Model Language for Disclosing Financial Interests to Potential Research Participants

For questions, contact the COI Office at coi@uic.edu or (312) 996-4070.

Who might benefit financially from this research?

Insert COI disclosure language here.  Examples appear below.

(Note:  If this does not apply to your research, please omit this entry and delete the heading.)
Examples:

These examples don’t cover every possible situation, nor do they reflect the various permutations that occur (e.g., University and researcher both hold equity) but the COI office suggests beginning here and contacting the COI office for assistance with refining the disclosure language.  

1.  University holds patent on test, drug, device, treatment.

Research studies like this one are designed to determine whether the [test, drug, treatment, device] is safe and effective.  The University of Illinois owns a patent on some of the technology used in the [test, drug, treatment, device] being studied.  If research shows the [test, drug, treatment, device] is safe and effective, the University of Illinois would receive a part of the profits from any sales of the [test, drug, treatment, device]. 

The Institutional Review Board has reviewed the possibility of financial benefit. It believes that the possible financial benefit to the University is not likely to affect your safety and/or the scientific quality of the study. If you would like more information, please ask the researchers or the study coordinator.

2.  University holds equity in the company making the test, drug, device, treatment.

This research is designed to test a product made by [company].  The University of Illinois has an investment in [company], such as stock.  The financial value of this investment might be affected by the results of this study.  This means that the University of Illinois could gain or lose money depending on the results of this study.  

The Institutional Review Board has reviewed the possibility of financial benefit. It believes that the possible financial benefit to the University is not likely to affect your safety and/or the scientific quality of the study. If you would like more information, please ask the researchers or the study coordinator.

3.  Researcher is an inventor/could receive royalties on test, drug, device, treatment.

Research studies like this one are designed to determine whether the [test, drug, treatment, device] is safe and effective.  Dr. [Researcher name], one of the researchers in this study [or, the person leading this study, depending on the situation], is an inventor of the [test, drug, treatment, device] being studied.  If research shows the  [test, drug, treatment, device] is safe and effective, Dr. [Researcher name] would receive a part of the profits from any sales of the  [test, drug, treatment, device]. 

The Institutional Review Board has reviewed the possibility of financial benefit. It believes that the possible financial benefit to Dr. [Researcher name] is not likely to affect your safety and/or the scientific quality of the study. If you would like more information, please ask the researchers or the study coordinator.

4.  Researcher receives money from the sponsor outside of the study (consulting, advisory boards, speakers bureau, etc).

This research study is supported by money from [company].  In addition, Dr. [Researcher name], one of the researchers in this study [or, the person leading this study, depending on the situation], receives extra money from [company] for work that is not a part of this study.  These activities may include consulting, advisory boards, giving speeches, or writing reports.  Dr. [Researcher name] might receive hundreds, or thousands, of dollars for this work.

The Institutional Review Board has reviewed the possibility of financial benefit. It believes that the possible financial benefit to Dr. [Researcher name] is not likely to affect your safety and/or the scientific quality of the study. If you would like more information, please ask the researchers or the study coordinator.

5.  Researcher holds equity in the company making the test, drug, device, treatment.

This research is designed to test a product made by [company].  Dr. [Researcher name], one of the researchers in this study [or, the person leading this study, depending on the situation], has an investment in [company], such as stock.  The financial value of this investment might be affected by the results of this study.  This means that Dr. [Researcher name] could gain or lose money depending on the results of this study.  

The Institutional Review Board has reviewed the possibility of financial benefit. It believes that the possible financial benefit to Dr. [Researcher name] is not likely to affect your safety and/or the scientific quality of the study. If you would like more information, please ask the researchers or the study coordinator.

6.  Researcher is employee of company which has patent/has or will manufacture test, drug, device, treatment (but will not receive any royalties and does not expect other incentive income based on sales of the product).

This research is designed to test a product made by [company].   The  [test, drug, treatment, device] is manufactured and sold by [company].   Dr. [Researcher name], one of the researchers in this study [or, the person leading this study, depending on the situation],  is an employee of [company].  If research shows the  [test, drug, treatment, device] is safe and effective, Dr. [Researcher name] would not receive any direct benefit, but [company] would receive profits from any sales of the  [test, drug, treatment, device].  

The Institutional Review Board has reviewed the possibility of financial benefit. It believes that the possible financial benefit to [company] is not likely to affect your safety and/or the scientific quality of the study. If you would like more information, please ask the researchers or the study coordinator.

This model language was developed based on research cited below.  
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