Partners PHS/NSF/AHA/ACS Conflicts of Interest Disclosure Form

Instructions for Completing the Form

What is this Form?  The Public Health Service (PHS) (including the National Institutes of Health (NIH)), the National Science Foundation (NSF), the American Heart Association (AHA),  and the American Cancer Society (ACS) require each Principal Investigator, and any other individual who is responsible for the design, conduct, or reporting of funded research  to disclose certain personal and family financial interests that relate to the proposed research in order to enable the recipient institution to assess whether a conflict of interest exists that must be managed, reduced or eliminated.   

Who Has to Complete the Form?  Individuals who must complete the form include Principal Investigators, all key personnel, as well as individuals who the Principal Investigator determines to be responsible for the design or reporting of the research, or to play any role in conducting the research such that they reasonably would be expected to influence its outcome (all are referred to below as “Individuals”). All forms must be completed by the Individual him or herself and no one else. Copies of the regulations and policies detailing these requirements are available from Partners Research Management.
What Do I Have to Do to Complete the Form?  Completing the form is a three step process:


Step 1:
Identify any Significant Financial Interests (see below for more detail and guidance)


Step 2:
Determine whether the Significant Financial Interest(s) identified in Step 1 “would reasonably appear to be affected by the research, or is in or from entities whose financial interests would reasonably appear to be affected by the research.”  (see below for more detail and guidance)


Step 3:
Complete the Form based on your determinations from Steps 1 and 2, and return the completed form to either your Principal Investigator, or, if you prefer, directly to Research Management.  The regulations prohibit the institution from accepting any grant funds until the forms have been completed and processed for all required Individuals on the project.

More Detail:

To summarize the requirements, each Individual identified in a grant application must disclose to Partners any “Significant Financial Interests” (i) that would reasonably appear to be affected by the research for which the funding is sought, or (ii) in or from entities whose financial interests would reasonably appear to be affected by the research. Thinking about whether this applies to you is really a two-step process:  

· First, by “Significant Financial Interest” is meant anything of monetary value, including but not limited to,  salary, or other payments for services (e.g. consulting fees or honoraria); equity interests (e.g. stocks, stock options or other ownership interests); and intellectual property rights (e.g. patents, copyrights and royalties from such rights).  However, the term does not include salary, royalties or other remuneration paid to the Individual through BWH, MGH, or another Partners-affiliated hospital; income from seminars, lectures or teaching engagements sponsored by public or nonprofit entities; income from service on advisory committees or review panels for public or nonprofit entities; an equity interest that, when aggregated for the Investigator and the Investigator’s spouse and dependent children, meets both of the following tests: does not exceed $10,000 in value as determined through reference to public prices or other reasonable measures of fair market value, and does not represent more than a five percent ownership interest in any single entity; and salary, royalty or other payments that when aggregated for the Investigator and the Investigator’s spouse and dependent children over the next twelve months, are not expected to exceed $10,000. Given all this, you must first determine if you have a “Significant Financial Interest.”

· Second, if you have a “Significant Financial Interest” you should then use your best judgment as to whether the Financial Interest would reasonably appear to be affected by the research for which the funding is sought, or is in or from entities whose financial interests would reasonably appear to be affected by the research.  If the answer is “yes”, you must indicate that on the disclosure form.

Note that the Significant Financial Interests that Individuals must disclose under the PHS/NSF/AHA regulations go beyond those which are prohibited under the conflicts of interest rules of Harvard Medical School and Partners HealthCare System.  Examples of  interests that are not prohibited by HMS or Partners, but that must be disclosed under the PHS/NSF/AHA rules are:  receipt of over $10,000 per year from a company that co-sponsors, or may benefit from, your NIH-sponsored non-clinical research; holding equity (over the amounts described above) in a company that does not sponsor but may benefit from your NIH-sponsored non-clinical research; and holding equity (over the amounts described above) in, or receiving over $10,000 per year from, a company that derives a significant portion of its revenue from a product that competes with the technology that is the subject of your NIH-sponsored clinical or non-clinical research. 

Partners Research Management will review Individual disclosures and make a judgment as to whether a problematic conflict exists.  If it does, Partners must manage, reduce, or eliminate the conflict before a grant is activated; Partners is further required to report the existence of such a conflict to the funding agency.  The specific financial information provided on your form will be handled as discretely as possible, but it may be necessary to report it if so requested by the funding agency.



The Principal Investigator must ensure that all Individuals, that is, the Principal Investigator and all key personnel as well as individuals who the Principal Investigator determines to be responsible for the design or reporting of the research, or to play any role in conducting the research such that they reasonably would be expected to influence its outcome at a Partners HealthCare institution -- complete this form and submit all forms along with the PI’s grant application to Partners Research Management.  Individuals working on the project at or on behalf of a subcontractor should not be included – this only applies to those who will perform work on the project at or on behalf of a Partners HealthCare institution.  The Principal Investigator must list all Individuals on the form below.  Research Management will not consider the disclosure process to be complete until it receives forms from all Individuals.  All Individuals must report to Partners Research Management any new reportable Significant Financial Interests acquired during the period of the award.

________________________________________________________________________________

*** Please complete the form on the next page and return it to Partners Research Management along with the relevant PHS, NSF, AHA or ACS grant application/s. ***

Partners PHS/NSF/AHA/ACS Conflicts of Interest Disclosure Form

NOTE:  Principal Investigators must complete all three sections of this form.  All other personnel must only complete Sections I and III.

Name of Individual completing form:___________________________________________________________





(Please Print)

Title of Grant:
____________________________________________________________________________

Principal Investigator on Grant: _______________________________________________________________

SECTION I:
DISCLOSURE  (All Individuals must complete Section I)

PLEASE CIRCLE ONE (Note carefully the criteria):

DO YOU (including your spouse and dependent children) have any Significant Financial Interests (i) that would reasonably appear to be affected by the research for which the funding is sought, or (ii) in or from entities whose financial interests would reasonably appear to be affected by the proposed research?

NO

 



YES

IF YOU ANSWERED NO, please sign the form below and return.

IF YOU ANSWERED YES, please describe the Significant Financial Interest (“SFI”):

· If your SFI is in an entity or entities, list names of entity/entities: _____________________________________________________________________________________

_____________________________________________________________________________________

· Does the SFI in the entity consist of income (employment, consultant, honoraria, non-institutional royalty or other income that, in the aggregate, including that paid to your spouse and dependent children, exceeds $10,000 per year)?  ___Yes    _____No
If Yes, describe:

· Does the SFI in the entity consist of equity (stock, including stock options or any other ownership interest that in the aggregate, including that held by your spouse and dependent children, exceeds $10,000 or 5% share of the entity)?:  _____Yes ______No

If Yes, describe:

· If your SFI is not in an entity (e.g. if it consists of privately owned intellectual property), describe the SFI:
_____________________________________________________________________________________

_____________________________________________________________________________________

· Please briefly explain the connection between your proposed research and the SFI you have listed above (i.e., why is this Significant Financial Interest reasonably likely to be affected by the research, or why is the entity in which you have the Financial Interest reasonably likely to be affected by the proposed research?).  Use back of form or additional sheets, if needed.
SECTION II:  LIST OF INDIVIDUALS (Only the Principal Investigator must complete Section II)

List all Individuals, that is, all key personnel plus all other individuals who you have determined to be responsible for the design or reporting of the research, or to play any role in conducting the research such that they reasonably would be expected to influence its outcome at a Partners HealthCare institution.  Only list those Individuals who meet the above definition who are working on the project at or on behalf of a Partners HealthCare’ institution.  Individuals working on the project as an employee of or for the benefit of a subcontractor to this project do not have to be listed here since they will be covered under the subcontractor’s conflict of interest process. 

Principal Investigators, please have each of these Individuals complete this disclosure form and return it to you or to Research Management for submission with the project proposal.  Research Management can not consider the disclosure process to be complete until it receives forms from all Individuals.

All PIs and Key Personnel:




All others who meet the italicized definition above

(please list all)






(if None, please state so below)

_________________________



_________________________

_________________________



_________________________

_________________________



_________________________

_________________________



_________________________

_________________________



_________________________

_________________________



_________________________

SECTION III:  CERTIFICATION (all Individuals must complete Section III) 

I certify that the information disclosed in this form is true and accurate to the best of my knowledge.

_______________________________________

___________________________________

Signed - Individual





Date
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