0		0		20		20		20		20		20		0		0

				4		10		4		34		0		0		15		19		53		53		53		34		38

				2		4		0		13		0		0		7		7		21		21		21		13		14

				8		5		4		0		1		0		13		17		17		19		19		1		5

				5		5		3		0		16		0		10		14		15		31		32		17		21

				2		0		0		13		2		9		2		3		17		20		29		16		26

								0		10		0		0		20		20		31		31		32		10		11

								0		7		0		26		5		5		13		13		40		7		34

				1		5		5		0		0		0		6		12		12		12		12		0		5

				7		5		0		3		0		0		12		12		16		16		16		3		3

				7		5		5		19		5		10		12		17		36		41		51		24		39

								5		7		1		0		12		17		25		26		26		8		14

				4		10		1		0		0		0		14		15		15		15		16		0		2

				0		0		0		0		0		0		0		0		0		0		0		0		0

				4		0		0		0		0		0		4		4		5		5		5		0		0

								0		12		2		4		7		7		20		22		26		14		19

				6		5		0		11		0		8		11		11		22		22		31		11		20

				4		5		0		25		0		0		9		9		35		35		35		25		25

				0		15		0		13		47		3		15		16		30		77		80		60		65

				2		7		4		0		0		0		10		14		15		15		15		0		5

				3		11		0		0		0		0		15		15		15		15		15		0		0

				1		5		0		4		0		0		6		6		10		10		10		4		4

								0		2		0		1		5		5		8		8		10		2		4

				6		2		2		15		0		5		9		12		27		27		32		15		23

				7		5		2		7		5		0		12		15		22		27		27		12		15

				6		5		2		0		0		0		11		14		14		14		14		0		2

				2		7		0		10		3		0		10		10		20		24		24		13		14

				0		5		5		3		0		5		5		11		15		15		20		3		14

				5		5		0		3		2		2		10		10		14		16		19		5		8

				5		5		0		5		0		1		10		10		15		15		16		5		6

				2		7		0		23		0		6		10		10		33		33		40		23		30

				1		4		1		2		1		0		5		7		10		11		11		4		5

				6		5		0		19		0		3		11		12		31		31		35		19		23

				5		5		2		10		0		5		10		13		23		23		28		10		17

				15		5		1		7		0		20		20		21		29		29		49		7		29

				5		5		8		5		0		0		10		19		25		25		25		5		14

				4		5		2		25		10		0		9		12		37		47		47		35		38

				2		7		0		0		0		0		10		10		10		10		10		0		0

				6		5		4		4		7		0		11		15		12		20		20		4		8

								0		2		0		0		2		2		5		5		5		2		2

				13		0		0		3		0		1		14		14		17		17		19		3		5

				4		15		2		16		0		5		20		22		39		39		45		16		25

				7		5		2		57		12		16		12		15		72		85		101		70		89

				8		22		4		21		7		0		30		35		56		64		65		29		34

				16		5		3		20		0		6		21		25		45		45		52		20		30

				6		5		4		17		4		0		11		15		32		37		37		21		26

				0		14		5		12		17		0		15		20		32		50		51		30		36

				5		7		7		1		0		0		13		20		22		22		22		1		8

				4		5		4		5		12		0		9		13		19		31		31		17		22

				4		5		4		10		0		7		9		13		23		23		30		10		21

								0		40		14		2		3		3		43		57		60		54		56

				2		7		7		12		4		0		10		17		30		34		35		16		25

				2		10		5		5		0		8		13		18		23		23		32		5		18

								0		15		20		0		24		24		39		60		52		35		28

				3		10		8		20		0		0		14		22		42		43		43		20		29

				15		4		3		0		35		2		19		22		22		57		60		35		40

				11		4		3		0		0		0		15		19		20		20		20		0		4

				5		5		5		3		1		0		10		15		19		20		20		5		10

				7		4		5		3		7		2		12		17		20		27		30		10		17

				7		4		5		2		22		0		12		17		20		42		42		25		30

				7		4		3		26		0		10		11		15		41		41		52		26		40

								10		20		5		0		10		20		40		46		46		26		36

				11		5		1		8		0		14		16		17		26		26		40		8		24

								0		10		14		0		47		47		57		72		72		24		25

				32		14		5		15		7		4		46		52		67		75		80		23		33

				9		0		0		2		0		0		9		9		11		11		11		2		2

				6		5		5		3		0		0		11		16		20		20		20		3		9

				13		10		6		15		0		12		23		30		45		45		58		15		35

				5		5		8		7		0		2		10		19		26		26		29		7		18

								3		4		5		2		6		10		14		19		21		9		15

				0		2		5		0		0		1		2		7		8		8		10		0		7

				9		5		7		20		0		5		14		22		42		43		48		21		34

				10		4		4		3		0		1		14		18		22		22		23		3		9				C_LogintoOutorAgenda		6.9

				2		14		0		34		40		9		16		17		51		92		101		75		85				C_OutorAgendatoReview		6.0

				10		5		10		12		12		8		15		25		38		50		59		25		43				C_ReviewtoRevRpttoPI		2.9

				5		5		9		11		0		2		10		20		31		31		34		11		23				RpttoPItoPIIni		12.1

				0		5		0		22		2		0		5		5		27		30		30		24		24				PIResp1_toPIFinal		4.1

				0		5		0		20		0		2		5		6		27		27		30		21		24				C_PIFinaltoCert		2.6

				2		11		0		0		5		0		14		14		14		20		20		5		5				C_LogintoReview		13.6

				10		5		7		12		12		0		15		23		36		49		50		25		34				C_LogintoRpttoPI		16.9

				9		5		8		2		0		4		14		22		25		25		29		2		15				C_LogintoPIResp1		28.8

								7						6		11		19				40		47		21		35				C_LogintoPIFinal		33.1

								12						20		14		27				32		52		5		38				C_LogintoCert		35.9

								3						29		32		35				37		67		2		35				C_RpttoPItoPIFinal		15.8

								3						10		12		15				17		27		1		15				C_ReviewtoCert		21.9

								5						12		29		35				39		52		4		22

								5						8		42		47				57		65		10		23

								7						4		12		20				27		31		7		19

				2		2		5		5		10		4		5		10		16		26		30		15		25

				19		5		7		32		28		11		24		32		64		92		104		60		80

				0		0		0		0		23		2		0		0		1		25		27		24		27

				0		0		0		0		23		2		0		0		1		25		27		24		27

				2		27		2		13		5		0		29		32		45		50		51		18		22

				7		4		8		11		0		2		12		20		32		32		35		11		22

				1		5		2		25		12		2		6		9		34		47		49		37		42

		Avg		6.9		6.0		2.9		12.2		4.1		2.6		13.6		16.9		28.8		33.1		35.9		15.8		21.9

		Median		5		5		2		7.5		0		0		11		15		25.5		28		31		11		19

		Mode		5		5		0		0		0		0		10		20		20		20		20		0		5

		Minimum		0		0		0		0		0		0		0		0		0		0		0		0		0

		Maximum		37		30		12		119		47		29		47		52		145		145		145		119		123
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Members

		Start and End Dates and Months of Service for Social Behavioral IRB Members, Excluding Chairs and Including Past and Current Members, Based on Attendance Records for July 1, 2003 - May 10, 2008 and Minutes Prior to July 1, 2003

		Past Members

		Member Initials		Department		Start Service		End Service		Months of Service

		DB		Ed. Spec.		01/23/01		12/04/03		35

		KL		Speech Pathology		01/23/01		12/04/03		35

		RB		UNCE		06/07/01		09/02/04		39

		JaP		Counseling & Testing		09/06/01		09/02/04		36

		SM		HDFS		11/19/96		09/15/04		94

		TA		Ed. Spec.		12/06/01		10/20/04		34

		NG		VA		01/21/04		02/16/05		13

		PB		Social Psychology*		10/03/02		05/05/05		31

		MiW		Psychology		10/15/03		05/18/05		19

		AR		CEP*		10/07/04		03/02/06		17

		MaB		Anth → Public Health		09/07/00		06/14/06		69

		AR		Nursing		10/15/03		06/14/06		32

		DeP		VA		02/18/04		09/20/06		31

		RW		Ed. Leadership*		07/11/05		04/05/07		21

		AF		Psychology		07/11/05		05/03/07		22

		LL		CEP		10/20/05		05/16/07		19

		TB		VA		03/28/07		10/17/07		7

		CB		Ed. Spec.		09/21/05		11/14/07		26

		GS		Social Work		11/03/05		03/06/08		28

		SvB		Speech Pathology		04/01/04		05/01/08		49

		Average number of months of service								33

		Total number of months of service								657

		At ~11 hours per month, total hours of service								7,227

		Current Members

		Member Initials		Department		Start Service		Data as of:		Months of Service

		EB		Community		06/07/00		05/10/08		95

		JuP		Ed. Spec.		02/08/04		05/10/08		51

		SR		Ed. Spec. → REPC		07/11/05		05/10/08		34

		MK		English*		09/06/07		05/10/08		8

		JB		Psychology*		09/06/07		05/10/08		8

		IL		CEP		09/06/07		05/10/08		8

		DV		Ed. Leadership		10/04/07		05/10/08		7

		DwR		VA		01/16/08		05/10/08		4

		DvR		Community		10/15/03		05/10/08		55

		JD		VA		04/20/05		05/10/08		37

		MP		Grad School		09/15/04		05/10/08		44

		RI		Ed. Spec.		03/28/07		05/10/08		14

		AD		Social Psychology*		09/19/07		05/10/08		8

		AM		Social Psychology*		09/19/07		05/10/08		8

		Average number of months of service								27

		Total number of months of service								381

		At ~11 hours per month, total hours of service								4,191

		*Graduate student IRB members





Chairs

		Tenure of Chairs as of May 10, 2008

		Chairs Initials and Board Role		Member		Vice Chair		Begin Chair		Data as of:		Months

		DBM - Bio		5/26/94				7/24/97		5/10/08		130

		LW SB-A (end Chair 6/18/08)		9/8/99				7/12/01		5/10/08		82

		JU  SB-B		9/6/01		9/6/01		2/19/03		5/10/08		63

		SR  SB-A (begin Chair 6/19/08)		7/11/05		4/6/06		5/2/08		5/10/08		0

		Total Chair-Months										275






