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CONFLICT OF INTEREST MANAGEMENT PLAN 

FINANCIALLY-INTERESTED PARTY (ies):  Conflicted Individual
PRINCIPAL INVESTIGATOR:  Investigator
SPONSOR:  Name
LICENSING ENTITY:  Company name
	Project Title
	Technology/IP

	
	


Conflicted Individual(s) will cooperate with officials of Wake Forest University (WFU) in managing potential conflicts of interest for grants and contracts awarded to WFU in which Conflicted Individual(s) has a significant financial interest.
LAY DESCRIPTION OF PROJECT:

BRIEF DESCRIPTION OF CONFLICT:
Relationship: Describe the relationship (income, equity, intellectual property licensing, royalties, or leadership position) with the entity/sponsor that creates the appearance of a conflict of interest.
Relatedness: Describe how the interest in sponsor/entity is related to the research or how the research could directly benefit the individual with the interest.
Ability to Affect the Research: Describe how the individual is able to directly affect the research (role of PI, designed study, oversees students on the project, could impact enrollment of human subjects, etc.) 
1.  Human Subjects Protections (delete section a. or b. that is not applicable)
a)  The conflict of interest will be managed for participants to ensure their safety and welfare.  Conflicted individual’s financial relationship will be disclosed during the informed consent process and he/she will not recruit or consent study subjects.  Financially-disinterested party, such as study coordinator or other faculty member, who has no related financial interest will consent study subjects.  The clinical study staff will adhere strictly to inclusion/exclusion criteria and randomization as stated in the protocol to avoid enrollment bias.  The conflict of interest and its management will be disclosed formally to the IRB.
b)  No human subjects research will be conducted in this project.
2. Personnel

All personnel directly involved in the conduct of the project will be made aware of the associated conflict of interest and the manner in which it will be managed.

3. Nepotism and Cronyism
All employees and contractors involved in this project were selected in accordance with school policy and based on qualifications, rather than prior personal relationship.

4. Students and Other Trainees (delete section a. or b. that is not applicable)
a) At this time, trainee name(s), role(s) (e.g., students, post-docs, etc.) and department(s) are expected to participate in this project. Their roles in the project will remain consistent with their overall training. 
Trainees will be informed that trainee advocate name (e.g. graduate student program director, dissertation committee chair, post-doctoral program director or other senior, financially-disinterested faculty member) will function as the trainees’ advocate.  Each trainee is instructed to notify the advocate if he or she feels that involvement with conflicted investigator in any way adversely affects his/her academic progress.   The advocate will be available to the trainees should concerns arise regarding the appropriateness of research assignments. Prior to engaging in the project, all trainees must complete an attestation of understanding that will be provided by the COI office.   
b) At this time, no trainees are expected to participate in this research.  If conditions change, this plan must be amended and approved by the conflict of interest committee before any trainees may participate.
5. Intellectual Property
Inventorship and ownership of any new intellectual property arising from this project will be determined in accordance with institutional policy.
6. Publications
Scholarly publications of this project will be submitted in accordance with the research agreement with WFU.  
· In the absence of journal specific requirements, the following disclosure language will be used for any publications, presentations, or media events from this research related to author’s (or family member’s) financial interests: [use suggested language from instructions] Ex., Professor X has a significant financial interest in ABC Corp., Inc. that provided the funding for this research, etc. 
Any trainees involved in this research project will be ensured the freedom of writing and publication about the research results without limitations or delays.
7. Data Oversight 
Specify who will oversee outcomes assessments and/or data analysis for the conflicted individual, if applicable.  Delete sections that are not applicable.
a) Financially-disinterested faculty member will provide data oversight by reviewing the outcomes assessments of subjects or test results prior to data release or publication and will provide a memo indicating such activity in each interim report.
b) Financially-disinterested faculty member will provide oversight of data analysis or perform the data analysis to ensure accepted statistical principles and to avoid the appearance of bias, and will provide a memo indicating such activity in each interim report. 
8. Additional Project Oversight 
If the conflicted investigator is the department chair, a senior financially-disinterested faculty member must be assigned this duty and procedure shall be specified.
Other circumstances may call for an additional level of oversight beyond the data oversight. Financially-disinterested faculty member designated will indicate his review and the results in the interim report. 
9. Use of Institutional Resources 
This project is being conducted in WFU space.  The space currently proposed for the conduct of the project is Bldg., Rm, assigned to faculty member. 
No institutional facilities, equipment or staff will be utilized for the direct benefit of the financially-interested party or the Entity unless such work is covered by a Research Agreement.  Should institutional facilities, equipment, or staff be utilized, the institution must be compensated fully and such projects must be well documented and charged to the sponsor.  
10.  Interim Reporting and Monitoring 
Conflict management plans are approved for a period of no more than 12 months at a time. In order to continue this plan, Conflicted investigator will prepare a report updating all information relevant to the management plan, which will be reviewed and approved by department chair or designee, his/her Department Chair or designee, who has no financial interest. The report will minimally include:
· all required oversight memos
· a copy of related publications from the past year

·  a copy of related presentation disclosure slides from the past year.
The interim report will be signed by the Principal Investigator and Department Chair or designee and forwarded to the Conflict of Interest Office for administrative review and presentation to the conflict of interest committee on at least an annual basis. 
The information contained in this management plan, including any attachments, is confidential and maintained by the WFU Conflict of Interest Committee.  This document, and the specific information included therein, is not available for review, disclosure, copying, or distribution to parties outside WFU.  In general, an overview of the management plan and its safeguards may be reported to a sponsor as required or if requested.
Management plan participants

	Role
	Name
	Signature
	Date

	Conflicted Investigator

	
	
	

	Data Oversight

	
	
	

	Trainee Advocate
	
	
	

	Project oversight
	
	
	


Department/Section Approval*

______________________________

Date:___________________


(Department Chair or designee, name)
Conflict of Interest Office acceptance
______________________________

Date:____________________

(Director, Teresa Anderson)
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