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I. Introduction

HRP Associates, Inc. (HRPA) was engaged by Baruch College to evaluate the College’s human research protections program as part of its effort to identify a new chair of the IRB and facilitate the transition between the chairs.

Compliance vs. Best Practice
When evaluating their human research protections program, institutions often focus on whether the programs are in compliance with federal regulations. Although compliance with regulations is absolutely required, institutions must keep in mind that the federal regulations are minimum requirements. Compliance with regulations does not ensure that these programs are effective and efficient in fulfilling their missions. Effective and efficient programs, while remaining in compliance with regulations, maintain a collegial relationship with investigators. This is accomplished by conducting appropriately flexible review of research that is minimally burdensome. Programs that are unnecessarily burdensome or not clearly understood by researchers create an adversarial relationship with investigators who, then, tend to be less than forthcoming to the committees or may choose to avoid some or all of the compliance review process. This situation places both the institution and research subjects at risk because it increases the chances that a regulated research activity will be performed without appropriate review and institutional approval.

In order to ensure effective and efficient procedures, institutions need to adhere to a higher standard than mere compliance with regulations– the best practices followed by comparable institutions. That is the standard that is used by HRPA in evaluating programs for protecting human research subjects and it is the standard used by the accreditation bodies.

Beyond ensuring that these programs are effective and efficient, the best practices standard has other advantages for institutions.  Being able to demonstrate that its research compliance programs are effective and efficient, an institution can assure potential faculty, research participants, and sponsors that the institution is not only committed to high standards of research but also has a facilitative, low-risk research environment.

II. HRPA’s activities in the engagement

HRPA’s activities during this engagement involved the review of documents from the IRB, several visits to the College to meet with administrators, IRB members, and faculty and preparation of a written report.  This engagement was carried out by Dr. Jeffrey M. Cohen, President of HRPA.

Prior to the site visits, the minutes for IRB meetings taking place within the past year and all policies, procedures, applications and forms used by the IRB, including relevant College policies were reviewed.

Dr. Cohen visited the Baruch College campus six times between April 9, 2005 and April 19, 2005.  The following is a summary of the activities during these visits:

· March 9, 2005

· Met with David O’Brien and Keisha Peterson

· Reviewed a number of IRB protocol files 

· March 23, 2005

· Met with Yochi Cohen-Charash, Greg Van Ryzin, Charles Scherbaum, David Kossoy, and Shoshanna Sofaer

· March 24, 2005

· Met with Ramona Heck, Alan Evelyn, Chante Ramsey, Dan Williams, Carroll Seron, and Kapil Bawa

· March 29, 2005

· Met with Terrence Martell, Douglas Lackey, Steven Gould, Edward Rogoff, Nanda Kumar, and Roumen Vragov

· April 13, 2005

· Met with David O’Brien

· April 19, 2005

· Met with the Joint Committee on Research

In addition, Dr. Cohen held several meetings with Dennis Slavin and David Dannenbring.

This document constitutes the written report on the engagement and addresses the general strengths and weaknesses in the program, Dr. Cohen’s specific findings and HRPA’s recommendations regarding improvements in the College’s human research protections program.

III. General strengths and weaknesses

Overall, the IRB seems to be in compliance with most, but not all of the requirements in the federal regulations.  In the IRB minutes and protocols reviewed, Dr. Cohen found no instances of non-compliance in the IRB review process.  However, the IRB minutes and record-keeping were not totally in compliance with the regulations or OHRP guidelines.  Dr. Cohen did find a lack of documentation that the IRB had made the specific finding required in the regulations, especially with regard to those in Subpart D of the regulations governing research involving children.

Dr. Cohen also found that the IRB review process could be more efficient.  The review process is burdensome on the faculty and takes much too long.  This is probably the result of inadequate administrative support and insufficient understanding on the part of the faculty as to what is required for IRB approval.

Finally, an adversarial relationship between the IRB and some, if not most of the faculty appears to have developed over the past few years.  The responsibility for this relationship rests with both sides – an inefficient and inflexible IRB review process and a lack of faculty appreciation for the importance of IRB review.  This is a serious problem which places subjects, faculty and the institution at risk.

IV. Specific Findings

1. Inadequate administrative support

The individual serving as IRB Administrator (Keisha Peterson) is only part time.  Although she devotes almost 60% of her time to the IRB, she is also responsible for other administrative functions in the Psychology Department.  These responsibilities detract from her attention to the IRB, resulting in a reduction in the efficiency of the IRB review process.  Ms. Peterson has also not received sufficient training in the ethics, regulations and administration of a human research protections program.

The space allotted to the IRB is inadequate.  The Administrator’s desk is in an open, shared space in the Psychology Office, resulting in a lack of privacy and potential breach of confidentiality.  The space provided for storage of the IRB files is inadequate, making it difficult to access the files.  Finally, there is no mail box or drop-off place for IRB protocols. The materials are left on the Administrator’s desk.

Computer support for the IRB is also less than adequate.  Whatever tracking and automation that have been developed are as a result of the individual efforts of the IRB Chair and Administrator.

The workload on the IRB Chair is great and increasing.  Although the administration has increased the amount of release time for the Chair, no support is given for the other Board members.  This has resulted in a decrease in efficiency in the IRB review process.

2. Inefficient IRB review process

The Chair does all exempt determinations and expedited reviews, most likely due to the inadequate training of the IRB members and the lack of support noted above.  This causes these reviews to take too long, resulting in faculty becoming upset.  For protocols requiring review by the full IRB, the committee only meets 6-7 times per year and not at all during the summer.  This, too, delays the review process.  These conditions make it difficult for faculty, and especially students, to obtain approval for their research in a timely manner.

3. IRB membership

The IRB membership is too entrenched, with some members serving for over ten years. In addition, the membership of the IRB is not sufficiently representative of areas of faculty research submitted to the committee.

4. Inadequate training

The IRB members are poorly trained in the ethics and regulations of human subjects research.  They tend to rely too much on the Chair for guidance on what is required for IRB approval.

The faculty seriously lacks an understanding of the ethics and regulations of human subjects research, the role and importance of IRB review, or even how to fill out application form to facilitate IRB approval.

V. Recommendations

1. Staffing

The workload of the IRB requires a full-time IRB Administrator.  Keisha Peterson appears to be capable and interested in assuming this position.  However, she will need additional training in ethics, regulations, and administrative procedures.

2. Space

The IRB needs separate office, not located in Psychology Department.  The IRB office needs adequate space for storing files, processing applications, photocopying, and the other administrative functions of the committee.

Ideally, the office should be located administratively, if not physically, within the Office of the Provost.  The creation of a separate IRB Office under the Provost not only provides better facilities which will increase the efficiency of the IRB review process, it will send a strong signal to the faculty that this is an important function of the College.

3. Computer support

The IRB process should become more automated using computer systems.  A computer database system to automate the administrative functions of the IRB and, ideally, to provide for electronic submission of IRB protocols, should be either purchased or developed.  Off-the-shelf IRB software is available and varies in price and functionality. An evaluation of the suitability of the various products should be made, as compared to the option of developing a system “in house”.

4. IRB Improvements

· The IRB needs to meet at least every month, including during the summer

· IRB members should have rotating term limits (e.g., membership should be limited to two three-year terms).  For this year, 1/3 of the members should be appointed with a one-year term, 1/3 for a two-year term, and 1/3 for a three-year term.  The Chair of the IRB also should have a limited term of appointment.  

· The IRB needs broader representation, especially from Business School

· The IRB needs intensive, mandatory training in the ethics and regulations of human subjects research.

· Exempt determinations and expedited reviews should be distributed among IRB members.  

· The College should explore incentives for IRB members and increased release time/support for chair in order to accomplish the objectives noted above.

5. Faculty Education

The faculty needs increased education in the ethics, regulations and role of the IRB. I would recommend that the CITI training course, being arranged by CUNY, be made mandatory for submitting protocols to the IRB.  In addition, the faculty and students need more guidance in how to complete the application form.  Finally, there should be increased outreach to faculty, including regular presentations at faculty meetings by the Chair.

6. IRB/Faculty Relationship

Significant efforts need to be made to reduce the adversarial relationship between the IRB and the faculty.  First, the IRB process needs to be more transparent, consistent, and collegial.  Second, the faculty needs to hear a strong message from highest levels of the administration on the importance of the IRB process.  Finally, there needs to be a formal mechanism where the faculty can feel that they have input into the IRB process.  That is not to say that the IRB should report to the faculty, but that the faculty needs to see that it has a say in how the IRB functions.  The identification of an appropriate mechanism for accomplishing this depends on what is most appropriate given the governance structure of the College.
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