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I. What is Conflict of Interest?
Welcome to the CIRB Conflict of Interest and Sponsored Research Manual. This Manual may be used as a comprehensive guide regarding policies and procedures for Conflict of Interest (COI) and Sponsored Research at UAB. This manual reviews the requirements and responsibilities for compliance in research at UAB and the Federal regulations on Financial Conflict of Interest. Accordingly, in this manual you will find topics such as: who is required to disclose a financial interest, what is required to be disclosed, how COI disclosure is reviewed, and how COI can be managed. Remember that the intent of a COI Guidelines for Investigators and procedures is to protect the integrity of the research programs at UAB, the public trust in the University and their investigators, and to maintain compliance with Federal regulations. 

Other conflicts of interest or commitment not related to research should be addressed by your Division Director, Department Chair, School Dean, or the Provost. These procedures may be amended by the University as the need arises. 

A. UAB Conflict of Interest Policy 
The UAB Conflict of interest Policy http://www.iss.uab.edu/Pol/ConflictInterestCtab.pdf is the general framework for review and management of reported potential conflict of interest University-wide. However, the operational details for potential financial conflicts of interest in Sponsored Research are not elaborated upon in the policy, please review Guidelines for Investigators. 

B. Guidelines for Investigators http://www.uab.edu/images/web/UABRA/CIRB/FINAL_Guidelines_Sept_2007.doc
This document outlines the areas of responsibility for the CIRB, investigators, the process of evaluating a financial interest, terms and conditions, and the interaction with other parties at UAB with respect to disclosing, identifying and managing financial conflicts of interest in research and educational projects, as required by UAB’s Conflict of Interest Policy and Federal regulations. 

It is important to understand that Federal Regulations established a minimum standard to ensure objectivity in research, but at the same time, they expect the implementation of institutional policies and procedures that could be tougher than the Federal requirements. 

II. UAB Conflict of Interest Review Board (CIRB) and Office 
A. What is the Conflict of Interest Review Board? 
The CIRB is a peer-review committee that evaluates potential financial conflicts of interest related to extramurally funded research or educational activities. The CIRB reviews disclosures of investigators' financial interests; evaluates whether such interests have the potential to bias the design, conduct or reporting of research or educational activities; determines which actions should be taken to manage, reduce, or eliminate financial conflicts of interest; and monitors compliance with its recommendations. The CIRB reports to the Vice President for Research and Economic Development. 

B. CIRB Membership 
The overall membership of the CIRB reflects UAB’s areas of research with representatives from Business, Dentistry, Engineering, Joint Health Sciences, Medicine, Natural Sciences and Mathematics, Optometry, Public Health, and the Southern Research Institute. Individual CIRB members are selected on the basis of area of technical expertise, institutional perspective, academic rank, relevant experience, and current CIRB needs. Members serve renewable, three-year terms; the rotation schedule insures that a majority of members have at least one year of experience on the CIRB. The Vice President for Research and Economic Development appoints a chair on an annual basis and may appoint a vice chair, as needed. 

C. Duties of the Board 
The primary duties of the Board are as follow: 

1) The ongoing development of COI policy and procedures for Sponsored Research. 

2) The review of COI disclosures submitted by investigators on Sponsored Research, and

3) The development of COI Management Plans 

D. Duties of the CIRB Office 
The role of the CIRB Office is to administer the Guidelines for Investigators and procedures for Sponsored Research; the responsibilities include: 

1) Tracking COI disclosures provided with submissions of new grants or contracts. 

2) Requesting additional information for proper determination on COI. 

3) Documenting COI reviews and communicating with investigators. 

4) Drafting management plans as requested by the CIRB Board. 

5) Monitoring COI management plans periodically to review compliance. 

6) Providing staff support to the CIRB Board. 

7) Liaising with investigators and administrators. 

8) Providing Training and Education for Faculty, staff, and trainees at UAB. 

9) Reporting to the University and the Federal government as needed. 

E. CIRB Record-Keeping and Confidentiality 
It is the responsibility of the CIRB office to ensure, on behalf of the University, that paper and electronic records of financial disclosures and actions taken to manage conflicts are maintained in a secure and confidential manner. 

The CIRB chair, vice chair, members, and staff sign confidentiality agreements concerning their participation in the review of personal financial interests; Meetings, materials and records are organized to maximally protect investigator confidentiality, except as necessary for the CIRB’s required certifications and the fulfillment of conflict management strategies. 

F. The CIRB Web site 
The CIRB office maintains a Web site, in which the Guidelines for Investigators, Federal Regulations, Forms, Contact Information, and other material could be accessed by Faculty, staff, trainees, or administrators. The CIRB web site is hosted at the Research Administration main site http://main.uab.edu/cirb.
III. UAB COI Disclosing Policy and Federal Regulations 
A. Investigators Disclosing 
The principal investigator/program director and any other person, who is responsible for the design, conduct, or reporting of the research is required to submit disclosure statements. Typically these individuals have doctoral or other professional degrees. Under most circumstances technical or administrative support staff and graduate students will not be required to submit disclosure forms. Staff or graduate students with intellectual property or with previously disclosed financial conflicts related to the research are exceptions and are expected to submit disclosure forms. Personnel involved in the informed consent process for human study participants must also disclose conflicts, independent of their degree status. All disclosures should be done at the moment of submission of the grant or contract. 

B. Sponsored Research COI Disclosing 
The University has designed its COI procedures to be in compliance with Federal regulations concerning objectivity in research and according to guidelines from different professional associations. As a result, and regardless of the source of funds, the CIRB collects, reviews and determines whether there could be the appearance that a financial interest could bias the design, conduct or reporting of research projects. The University must manage, reduce or eliminate a COI prior to the expenditure of any funds under an award. 

A financial interest involves anything of monetary value above certain thresholds for the Federal government, but at UAB the CIRB removed the threshold for equity interests, consulting, expert witness and intellectual property. The threshold for disclosing is zero, this also includes remuneration from single company sponsored Continuing Medical Education programs and Speakers Bureaus. Excluded are Grand Rounds, where remuneration is provided by the hosting institution. For management of conflicts, the CIRB has retained the threshold for remuneration of $10,000 or greater for consulting, honoraria and in-kind payments. 

Investigators are not required to report the following: 

1) Salary, or other compensation from UAB, 

2) Income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities which does not exceed $10,000 per year from a single source, when aggregated for immediate family and the amount of compensation will not be affected by the outcome of the research, and 

3) Income from mutual funds 

For Federal Regulation and frequently asked questions see: http://grants.nih.gov/grants/guide/notice-files/not95-179.html http://grants.nih.gov/grants/policy/coifaq.htm 
C. UAB Disclosure Form 
The CIRB form, which is submitted with each grant or contract application requires your Blazer ID and password. The form should be completed if you are 
1) Listed as key personnel in an externally funded project submitted to the Office of Grants and Contracts Administration (OGCA), or 
2) Listed in an internally funded project submitted to the Institutional Review Board (IRB). 
Key personnel on an active grant or contract need to disclose if they or a member of their immediate family receives compensation from or equity in an entity related to sponsored research. This also involves personnel involved in the informed consent process for human subjects research. https://blazerapps.uab.edu/uabforms/Disclosures/default.aspx . 

D. Definition of a Sponsored Research Conflict of Interest 
A COI in Sponsored Research exists when the CIRB determines that a financial interest could affect the design, conduct or reporting of sponsored research or educational activities.

IV. CIRB Review Process 
A. Review of Faculty and Staff Sponsored Research Disclosures 
Once all investigators’ COI disclosures are reported and collected they are reviewed by the CIRB. The CIRB Board or Office could request additional information to do a COI determination; the requested information should be complete and provided in a timely manner. Inaccurate or incomplete information could be considered a violation of the UAB guidelines. Federal regulations require that all key personnel’s disclosures should be provided at the time of submission to OGCA or the IRB. http://www.uab.edu/images/web/UABRA/CIRB/FINAL_Guidelines_Sept_2007.doc 


B. Memorandum of Understanding 
1) What is a Memorandum of Understanding? 
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"). 
The terms of the MOU are chosen to manage, reduce or eliminate any COI; the CIRB acknowledges that a single set of terms and conditions do not address all COI. The CIRB has standard language for the most common COI (e.g. Consulting, Equity, Executive Positions, Speakers Bureau, Licensed Intellectual Property and Royalties), but additional or individual conditions could be necessary for COI involving Human Subjects Research and/or UAB’s Intellectual Property under research at UAB. 

Prior to signature, an INVESTIGATOR may present alternative conflict management terms to the CIRB for consideration, or appeal any terms that the INVESTIGATOR believes are unnecessary or inapplicable. 

2) Sections on a Memorandum of Understanding 
· Preamble and Statement of the specific Financial Conflict of Interest. 

· Appropriate public disclosure of financial interest (presentations and publications, to colleagues, to IRB, consent forms). 

· Other terms or conditions specific to Federal funding sources as: disclosure of Intellectual Property, public dissemination of information, notification of changes in key personnel, and financial monitoring of Federal awards. 

· Withdrawal of Conflicted investigators from all or a part of the funded research project (principal investigator, consenting participants, data analysis). 

· Institutional Responsibilities could include the appointing of an independent advisory board, and/or a protocol review committee and/or an external independent data management group. 

· Safe Haven for Trainees and colleagues. 

· Additional terms and conditions. 

· Infractions and Penalties 

3) Compliance with the Memorandum of Understanding 
Compliance with the MOU/Action Plan for Objectivity in Research will be assessed annually by the CIRB. Monitoring of the MOU will be scheduled to document compliance, to determine whether the relationship between the financial interest and the sponsored research has changed, and to update the management plan. 

4) Distribution of the Final Memorandum of Understanding 
The Final MOU is signed by your School Dean or Department Chair or Division Director, the CIRB Chair and the CIRB Director, and in some cases, the Vice-President for Research and Economic Development. In specific cases the President of the University or Legal Counsel could be required to sign the document. Copies of the Final MOU are delivered to the School Dean or Department Chair or Division Director, and the original signed document and the material received for review is in safekeeping at the CIRB office 

5) Amended Memorandum of Understanding 
If the CIRB is notified that there has been a change in the investigator’s financial interests, or in the relationship between financial interest and sponsored research, then it may be necessary to amend the MOU. The CIRB Office will draft the document, and will forward to the investigator for his comment and approval. 
C. Appeal of the CIRB Determination 
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 Economic Development, 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. 

D. Procedures in Cases of Non-Compliance with the CIRB 
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. 

Infractions 
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. 
n.b. The VP Research is obligated to notify the funding agency whenever an investigator is in serious non-compliance with CIRB guidelines. 
*If you have or are key personnel from outside UAB or are a subcontractor and DO NOT have a human subject component to your project please skip to page 13.

**If you DO NOT have a human subject component or UAB derived intellectual property to the project you are working on you may skip to page 14
V. COI and Human Subject Research at UAB 
A. Financial relationships and interests in research involving human subject protection 
The Department of Health and Human Services (HHS) 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 or bias 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://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm (accessed June 11, 2009) 

B. Disclosing to the IRB 
The Institutional Review Board (IRB) at UAB requires a basic COI disclosure for all investigators listed in each Human Subjects Protocol (HSP). The IRB and the CIRB have an internal process in which the IRB requests a COI certification for each HSP for review. If the IRB or the CIRB considers that additional information is needed for a COI determination, the CIRB office will request the proper documentation. 

C. CIRB 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 IRB 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. 

VI. COI Disclosure Process for External Investigators 
A. Disclosing by External Investigators and Subcontractors 
Following Federal regulation, non-UAB investigators listed in an UAB research project should complete a UAB COI disclosure form. This form has the same questions as the one for UAB investigators but it is paper-based. This office acknowledges that non-UAB investigators are located around the world and the collection of an original signature could be difficult, so this office accepts for this group faxed or emailed forms and electronic signatures. 
http://www.uab.edu/images/web/UABRA/CIRB/Disclosure_Form-External_Investigators.doc
Fax number: 205-934-0625 

Email: mailto:cirb@uab.edu
For subcontractors (subawardees): if you had listed key personnel from a different organization and they will be formal subcontractors with UAB, the above requirement does not apply; the Subcontractor package that the organization will receive from UAB Grants and Contracts incorporates this requirement. Be aware that if a Subcontract does not have a COI policy and procedure, it agrees to abide by and comply with UAB COI policy and process. 

VII. Examples of COI in Sponsored Research 
· Participating in clinical trials, evaluation, or development of a technology, process, or product owned or controlled by a business in which the investigator has a financial interest, including projects funded through SBIR, STTR grants. 

· Assigning students, post-doctoral fellows, or other trainees to projects supported by a business (through sponsored research or gifts) or a government agency in which the investigator has a financial interest other than royalty income or the entitlement to future royalty income under UAB's royalty-sharing policies. 

· Receiving research support from a business in which the investigator or a member of his or her immediate family serves on the board of directors or advisory board. 

· Holding an executive position in a business engaged in commercial or research activities directly related to the investigator's university responsibilities. 
· Taking administrative action on behalf of UAB with respect to any supported research activity in which the investigator holds a financial interest. 
VIII. Tips for Minimizing and Managing Conflicts of Interest
· In the following document we provide things to consider before entering into consulting or providing services to commercial entities that you might want to consider.  Two critical points are:

· 1) UAB recognizes that ties to commercial entities can greatly enhance the ability of its researchers to answer important scientific questions, but it is important to remember that your primary commitment is to the University. It is essential to ensure that any outside agreements that you enter do not significantly compromise your ability to fulfill that obligation. 

· 2) You must disclose these commercial relationships in UAB disclosure forms and publicly in publications or presentations.  These disclosures may impact your perceived academic independence and objectivity. 

Consulting

· It is important that your consulting agreement recognize that new ideas and concepts that occur using any aspect of University resources or your University role belong primarily to you and the University.  

· Your consulting activities need to be as separate from your research as possible. Ask yourself, “Can these activities be seen as an extension of my sponsored research at UAB?” If so, a greater degree of separation will allow you to retain your academic freedom and meet your commitments to federal funding agencies.
· Remember that your consulting agreement is a legal agreement drawn up by the company's lawyers. Who is your advocate? 

· The scope of your consulting responsibilities needs to be very specific so that it does not grant the company access to work not done under the consulting agreement, interfere with intellectual property disclosure, or result in any control over publications resulting from your academic work. 

Scientific or Medical Advisory Board

· Often service on an advisory board is rewarded with stock or stock options; this can raise the issue of such incentives compromising objectivity, particularly where human subjects are involved in studies of the company's products. 

· You must not provide the company with early or exclusive access to the results of your research, unless those results come from a sponsored research project with the company. 

Board of Directors

· If you are the PI of a research project (for which you have financial management responsibility) and have similar responsibilities as a Member of the Board--how do you plan to separate these two obligations? 

Equity (Stock and stock options)

· Holding equity in a commercial entity will raise the concern that the equity compromises objectivity, particularly when human subjects are involved. If you are conducting, or planning to conduct, a clinical trial, you may not want to accept stock or stock options from the company sponsoring the trial even though this may appear attractive. If you do, the University will likely prohibit you from participation in part or all of the research as long as you or your immediate family holds the equity. 

Intellectual Property

· As a University employee, title to all potential IP conceived or first reduced to practice, in whole or in part, by you at the University, must be assigned to the Institution.

· Do you have federal funding for research related to this intellectual property? If so this must be disclosed and steps taken to avoid inter-mingling of these activities. 
· Is the company licensing your technology sponsoring further research in the area of the intellectual property? 

Founder of a Company

· You must not provide the company with early or exclusive access to the results of your research, unless those results come from research that the company has directly and exclusively sponsored. 

· You must keep your financial interests separate from your research and University obligations.

· You must insure that any creations or discoveries that arise during the course of your research or scholarly activities are not pipelined to the company, unless directly and exclusively funded by the company.

Talks

· Be wary of inadvertently becoming a paid spokesperson for a company or its product. This can happen through participation in Speakers Bureaus or CME activities with a single sponsor and can negatively impact your academic reputation. 

· If you are paid by a commercial entity to give a talk, you need to disclose this to the audience, as well as disclose this in publications and public discussions of any of your research that is sponsored by the company or related to the company. 
If you have particular questions about your own situation or need more information please contact the CIRB Office.

Phone: 205-975-9691

Fax: 205-934-0625
email: cirb@uab.edu
Web site: http://www.uab.edu/cirb
