
GUIDELINES for INVESTIGATORS 

Interacting with the UAB Conflict of Interest Review Board ("CIRB") 

This document outlines the areas of responsibility for the CIRB, investigators, and other parties at UAB with respect to identifying and managing financial conflicts of interest in research and educational projects, as required by UAB's Conflict of Interest. 

These guidelines describe:

· The process of evaluating a financial interest in terms of conflict or potential conflict. Not all financial interests constitute conflicts of interest, but all financial interests must be evaluated.

· Required elements of disclosure that are common to all extramural projects if it is determined that an investigator's financial interests are relevant to research or educational activities. 

· Additional terms and conditions that may be required for the CIRB's certification, depending on the nature of the financial conflict and the investigator's proposed research activities. 

· Interactions among the CIRB, the investigator, and other parties to the conflict management plan. 

Most projects do not require the full range of terms and conditions that may be employed for conflict management; however, investigators are encouraged to review all of Section III to become familiar with the range of conflict of interest concerns and available management options. The CIRB will work with the investigator to determine which terms and conditions constitute the appropriate conflict management plan for a proposed project. 

Applicable and relevant UAB policies include:

· Conflicts of Interest 

· 
Conflicts of Commitment 

· Consulting 

· Patent Policy 

· Involvement of Trainees in Proprietary Research 

· Purchasing and Procurement Guidelines 

· Use of UAB Resources by External Entities 

It is the Investigator's responsibility to seek clarification of any policies, activities, or circumstances potentially affecting his or her good standing as a member of the UAB academic community. Additional information on applicable policies is available from the CIRB Office; the Vice President for Research and Dean of the Graduate School; relevant Departmental or Dean's office; and the Faculty Handbook. 

I. Essential Features of the CIRB Review Process, Including Rights and Responsibilities of the INVESTIGATOR
1. Condition of award. Extramural projects must receive CIRB certification prior to project initiation and the expenditure of project funds. Other sources of project funding may not be substituted in anticipation of CIRB approval. 

2. Investigator's responsibilities for financial disclosure. INVESTIGATOR must maintain complete and current financial disclosure statements in the CIRB Office and must notify the CIRB within 30 days of acquiring a new, significant financial interest. Because changes in financial disclosure status may have consequences for research certification, and to minimize unforeseen consequences, the CIRB strongly recommends that the INVESTIGATOR notify the CIRB of intent to acquire new, significant financial interests prior to their acquisition and prior to submitting requests for compensated external activities to INVESTIGATOR's dean or department chair for approval. INVESTIGATOR is responsible for compliance with all other school-based requirements for disclosure of external activities. 

3. Independent CIRB review of each financial disclosure. Because the potential for conflict varies according to the nature of the INVESTIGATOR's financial interest and because the INVESTIGATOR may have significant financial interests with multiple external entities, each disclosure of significant financial interest will receive independent review by the CIRB, and its relevance to the INVESTIGATOR's proposed research.

4. Changes in relevant external affiliation. INVESTIGATOR will notify the CIRB upon acquiring a new or modified role for an external entity, whether or not the change in affiliation results in a change in financial disclosure status. Examples include: obtaining a managerial position in an external entity or obtaining a titled position as a company officer, member of the Board of Directors, or member of the scientific advisory board.

5. Purpose and outcomes of CIRB review. CIRB review addresses the question of whether an investigator's personal financial interests represent a source of bias, conflict, or perception of conflict for the investigator's participation in extramurally funded research and educational activities. The CIRB is constituted as a peer-review group to provide appropriate technical expertise as well as insight into norms of professional conduct. 

· If the CIRB determines that an investigator's personal financial interests are unlikely to be, or unlikely to be perceived as, a source of bias or conflict, the investigator will receive a letter to that effect subsequent to the review, and the investigator's participation in research will receive CIRB certification with no further requirements. 

· If the CIRB determines that measures are needed to address conflicts or to avoid perceptions of conflict, the terms and conditions of the CIRB's certification for the investigator will be specified in a written Memorandum of Understanding ("MOU"). 

· In rare circumstances, the CIRB and the INVESTIGATOR may agree that a complete satisfactory plan for managing, reducing, or eliminating a financial conflict of interest cannot be devised, but that the research is of such importance, and the INVESTIGATOR's role so critical to the conduct of research, that the project should go forward without a certified conflict management plan. In such cases the CIRB will notify the Vice President for Research, the Provost, and the research sponsor of the condition of unmanaged conflict, and the approval of those parties will be secured prior to the release of project funds. 

6. Finalization of the MOU, presentation of alternative conflict management terms, and on-going CIRB review. The minimum requirements of the MOU are described in Section II, Required Disclosures and Notifications, as well as signature by the INVESTIGATOR, the INVESTIGATOR's chair, the Chair of the CIRB, and the Director of the CIRB Office. Depending on the specifics of each case, the CIRB may also require co-signature by the INVESTIGATOR's Dean, or other parties with responsibilities for overseeing trainees, financial management of the award, intellectual property management, or other matters. The MOU is effective immediately upon signature of all parties and release of funding may be authorized on this basis. All supporting documents (e.g., required disclosures) must be concluded and filed in the CIRB office within 30 days of the effective date. Prior to signature, INVESTIGATOR may present alternative conflict management terms to the CIRB for consideration, or appeal any terms that the INVESTIGATOR believes are unnecessary or inapplicable. The CIRB's decision about the contents of the MOU is binding. 

7. Annual review. Compliance with the MOU/Action Plan for Objectivity in Research will be assessed annually by the CIRB. 

8. Interim additions to the MOU. In the interim period between initial review and annual review, additional studies may be appended to the MOU if additional grant and contract applications are processed by the CIRB Office, reviewed by the CIRB, and deemed analogous to projects explicitly covered by the MOU. 

9. Addition or renegotiation of terms. The terms of the MOU/Action Plan for Objectivity in Research represent the CIRB's best efforts to ensure compliance with the conditions of award for research sponsors and UAB's Conflicts of Interest policy, and to provide a rationale for defending INVESTIGATOR and UAB against charges of inadequately disclosed or managed financial conflicts of interest. The CIRB will apprise the INVESTIGATOR of new sponsor requirements, or additional conflict management measures that may be needed, if new information concerning the regulatory environment and this certification becomes available. As with current terms, the INVESTIGATOR may appeal the addition of new terms to the MOU or offer alternatives for the CIRB's consideration. 

10. Maintenance of records in the CIRB office. INVESTIGATOR must maintain complete and current copies of all relevant correspondence and records, such as letters of disclosure, in the CIRB office. These records include correspondence signed by the INVESTIGATOR as well as responses to the INVESTIGATOR's correspondence. INVESTIGATOR also agrees to provide the CIRB Office with copies of relevant correspondence pertaining to school-based oversight. 

11. Changes in roles and responsibilities. INVESTIGATOR is responsible for notifying the CIRB of any changes in personnel, roles or responsibilities that could substantively affect the conflict management plan documented in the MOU for the covered project(s). 

12. Procedure for appeal of notification of a conflict or the terms of the MOU. An INVESTIGATOR may appeal the CIRB's interpretation of a conflict and/or the terms of the MOU to the Vice President for Research, and thereafter the Provost, if in the INVESTIGATOR's judgment, the terms of the MOU represent unreasonable terms or conditions for the research or unreasonably impede its progress. The Provost's decision is binding. 

13. Procedure for suspending expenditures on a research account. If the CIRB finds an INVESTIGATOR to be non-compliant with the MOU, or unresponsive to the CIRB's requests for information required for review, the matter will be discussed with the Vice President for Research and/or Provost and funding for all the INVESTIGATOR's research projects will be suspended until acceptable compliance is achieved or the required information received. 

14. Referral to the UAB Provost. If the CIRB finds an INVESTIGATOR to be non-compliant with the MOU and suspension of funding has not achieved a resolution, the matter will be referred to the Vice President for Research and/or Provost. The UAB Provost is responsible for disciplinary action as described in the Faculty Handbook.

II. Required Disclosures and Notifications Included in All Memoranda of 
     Understanding with the CIRB
The INVESTIGATOR is required to submit the financial disclosure statement and supporting material to the CIRB for review and approval. If no additional factors are identified during the course of CIRB review, the INVESTIGATOR will be permitted to conduct research on the basis of a signed Memorandum of Understanding (MOU).

1. Disclosure to co-investigators and colleagues. To all co-investigators and collaborators participating in the project(s) under review, INVESTIGATOR will disclose, in writing, that he has relevant proprietary or financial interests. The INVESTIGATOR's disclosure letter must specify that he has a relevant financial or proprietary interest, that the disclosure is one element of a CIRB-approved conflict management plan, and that recipients of the disclosure may contact the CIRB Office in confidence if they have any questions or concerns about their research participation and responsibilities as collaborators. 

2. Disclosure to participants in quality assurance. INVESTIGATOR will disclose his relevant proprietary and financial interests to all participants involved in quality assurance for the project(s) under review, whether participants are funded for quality assurance efforts via the project account(s) or by other sources. For each study, these participants include the chair of the Data and Safety Monitoring Board or its equivalent; internal or external consultants responsible for quality assurance, data management, or data analysis; and any other study participants who have related responsibilities. 

3. Disclosure with publications and presentations. INVESTIGATOR will disclose relevant financial and proprietary interests with all publications and presentations derived from the project(s) under review. Disclosures related to publication will be made to the editor(s) responsible for the publication, who will then decide whether disclosure should appear in print, in conformance with publication policies. INVESTIGATOR will also make appropriate disclosures when presenting information derived from the project(s) under review, whether in speaking engagements or informal written formats. 

4. Disclosure to sponsor. Where required by regulation, policy, or contractual agreement, the CIRB Office is responsible for notifying the sponsor of the existence of a managed conflict of interest. Notification will occur after implementation of the signed MOU and will be accompanied by the CIRB's assurance to the sponsor that the award is being conducted in compliance with UAB policies for managing conflicts of interest. In some cases, the CIRB may require an INVESTIGATOR to disclose a potential conflict to a Sponsor prior to the Sponsor's approval of the award. Such disclosures will also be accompanied by the CIRB's assurance that the disclosure is part of an institutionally approved conflict management plan. 

5. Notification to CIRB, relevant department chair and graduate program director or equivalent, of any proposed involvement of trainees in projects where the INVESTIGATOR has a relevant financial interest. The CIRB may require written disclosure of the faculty member's relevant financial interest to the trainee and the trainee's program director, thesis committee chair, dissertation committee chair or equivalent. The relevant person must provide written approval for the trainee's participation in the project. The INVESTIGATOR's chair will identify an independent mentor to supervise, advise and evaluate faculty, students, trainees and/or post-doctoral fellows working on the INVESTIGATOR's projects funded by commercial entities or any for-profit corporate sponsor. This mentor will have, at all times, direct communication with the Office of the CIRB. Trainees must give willing and informed consent for participation in projects and must be provided with alternative assignments upon request relevant to the personal financial interest of the supervising faculty member. This includes sponsors which the INVESTIGATOR does not have a financial interest and projects on which the INVESTIGATOR does not have a direct investigatory role. 

6. Notification to CIRB of potential "third-party" conflicts. INVESTIGATOR will disclose to the CIRB any instances in which research projects (clinical or non-clinical) relevant to the INVESTIGATOR's interests are endeavored through other UAB investigators. Examples include but are not limited to: research and educational projects involving licensed intellectual property; and contracts, subcontracts or professional services undertaken in conjunction with grants and contracts administered through the UAB Office of Grants and Contracts Administration. 

7. Intellectual property and material transfers. INVESTIGATOR will insure that at all times the CIRB Office has a complete and current list of intellectual property licensed from the UABRF to any company in which the INVESTIGATOR has a significant financial interest. Because concluding a license agreement with such a company may have consequences for the INVESTIGATOR's conflict of interest certification for grants and contracts at UAB, the CIRB strongly recommends that the INVESTIGATOR notify the CIRB of relevant negotiations prior to finalizing license agreements with a company. INVESTIGATOR will also insure that at all times the CIRB Office has a complete and current list of all materials transferred between the INVESTIGATOR's UAB-based research activities and any company in which the INVESTIGATOR has a significant financial interest. 

III. Additional, Project-Specific Terms and Conditions That May Be Included in the MOU to Manage, Reduce, or Eliminate a Financial Conflict of Interest 
1. Restriction on the acceptance of incentives for recruitment, achieving study benchmarks. INVESTIGATORS responsible for treating study subjects according to the experimental protocol may not accept any form of additional compensation, or expectation of additional compensation, related to the study agent, such as consulting payments, cash payments or the equivalent in recruitment or benchmark incentives from the study sponsor or equity in the study sponsor in the form of stock or stock options. 

2. Restriction of role as principal investigator. In general, an INVESTIGATOR may not serve as principal investigator of a clinical study designed to develop, validate or evaluate products or processes in which the INVESTIGATOR has a proprietary or financial interest. In general, the INVESTIGATOR may be recognized for contributions to the design, conduct or reporting of such projects through service as a co-investigator, consultant, or collaborator, with full disclosure to all participating colleagues who have responsibilities for the design, conduct, reporting, or quality control of the study. 

3. Restriction of investigator participation in recruitment and study-related clinical care. An INVESTIGATOR may not recruit study subjects, provide protocol-related clinical care as part of an organized research project designed to develop, validate, or evaluate products or processes in which the INVESTIGATOR has a proprietary or financial interest. The restriction applies to the roles of principal investigator, co-investigator, clinical sub-investigator, and equivalents. In general, the INVESTIGATOR may be recognized for contributions to the design, conduct or reporting of such projects through service as a non-clinical co-investigator, consultant, or collaborator, with full disclosure to all participating colleagues, however, protocol-related patient care must be performed by other investigators for these studies. INVESTIGATOR may refer potential study volunteers to approved clinical co-investigators for evaluation but may not supervise the volunteer's further clinical assessment in terms of the inclusion and exclusion criteria for study eligibility. 

4. Restriction of investigator access to primary data. To obviate any potential concerns about quality assurance, an INVESTIGATOR with a proprietary interest in a study agent may not participate in data management. Oversight of the data acquisition, analysis and reporting will be addressed in a Data Safety Management Plan.

5. Restriction on concurrent participation in a private entity in a managerial capacity and the acceptance of research awards from that entity on behalf of the University. The INVESTIGATOR may not participate as principal investigator, in the clinical conduct or data management of a study sponsored by an entity in which the INVESTIGATOR holds a managerial position.

6. Restriction on purchasing and procurement utilizing vendors in which the investigator has a personal financial interest. Sole Source justification must be made and a contracting agreement signed when the INVESTIGATOR utilizes extramural funds to purchase or procure products from a vendor in which the INVESTIGATOR has a financial interest, which will be used in the research project.

The INVESTIGATOR will disclose his relevant financial interest in any circumstance in which he proposes to purchase goods or services from an external entity in which he has a personal financial interest. 

7. Restriction, or required additional oversight, of discretionary funds. The INVESTIGATOR's department chair will set up an independent committee to monitor the activities associated with discretionary funds.
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V.
Required interactions with other parties or review processes 
1. Institutional Review Board for Human Use. 

2. School-based oversight of financial management of sponsored projects. 

3. Academic program director or equivalent. 
4. Institutional Animal Care and Use Committee. 
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ATTACHMENT A

“FINANCIAL RELATIONSHIPS AND INTERESTS IN RESEARCH INVOLVING HUMAN SUBJECT PROTECTION: Guidance for Human Subject Protection” 

The Guidance recommends consideration of approaches and methods for dealing with issues of financial interests that could affect HHS human subject protections in research subject to 45 CFR part 46 for HHS conducted or supported research and 21 CFR parts 50 and 56 for FDA regulated clinical investigations.

The UAB Conflict of Interest Review Board (CIRB) reviews research proposals to evaluate the potential for financial interest that might influence the conduct or outcomes of research activities.

In accordance with the above Guidance, the CIRB will increase its review for these protocols to include the review of incentive payments to the investigator for participation enrollment for reasonableness.  The CIRB will also provide a written report when a potential conflict has been identified with an investigator, for the UAB IRB, outlining the conflict and what management procedures are in place to address this conflict.  The results of the CIRB review will be communicated to the IRB for its review (Form: CIRB-IRB Conflict of Interest Report.) Additional information will be provided to the IRB upon request.

The Director of the CIRB and the IRB shall maintain open lines of communication regarding the review of financial interests related to human subjects research.  Staff members in both offices will cooperate to facilitate this review.

Education of IRB Board Members and office staff will be available through the CIRB website.

REFERENCES AND ADDITIONAL INFORMATION

Department of Health and Human Services (May 12, 2004). Financial Relationships and Interests in Research Involving Human Subjects: Guidance for Human Subject Protection (Final Guidance Document).  Federal Register, 69(92), 26393-7

Department of Health and Human Services. (Nov. 13, 2001).  Code of Federal Regulations, Title 45, Part 46, Protection of Human Subjects.  Available at http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cfr46.htm (accessed July 1, 2004)

ATTACHMENT B

Procedure for Appeal of Notification of a conflict or the terms of the MOU

An INVESTIGATOR may appeal the CIRB's interpretation of a conflict and/or the terms of the MOU to the Vice President for Research, and thereafter the Provost, if in the INVESTIGATOR's judgment, the terms of the MOU represent unreasonable terms or conditions for the research or unreasonably impede its progress. The Provost's decision is binding. (see Guidelines for Investigators # 12)
ATTACHMENT C

The purpose of the CIRB is to encourage full and timely disclosure so as to avoid or manage perceived or real conflicts of interest. To encourage such compliance, the following non-compliances to Conflict of Interest Management and Procedures may result in any or all of the penalties that are listed below in escalating order.

Procedures in Cases of Non-Compliance with the Conflict of Interest Review Board
1. Late submission of materials for review 

2. Failure to comply with management measures specified in an individual MOU

3. Failure to accurately disclose possible conflicts of interest to the CIRB in a timely 
manner

4. Repeated non-compliance with CIRB guidelines

Penalties
1. A warning letter, will be sent to the individual in non-compliance and his/her supervisor specifying that escalating penalties will be imposed if non-compliance persists

2. The non-compliant individual will be subject to increased COI oversight

3. The VP for Research will disallow any further expenditures on accounts for which the investigator is named as PI and notify the funding agency

4.   
The VP for Research will disallow any expenditures on grants or contracts for which the investigator serves in any capacity

5.    
The VP for research will disallow the submission of any grant or contract (including non-competitive renewals) in which the non-compliant investigator has any role.  This exclusion will be imposed for a minimum of 6 months

6. The President may terminate the UAB employment of the non-compliant investigator “for cause,” as specified in the UAB Faculty Handbook (Appendix B)

n.b.  The VP Research is obligated to notify the funding agency whenever an investigator is in serious non-compliance with CIRB guidelines.

ATTACHMENT D

The UAB Conflict of Interest Review Board Policy for Human Subjects Research of UAB Derived Intellectual Property at UAB

The purpose of the Conflict of Interest Policy for Human Subjects Research of UAB Derived Intellectual Property (IP) at UAB is to ensure objectivity in human subjects’ research and thereby protect the members of the UAB patient community, UAB as an institution and its faculty from actual, potential, or perceived conflicts of interest.

1. The Conflict of Interest Review Board (CIRB) will require substantial rationale for conducting a clinical trial on UAB IP.


2. The documents required for this evaluation will be provided by the Vice President for Research or his/her designee at the request of the CIRB.


3. The documentation will be reviewed by the CIRB and the UAB Institutional Review Board for Human Use.


4. The rationale must document:


a) That UAB has a highly qualified group of investigators required for the trail

b) That UAB has an appropriate patient population

c) That UAB Institutional Review Board (IRB) has an outside board to monitor the design, management and safety of the proposed study


5. Procedure for Appeal Process

The investigator may appeal to the CIRB a denial of approval of the proposed protocol.  The CIRB must give final approval before a clinical trial can be initiated.
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