
Risk Analysis for Determination of Conflict of Interest Management

The process of determining what kind and level of management is needed for a given conflict of interest is an exercise in risk assessment.  
I.
The areas of university responsibilities at risk from conflicts of interest are:
Scientific/scholarly integrity

The potential adverse effect on scientific integrity in a conflict of interest situation is compromise of the science/scholarly activity to meet the goals of the for-profit entity.  For example, the research may be inappropriately designed from a scientific point of view so as to generate results that are beneficial to the business; or the data may be skewed or altered to meet business rather than scientific interests; or analyses may present only results useful to business interests.

Students/subordinates

The potential adverse effect on students in a conflict of interest situation is misuse of a student’s academic program.  For example, the student may be assigned to work on projects that benefit an employee’s outside financial interests but are not congruent with the student’s academic interests.  A similar concern for subordinates would be assignment to tasks that benefit their supervisor’s outside financial interests to the detriment of the subordinate’s University responsibilities.

Human subjects

Scientific integrity is of even greater concern where human subjects are involved, as the data generated may have direct effects on human health and well-being.  Furthermore, since it is required that potential subjects have all relevant information about potential risks and benefits of the project in order to provide informed consent to participate, failure to provide information about an investigator’s personal financial interest in an external business entity related to the research could have two adverse effects:  (1) subversion of the subject’s sense of the scientific basis of research conducted at academic institutions, resulting in lessening of his/her willingness to continue to participate and/or a sense of being used for financial rather than scientific purposes; and (2) undermining of the public’s confidence in the integrity of science (and hence individuals’ willingness to participate in research) .

Intellectual property
The potential adverse effect of a conflict of interest on intellectual property is diversion of intellectual property from the University of Colorado.  For example, keeping IP at the business entity in which the employee has a financial interest rather than disclosure of it to TTO for determination if UCB has any interest in the IP. 

Procurement/purchasing

The potential adverse effect of a conflict of interest in a procurement/purchasing situation is (mis)use of the employee’s procurement authority to benefit his/her outside financial interest to the detriment of the financial interests of the University of Colorado.

If none of these areas is involved, then it is most likely not a conflict of interest situation for which this committee has responsibility.  
II.
The two arenas of risk that we evaluate are (1) the discloser’s university activities and (2) his/her association with the business entity in question.

Factors that affect risk:

Factors related to University activities:
1.
Does the discloser conduct research/scholarly activity?  Is it externally funded?  

2.
Is the business entity funding the discloser’s research/scholarly activity at the 
University?

3.
Are students involved in the discloser’s research/scholarly activity?

4.
Are human subjects involved in the discloser’s research/scholarly activity?

5.
Is IP involved in the discloser’s research/scholarly activity?

6.
Does the discloser purchase from the business entity for his/her university 
activities?

These are all yes/no factors – the greater the number of affirmative responses, the greater the kinds of management necessary.  However, the first four are significantly more important than the last two, especially for the federal agencies that require conflict of interest disclosure and management.
Factors related to the relationship with the business entity:
1.
How much greater than the threshold amount ($10,000/year) is the income from 
the business entity?

2.
How much greater than the threshold amount ($10,000/year or 5%) is the equity 
interest in the business entity? What is the size of the business entity?

3.
What degree of ownership (if any) does the discloser have in the business entity?

These questions measure responses across a range from little to a lot, where often “a little” and “a lot” are relative terms.  Common sense assumes that the “higher” the answers, the greater the risk and the more management is needed.  Another assumption is that the probability of the discloser’s actions affecting a very large company is less than the probability that his/her actions can affect a small company.  Thus the risk of adverse effects from a conflict of interest are less for a large company.
III.
Final determination of management involves


1.
summary of the areas of risk from the relationship with the 




business entity, which determines the kinds of management to be 



undertaken; and


2.
a somewhat subjective assessment of the “degree” of risk to those areas of 


risk, which determines the magnitude of the management to be undertaken

