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Introduction

• Universities are centers of research and discovery 
with a mission to benefit society and to make sure 
their discoveries are transferred for public use.

• While universities are good with discovery they 
need to partner with industry to transfer their 
discoveries to the public as a “product”. 

• This means:
 More interaction with industry
 Increased technology transfer from universities
 More partnerships- either as collaboration or joint ventures

Presenter
Presentation Notes
Federal AgenciesOffice of the President (Office of Management and Budget and Office of Science and Technology Policy); Departments of Agriculture; Commerce; Education; Health and Human Services; Homeland Security; Interior; Justice; Labor; State; Transportation; Treasury; Veterans Affairs.BoardsAdvisory council on Historic Preservation; Environmental Protection Agency; Equal Employment Opportunity Commission; Federal Mine Safety and Health Review Commission; General Services Administration; National Endowment for Humanities; National Endowment for Arts; Nuclear Regulatory Commission.
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Introduction (continued)

The interaction between industry and academia (both researchers and 
institutions) while beneficial presents potential conflicts of interest that 
must be managed in a manner that maintains:
• Objectivity in research: means the results of research project are not 

influenced by the relationship with industry or the financial interest of 
the researchers 

• Transparency: means any relationship is disclosed in full and publicly, 
• The public trust: as the “external examiners” of our work and 

supporters of research funding; it is extremely important that the public 
trust and confidence is maintained

We need to manage both “real potentials” and “perceptions” to protect 
the credibility of the institution and the individual researchers.

Presenter
Presentation Notes
Most often the financial compliance issues point to non-financial related compliance issues and vice versa:Charging of animal per diems to an award may be the result of ineffective comparison of an award with a protocol approved by the Institutional Animal Use and Care Committee (IACUC)Releasing funds for conduct of human subject research prior to approval of the protocol by the Institutional Review Board (IRB) will result in compliance issues relating to conduct of human subject research.
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Introduction (continued)

What is a conflict of interest?
• A potential Conflict of Interest (COI) may exist if an individual’s 

outside interests (especially financial) may affect, or perceive to 
affect, his/her research, teaching, or administrative activities at 
the University.

• Examples: The following are some examples of situations where 
Professor X, who is a faculty member and researcher at the 
University, with have a potential conflict of interest:
 Professor X is a paid consultant for Company A. Company A wants to 

sponsor research that will be conducted by Professor X in his laboratory.
 Professor X is the owner of Company A. Professor X want to purchases 

scientific supplies and equipment from company A.
 Professor X is the inventor of a drug that has been licensed to company A. 

Professor X has a right to licensing income (royalties) for the drug. 
Professor A wants to conduct a clinical trial on the drug.

Presenter
Presentation Notes
Most often the financial compliance issues point to non-financial related compliance issues and vice versa:Charging of animal per diems to an award may be the result of ineffective comparison of an award with a protocol approved by the Institutional Animal Use and Care Committee (IACUC)Releasing funds for conduct of human subject research prior to approval of the protocol by the Institutional Review Board (IRB) will result in compliance issues relating to conduct of human subject research.
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Individual conflict of Interest

The examples given in the previous slide are potential individual 
conflicts of interest defined as:
Situation in which a financial or other personal 
considerations may compromise, or have the appearance of 
compromising, the professional judgment of an investigator 
in the conduct, evaluation, or reporting of the research.

When the interests of an individual involve money, it is called a 
Financial conflict of Interest
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Definition of Interest - Individual

Financial Interest: Exists when the Investigator, the 
Investigator’s spouse, and/or dependent children, are 
financially invested in, and/or receive compensation from 
any of the following:
 Publicly traded companies
 Non-publicly (private) traded entities
 Positions outside of University employment
 Intellectual Property rights or interest
 Positions in the company that is considered fiduciary (e.g. chief 

executive officer, president, chairman of the board, where they have 
a responsibility for the financial affairs of the company).

Significant Financial Interest (SFI): When the 
compensation or pay from the financial interest EXCEEDS a 
threshold (e.g. $5,000).
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Definition of Interest - Institutional

In 2009, the Institute of Medicine *(IOM) report on Conflict of 
Interest in Medical Research, Education, and Practice; stated:

“Institutional conflicts of interest arise when an institution’s own 
financial interests or the interests of its senior officials pose risks 
to the integrity of the institution’s primary interests and missions. 
Institutional conflicts typically appear when research conducted 

within an institution could affect the value of equity that the 
institution holds in a company or the value of a patent that the 

institution licenses to a company”

*Report issued by: Committee on Conflict of Interest in Medical Research, 
Education, and Practice; Institute of Medicine (2009)
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Definition of Investigator

Investigator: 
• Any person who is responsible for the design, conduct or 

reporting of Research under the auspices of the 
University.  
 This includes, but is not limited to, the Principal 

Investigator (PI), Co-Investigator, Project Director (PD), 
Co- PD, Senior/Key Personnel and any other persons 
involved in the Conduct of Research, regardless of title 
or position. 
 An individual’s position, title on the project, employment 

status, or percent of effort devoted to the project do not 
impact the definition of Investigator. 
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Sponsored Research Agreements

• Potential conflict of interest should be evaluated for each 
sponsored research where a company, in which there is an 
individual or an institutional conflict of interest, wants to 
sponsor research at the University

• The review should look into areas where there is a 
potential  to create the perception of influencing the 
“objectivity of research”.

• Determine if the potential conflict can be managed
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Managing a Conflict

It is important to manage a potential conflict to:
• Protect the human subjects participating the research;
• Eliminate risk of negatively effecting the integrity of the 

research;
• Preserve public trust in the University and its research 

findings;
• The investigator or faculty member’s respect in the 

academic community;
• Comply with regulations (e.g. Government or Funding 

Agency)



Page 13

What Does Managing a Conflict Mean?

It really means following a few steps including:
• Disclosure: Investigator disclosing all potential outside 

interests
• Review: Institution reviewing the conflicts in an objective 

manner and determine of it interest is related to the activity 
• Impact: Institution determining the potential impacts of the 

interest on the objectivity of research or reputational risks
• Management: Institution developing a method to eliminate 

or reduce the risks to an acceptable level
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Management Of Individual Conflict of 
Interest

• Investigators involved with the project disclose all relevant 
information regarding their outside interests to the institution 

• The conflict of interest official or a Committee reviews the 
information

• Determines if the interest creates a potential conflict (e.g. is the 
company for which the investigator is a consultant going to 
benefit from the research?)

• If yes: 
 determines if it is “significant”
 If yes: develop a management plan that follows the institution’s 

Individual Conflict of Interest Policy 
• Inform the investigator of the management plan
• Monitor the plan 
• Obtain annual update, or when there is a change (e.g. new 

licensing agreement) that may impact the research

Presenter
Presentation Notes
notes
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Practical Considerations

• Having a conflict is not necessarily bad – researchers are contacted 
to serve of committees, advisory boards, review panels, etc., because 
of their expertize in the field.

• Interactions with Industry is essential – as stated previously 
University based discoveries need to be transferred for the betterment 
of the society and industry is a key partner in this effort. 

• Maintaining objectivity - focus of conflict of interest policy is the 
preservation of objectivity and integrity of research

• Risk based – the policy and procedures should be risk based
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Practical Considerations

• Transparency – determine, in advance, what information can be 
disclosed publicly if asked

• Research integrity – regardless of the importance of interaction with 
the industry the most important factor for a University is ensuring that 
research integrity is not compromised

• Training – a successful program should have a training program for all 
stakeholders including:
 Investigators
 Senior Administrators
 Procurement Officials
 Technology Transfer Officers
 Sponsored Research Administrators
 Conflict of Interest Committee members



Page 17

Management Plan

• Management plans – management plans are the final documents 
describing the outcome of the review, if there is a conflict, is it 
significant, and finally how will the conflict be managed. 

• An effective management plan includes the following:
 Briefly describe the process (could be a standard template)
 List conflicts identified and if they are significant
 Clearly describe what must be done to manage the conflict and by whom
 Decide whether a draft will be shared with the investigator for their input
 Define the effective date of the management plan
 Clearly list and follow-up actions, or reports, that the investigator must 

provide and the timeline for the actions or reports 
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