[image: image1.png]BOSTON





[image: image2.wmf] 


27. CONFLICT OF INTEREST (BMC)

Purpose:

Boston Medical Center seeks to ensure the integrity of academic research conducted by its workforce consisting of Medical and Dental Staff, employees, students, and contractors to sustain public confidence in that research. 

Policy:

All persons (“investigators”*) responsible for designing, conducting or reporting “covered research**” within Boston Medical Center Corporation who are submitting new, renewal or continuation applications for external funding must disclose whether they, their spouse, or any of their dependent children has a significant financial conflict of interest*** (FCOI) that could directly and significantly affect the design, conduct or reporting of covered research. 

The investigator is required to list all such significant financial interests and to identify (i) the nature and approximate monetary value of the interest; (ii) the person(s) having the interest; (iii) the investigator's relationship to such person(s); and (iv) whether the project will involve human subject research
The Principal Investigator (PI) is expected to determine which individuals are “investigators”.  When making this determination, the PI should consider whether these individuals have such responsibility that they would be essential to vouch for the integrity of the proposal, the conduct of (data collection and analysis, etc), and the reporting of research

For the full BMC policy regarding conflict of interest go to: http://internal.bmc.org/policy/pdf/HospitalWide/09_04_000_ConflictOfInterest_092007.pdf.

For the full BU policy regarding conflict of interest go to: http://www.bu.edu/research/compliance/financial-conflict/forms/index.shtml.
Guiding Regulations:

Code of Federal Regulations (CFR) at 42 CFR, Part 50, Subpart F, Responsibility of Applicants for Promoting Objectivity in Research for which PHS Funding Is Sought and 45 CFR Part 94.1, Responsible Prospective Contractors, promote objectivity in research by establishing standards to ensure that the design, conduct, and reporting of research funded under PHS grants, cooperative agreements, or contracts will not be biased by a conflicting financial interest of an investigator. It therefore requires that institutions seeking NIH support for research have a written administrative process to identify and manage FCOI. Institutions must inform investigators of the conflict of interest policy and of their individual responsibilities. 
Further, the grantee or contractor must: 

1.
Inform the relevant Institute or Center Chief Grants Management Officer or Chief Contracting Officer as appropriate, of the existence of any FCOI before spending any NIH funds awarded under a new award. Conflicts identified during the award period must 
be reported within 60 days of identifying them. These reports must indicate whether the FCOI has been managed, reduced, or eliminated. 

2. Make additional information available to NIH upon request. 

In addition to PHS, a number of federal agencies, including the Department of Defense, also adhere to the same procurement standards for federal awards and require written policies on conflict of interest that comply with 45 CFR Part 74.42:

The recipient shall maintain written standards of conduct governing the performance of its employees engaged in the award and administration of contracts. No employee, officer, or agent shall participate in the selection, award, or administration of a contract supported by Federal funds if a real or apparent conflict of interest would be involved. Such a conflict would arise when the employee, officer, or agent, or any member of his or her immediate family, his or her partner, or an organization which employs or is about to employ any of the parties indicated herein, has a financial or other interest in the firm selected for an award. The officers, employees, and agents of the recipient shall neither solicit nor accept gratuities, favors, or anything of monetary value from contractors, or parties to subagreements. However, recipients may set standards for situations in which the financial interest is not substantial or the gift is an unsolicited item of nominal value. The standards of conduct shall provide for disciplinary actions to be applied for violations of such standards by officers, employers, or agents of the recipients.

and 45 CFR 92.36(b):

(3) Grantees and subgrantees will maintain a written code of standards of conduct governing the performance of their employees engaged in the award and administration of contracts. No employee, officer or agent of the grantee or subgrantee shall participate in selection, or in the award or administration of a contract supported by Federal funds if a conflict of interest, real or apparent, would be involved. Such a conflict would arise when:

(i) The employee, officer or agent,

(ii) Any member of his immediate family,

(iii) His or her partner, or

(iv) An organization which employs, or is about to employ, any of the above, has a   financial or other interest in the firm selected for award. The grantee's or subgrantee's officers, employees or agents will neither solicit nor accept gratuities, favors or anything of monetary value from contractors, potential contractors, or parties to subagreements. Grantee and subgrantees may set minimum rules where the financial interest is not substantial or the gift is an unsolicited item of nominal intrinsic value. To the extent permitted by State or local law or regulations, such standards or conduct will provide for penalties, sanctions, or other disciplinary actions for violations of such standards by the grantee's and subgrantee's officers, employees, or agents, or by contractors or their agents. The awarding agency may in regulation provide additional prohibitions relative to real, apparent, or potential conflicts of interest.

Procedure:

All Boston Medical Center key personnel listed on new, competing, or non-competing grant applications that are or will be administered by the BMC grants office must complete, sign, and submit a conflict of interest (COI) form to the BMC grants administration office at the time of submission.

NO:
COIs are filed alphabetically by PI last name by the office assistant and kept on record in the COI binder in the grants office
YES:
COIs are immediately sent to the Office of Research Compliance & Health Information Privacy (ORC) via interoffice mail using the address below:
Office of Research Compliance & Health Information Privacy

Attention:  Compliance Program Coordinator

85 East Newton Street, M-840, 8th Floor

Ph:  1-617-414-4741



Fax:  1-617-414-4741

orchip@bu.edu

· The documents sent to the ORC Compliance Program Coordinator are:
· A completed COI cover form;
· The original YES COI form;
· A proposal summary sheet; and
· A scope of work and/or abstract.
· A copy of what was sent to the COI Office is given to the Pre Award Associate Director for filing.
· A copy of the COI cover form is kept in the gray folder as a place holder that a “yes” COI was sent to committee for that proposal

· The BU/BMC COI Committee will review the COI information and work with the investigator to manage, reduce or eliminate the conflict as deemed necessary.  Once a decision has been reached, the OCR informs the dean and/or the CEO of the financial conflict, and the management plan.  After upper management approves the plan, the OCR sends the BMC (or BU) Grants Office a copy of all the COI information.  The Grants Office notifies the sponsor that the conflict of interest exists and that it is being managed.
If there are multiple “Yes” COIs within one application, a separate COI cover form, proposal summary sheets and abstracts are sent to the ORC Program Coordinator—one for each “Yes” COI form.
Notes:

* “Investigator” includes all principal investigators and co-investigators, and may include others (e.g., granduate students, post-doctor fellows, and technicians) who re responsible for designing, conducting or reporting Covered Research.

** “Covered Research” referes to all to all externally funded research and all human subject research at Boston Medical Center (regardless of funding).

*** “Significant financial interest” refers to anything of monetary value, including a salary, consulting fee, honorarium, or other payment for service; equity interests, including stocks, stock options or other ownership interests; and intellectual property rights, including patent rights owned by the investigator, or on which a clinical instigator is a named inventor (whether licensed or not), copyrights and royalties.  This Conflict of Interest Policy, however, excludes from consideration the following items:

(a) salary, royalties, or other remuneration from Boston Medical Center Corporation or Boston University Medical School or BU Charles River Campus;

(b) income from seminars, lectures, or teaching engagements sponsored by public or non-profit entities (for definition of an “entity”  see the BMC Policy, footnote 3, or BUMC policy and procedures); 

(c) income from service on advisory committees or review panels sponsored by public or non-profit entities;

(d) an equity interest that in total (including the interests of both the investigator and the members of his/her immediate family) does not exceed $10,000 in value (determined through reasonable measures of fair  market value)and does not represent more than a 5 per cent (%) ownership interesting in any single entity;

(e) salary, royalties or other payments from a single entity (or group of affiliated entities) that, when aggregated for the investigator and members of the investigator’s immediate family over the next twelve months, are not expected to exceed $10,000. 

Form – Attachment A (next page)

	Investigator’s Name
	     

	School
	     
	Department/Section
	     

	Covered Research Project Title
	     

	Funding Agency (if any)
	     

	Name of Principal Investigator (if not yourself)
	     



All persons (“investigators”*) responsible for designing, conducting or reporting “covered research**” for which Boston Medical Center Corporation and/or Boston University Medical School are submitting a new, renewal or continuation application for external funding must provide the following information.  The Principal Investigator (PI) is expected to determine which individuals are “investigators”.  When making this determination, the PI should consider whether these individuals have such responsibility that they would be essential to vouch for the integrity of the proposal, the conduct of (data collection and analysis, etc), and the reporting of research.  [NOTE:  If you have previously submitted a Conflict of Interest Disclosure Form for this research project, you may attach a copy of that Disclosure Form and provide only such information as has changed]

Do you, your spouse or dependent children have a significant financial interest***, which would reasonably appear to be affected by the “covered research” for which you seek funding?





 FORMCHECKBOX 
  YES



 FORMCHECKBOX 
  NO

Do you, your spouse or dependent children have a significant financial interest in any business or legal entity whose financial interests would reasonably appear to be affected by this “covered research”?





 FORMCHECKBOX 
  YES



 FORMCHECKBOX 
  NO
If your answer to either question is “YES”, you must also answer the following:
a.     Please list all such significant financial interests, indicating the nature of each interest and its approximate monetary value:

     
b. Please list name(s) of person(s) with significant financial interest(s):

      

c.   
Is this human subject research?  (clinical studies to evaluate the safety of effectiveness of a drug, medical devise, treatment, or diagnostic test on human subjects)




 FORMCHECKBOX 
  YES



 FORMCHECKBOX 
  NO

If I am the principal or co-principal investigator for this research project, I understand and agree that I must ensure that all persons responsible for the design, conduct or reporting of the proposed “covered research” complete this Disclosure Form, and that all required Disclosure Forms are attached.  The “investigators” who must make disclosure on this research are listed below:

	     

	     

	     


I understand and agree that I must promptly file an update to this Disclosure Form if any of the information reported here should change materially.

I certify that I have read and understand the Boston Medical Center Corporation and/or the Boston University Medical School Policies on Conflicts of Interest, that I have made all required disclosures, and that I will comply with these Policies and any conditions imposed by the Hospital or University to manage, reduce or eliminate a conflict of interest.
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Print Name




Signature




Date

*    “Investigator” includes all principal investigators and co-investigators, and may include others (e.g., granduate students, post-doctor fellows, and technicians) who re responsible for designing, conducting or reporting Covered Research.

**    “Covered Research” referes on the Boston University Medical Campus and Boston Medical Center to all research, and on the Charles River Campus to all externally funded research and all human subject research (regardless of funding).

***  “Significant financial interest” refers to anything of monetary value, including a salary, consulting fee, honorarium, or other payment for service; equity interests, including stocks, stock options or other ownership interests; and intellectual property rights, including patent rights owned by the investigator, or on which a clinical instigator is a named inventor (whether licensed or not), copyrights and royalties.  This Conflict of Interest Policy, however, excludes from consideration the following items:

(f) salary, royalties, or other remuneration from Boston Medical Center Corporation or Boston University Medical School or BU Charles River Campus;

(g) income from seminars, lectures, or teaching engagements sponsored by public or non-profit entities (for definition of an “entity”  see the BMC Policy, footnote 3, or BUMC policy and procedures); 

(h) income from service on advisory committees or review panels sponsored by public or non-profit entities;

(i) salary, royalties or other payments from a single entity (or group of affiliated entities) that, when aggregated for the investigator and members of the investigator’s immediate family over the next twelve months, are not expected to exceed $10,000. 
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