
GUIDE 609 – Guidance on Disclosing Conflicts of Interest (COI) in Informed Consent Forms

I. Background and Purpose of this Guidance

Conflict of interest occurs when an investigator, or his/her institution, has financial or personal relationships that may compromise or present the appearance of compromising an individual’s, group’s, or institution’s judgment in conducting, reviewing, or reporting research.  These relationships vary in degree from those with negligible potential to those with great potential to influence judgment, and not all relationships represent true conflicts of interest.  A fully informed consent is one that discloses all related financial interests.

To assist investigators and research personnel on appropriate disclosure of potential financial conflicts of interest of individuals and/or the institution in the informed consent form, the following suggested language is provided.  It is not mandatory to use the following language, but language should be provided in any case and should be tailored to meet the specific facts and circumstances of the research in question.

II. Disclosing Individual Financial Interests

If any investigator or key personnel involved in the conduct of the research does not have a relevant disclosable interest in the research, no disclosure in the consent form concerning individual financial interests is required.  If an investigator and/or a key research personnel has relevant financial interests, the following suggested language should be included in the consent form:

1. Name and role:  Provide the name of the person with the financial interest and describe their role in the study, e.g., Dr. Lehua Hale, a researcher on the study team,
2. Interest in an entity or in the product:

a. If the interest is in an entity such as the sponsor, manufacturer, licensee, or performer, e.g., subcontractor, language such as the following should be included: 

· has a financial interest in [name of company], the company paying for this study; or

· the company that will sell the drug; or

· the company that will make the drug; or

· the company conducting part of this study.

· has a financial interest in the [product, drug, device] being studied.

3. Description

Describe the interest; below are examples of language you can use.

· Income

[name of company and relevance of company to study, e.g., sponsor] is paying Dr. Hale a [describe payment, e.g., consulting fee, salary].

· Scientific Advisor

Dr. Hale is being paid to be a scientific advisor to [name of company, role of company to the study, e.g., manufacturer of the experimental drug].

· Member of the Board

Dr. Hale is on the board of [name of company, role of company to the study].

· Officer

Dr. Hale is the [president, chief executive officer, etc.] of [name of company, role of company to the study].

· For significant stock ownership in a publicly traded company

Dr. Hale owns stock in [name of company, role of company to the study].

· For stock ownership in a non-publicly traded company

Dr. Hale is a [founder or majority or minority shareholder] of  [name of company, role of company to the study].

· Inventor

Dr. Hale invented the [drug, device] being studied and may benefit financially if it is marketed.

4. Elaborate

If possible, provide further information, e.g., The salary Dr. Hale receives for this study is in addition to the salary she receives from the University of Hawaii.

III. Disclosing University Licensing or Equity Interests

If UH does not have a relevant licensing or equity interest in the research, no disclosure in the consent form concerning institutional financial interests is required.  If the University has relevant licensing or equity interests, the following suggested language should be included in the consent form:

1. Inform the participant that UH has a financial interest:

The University of Hawaii has a financial interest in this study.

2. Describe the interest:

License

The University has granted a license to a private company to develop the [drug, device] being tested in this study.  If the [drug, device] proves to be safe and effect, the University could financially benefit from the sales of the [drug, device].

Equity

The University owns stock in a private company, which is the manufacturer of the [drug, device] being tested.  This means that the value of the University’s stock could go up or down depending on the results of the study.

IV. Opportunity for Research Participants to Obtain More Information

Provide the following language or a name and contact information for the participant to get more information.

If you have questions about this, please contact the investigator, Dr. Lehua Hale, at (808) xxx-xxxx or email her at lehua@hawaii.edu.


Sample Disclosure Paragraph





“Dr. Lehua Hale, the primary investigator on this study, has a financial interest in the experimental drug being studied.  Dr. Hale is a member of the executive board of ABC, Inc., the company manufacturing the experimental drug.





The University of Hawaii also has a financial interest in this study.  The University has granted a license to ABC, Inc., to develop the drug being studied.  Additionally, the University owns stock in ABC, Inc.  This means that the value of the University’s stock could go up or down depending on the results of the study.





If you have questions about these interests, please contact the study coordinator, Lani Jones at (808) 123-4567 and they will connect you with someone who can provide you answers to your questions.”
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