Conflict Assessment Checklist

I.  Does the investigator have a financial conflict of interest?

A. Is the financial interest related to the research?

1. Can the outcome of the research directly affect the value of the interest?


What is the potential size of the financial effect?


What is the likelihood of the effect occurring?


What is the time until realization of the potential value?

2. Can the research indirectly affect the value or expectation of a financial interest?


If so, what is the connection? 


What is the potential size of the financial effect?


What is the likelihood of the effect occurring?


What is the time until realization of the potential value?

3. Can the financial interest affect the research, even if the research cannot directly affect the financial interest?

If so, what is the connection?

Is it likely that the financial interest creates a sense of reciprocity in the investigator?

B. As the research is structured, does the investigator have the ability to make decisions that affect the research or the consequences to others?


If so, in what ways?



Decisions implicating safety




Analysis of preclinical work that may lead to human trials




Design of trials




Recruitment and consenting of subjects




Conduct of interventions




Collection of data




Reporting of adverse events




Analysis of data




Publication of results



Responsibility for timing and presentation of results



Sharing of data and developments (IP) with financially interested party



Decisions affecting students or trainees


Administrative decisions affecting the conduct of other activities within the institution

If the answers to parts A. and B. above are “yes”, then the investigator has a financial conflict of interest.

II. Risk-Benefit Analysis.  Do the benefits of allowing the research to proceed outweigh the risk of bias and its associated harm?
A. Risk 

How substantial is the risk of bias?

What are the consequences of bias?



Safety of subjects



Data integrity



Safety consequences for non-subjects



Investment decisions



Research resource allocation decisions



Delay in progress due to delay in release of results

B. Benefits

How important is the research?

How likely is it that research will resolve an important question?

How important is the investigator’s participation to the achievement of the research objectives?

III. Can the situation be managed to decrease the risk of bias to an acceptable level?
Can the bias incentive be reduced?


Can the size or probability of the financial interest be reduced?


Can conditions be imposed that would delay realization of the financial interest?

Can the investigator’s ability to introduce bias be reduced?

Can any of the roles in which the investigator might introduce bias be performed by others or restructured to eliminate possible bias?

Can the potential consequences of bias be reduced?


Is monitoring feasible and likely to be effective in revealing bias before significant consequences occur?


Is required disclosure of the financial interest sufficient to reduce the risk of bias?

