
PARTNERS HUMAN RESEARCH COMMITTEE
INVESTIGATOR DISCLOSURE FORM
INVESTIGATOR INFORMATION
Your Name: 
     
STUDY INFORMATION
PHRC Protocol Number (if known): 

     
Title of Protocol:  

     
Company(ies) sponsoring or providing support for the research: 

     
Note: Support includes providing funds, drug, device, or other resources.

Name of the product(s) or technology(ies) that are the focus of the study or that are being used in any significant way:
     
Note: Technology that is used in a significant way includes, for example, imaging equipment that, while not the focus of the study, is an important part of the study design and will need to be described and identified in the methods section of a publication.  This includes licensed intellectual property such as patents, patent applications, and copyrighted materials.
Name of the company (or companies) that owns, makes, or licenses this product or technology:
     
Note: Company includes any company that owns, makes, or licenses the product or technology.

DISCLOSURES
Note: Capitalized and underlined terms are defined at the end of this document.
A.
FINANCIAL INTERESTS
1. Do you or, to your knowledge, does any Family Member have a Financial Interest in a company that could reasonably appear to be related to this study?  Please answer “YES” if the company:

a. Is a sponsor of this study

b. Owns, manufactures or develops any drug, device, or technology that is used in a significant way in this study

c. Is developing products or technology similar to any drug, device, or technology that is being investigated by this study

d. Owns, manufactures or develops any drug, device, or technology, the value of which could be influenced by the results of this study

e. Could reasonably be interested in any new IP resulting from the study

f. Could otherwise reasonably appear to be affected by the study

 NO
 YES (if yes, complete Appendix A)

B. FIDUCIARY ROLE
2. Do you now serve, or in the past 2 years have you served, in a Fiduciary Role for any of the companies that a) sponsor the study or, b) own, make, or license any product or technology that is the focus of this study or that is used in any significant way?
 NO
 YES (if yes, complete Appendix B)

C.
PATENTS AND PATENT APPLICATIONS
3. Are you or, to your knowledge, is a Family Member a named inventor on a patent or on a patent application that has been, or which you anticipate will be filed claiming technology that is involved in the research?

 NO
 YES (if yes, complete Appendix C)
“Family Member” is defined as your spouse or domestic partner, and dependent children.  Note that you are asked to provide information on your Family Members only on the basis of what you currently know – you are not asked to or obligated to ask Family Members for more information about their finances.

“Financial Interest” is defined as an interest in a company consisting of: (1) any stock, stock option or similar ownership interest in the business, but excluding any interest arising solely by reason of investment in a company by a mutual, pension, or other institutional investment fund over which you do not exercise control; or (2) receipt of, or the right or expectation to receive, any income from such business (or from an agent or other representative of such business).  Examples of income include, but are not limited to, consulting fees, salary, or other payments for various services, interest in real or personal property, dividend payments, payments derived from the licensing of technology, and forgiveness of debt.  The term explicitly excludes, however, postmarket royalties.
A “Fiduciary Role” includes but is not limited to members of the fiduciary board of directors, managers of or members of a member-managed limited liability company, and partners in a partnership or limited liability partnership.   Serving on a Scientific Advisory Board (SAB) is not a Fiduciary Role.
CERTIFICATION
I hereby certify the following:

· The statements I have made in this form are true, complete, and accurate to the best of my knowledge.

· I accept the obligation to comply with all applicable federal regulations and state laws, institutional policies and procedures, and the requirements and determinations of the Partners Human Research Committee with respect to this research.

· I understand that this form does not take the place of my obligation to fill out other conflict of interest disclosure forms that I may receive periodically from Harvard Medical School or Partners HealthCare.

· I understand that it is my responsibility to report to the IRB updated information about any additional payments received from or changes in stock or other ownership holdings in any of the companies described above as well as any changes to the answers provided for Sections A, B, or C in this form, as soon as possible, but in no event later than 30 days after the receipt of such payment or the change in stock/ownership holdings or other status.

· I understand that for such time as I am participating in the clinical research:

· I may not receive more than $10,000 in any calendar year from a company that sponsors the study or owns technology being evaluated in the study.  (Note, as stated above, your obligation to provide updated information to the IRB applies to any additional compensation you receive from any of these companies, not just compensation over $10,000 in a given calendar year.);

· I may not hold any stock or other ownership interest in any company that provides support for this study if the company is a private company; I may not hold stock valued at more than $30,000 in any publicly traded company that provides support for this study;
· I may not serve in a Fiduciary Role for any of the companies that sponsor the study or own technology being evaluated in the study.
Signature
Signature of Investigator
Date
APPENDIX A
If you answered “YES” to question #1, please list all Financial Interests that could reasonably appear to be related to the study:
Stock, Stock Options, or Other Ownership Interest
	Name of company
	Type of interest (e.g., stock, stock options, other ownership interest)
	Specify Public or Private Company
	Who holds the interest? (e.g., you or Family Member)
	Current Value
	% Ownership
	Describe how this company is related to the study

	Example:  Pfizer
	stock
	public
	spouse
	$50,000
	<1%
	Manufacturer of drug being evaluated in study

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Income (consulting, speaking engagements, serving on SAB, etc.)
	Name of company
	Description of service provided (e.g., grand rounds)
	Who holds the interest? (e.g., you or Family Member)
	Date(s) of payments received in last 12 months
	Amount of payment

($1 and above)
	Describe how this company is related to the study

	Example:  Merck
	SAB
	self
	MM/DD/YY
	$1,500
	Makes a drug similar to the one being evaluated in study

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Non-Royalty Licensing Income (payments not based on sales, e.g., milestone payments, license fees)
	Name of company
	Type of payment (e.g., milestone, license fees, upfront payment)
	Payment received directly from company or indirectly through Partners?
	Who received the payment? (e.g., you or Family Member)
	Date(s) of payments received in last 12 months
	Amount of payment

($1 and above)
	Describe how this company is related to the study

	Example:  Novartis
	milestone
	Through Partners
	self
	MM/DD/YY
	$500
	Makes a drug similar to the one being evaluated in study

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


APPENDIX B
If you answered “YES” to question #2, please list your Fiduciary Roles in companies that a) sponsor the study, or b) own, make, or license the technology that is the focus of this study:
Fiduciary Role
	Name of company
	Position (e.g., Board of Directors, CFO)
	Date(s) of payments received in last 12 months 
	Amount of payment
($1 and above)

	Example:  Roche
	Board of Directors
	MM/DD/YY
	$1,000

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


APPENDIX C
If you answered “YES” to question #3, please list the patents or patent applications that claim technology involved in this study:
Patents and Patent Applications

	Subject of patent application/patent 
	Entity that owns patent application/patent (e.g., Partners, you; if other, specify)
	Inventor:  (e.g., you or Family Member)
	Has a patent been issued? Yes/No
	Has the technology been licensed or is license under negotiation?  If yes, specify licensee/potential licensee
	License payments received over last 12 months ($1 and above)


	Describe how the technology is being used in this study

	Example:  cancer drug
	Partners
	self
	yes
	Yes, Amgen
	none
	This drug is a control in this study
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