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Clinical Investigator Disclosure for Food and Drug Administration-Regulated Research

The purpose of this form is to obtain financial disclosures from clinical investigators in a Food and Drug Administration (FDA) covered clinical study[footnoteRef:2] that will be conducted at the University of Pittsburgh and monitored by the University Education & Compliance Support for Human Subject Research Division. [2:  See 21 CFR 54 on Financial Disclosure by Clinical Investigators.] 


Each University-affiliated clinical investigator in the study must complete and submit this form. You must update this form if the response to any question in Section 2 changes while the study is ongoing or during the year immediately following completion of the study.  For Investigational New Devices (INDs), this includes individuals listed in box 6 of Form FDA 1572. For Investigational Device Exemptions (IDEs), this includes individuals who signed the Investigator Agreement.

For purposes of this form, the sponsor is the entity that supports the study at the time it is carried out. 
· There may be more than one sponsor. 
· A party is a sponsor if it designs and conducts the study, provides funding, or provides the tested product. 
· A party is not a sponsor if it provides a tested product and is reimbursed for that product.
· The sponsor(s) listed on this form may differ from the IND or IDE sponsor.


If there is a “yes” response to any question in Section 2, email this completed form to the University Conflict of Interest (COI) Division at coi@pitt.edu. 



Section 1
	Name of Clinical Investigator:
	

	Study Title:
	

	Study Sponsor(s):
	

	Site Principal Investigator:
	

	IND/IDE Number:
	

	Tested Product:
	



Section 2
Disclose your financial interests and those of your spouse and dependent children (“family member”).
	1.
	I or a family member have a financial arrangement with the sponsor and the value of that financial arrangement could be influenced by the outcome of the study. 
Example: I am a paid consultant to the sponsor and my compensation could increase if the results of the study are favorable.
	Yes
	No

	2.
	The sponsor makes payments exceeding a combined value of $25,000 to me or a family member or to the University for my direct support.
Include:
· Payments made while the study is ongoing and during the year immediately following completion of the study.
· Payments, retainers, or honoraria from the sponsor for outside activities such as consulting, participating on committees, and serving as a preceptor.
· Grants, contracts, and in-kind support from the sponsor to the University to fund your ongoing research, including providing funding, supplies and equipment except for this project.
Examples: 
· The sponsor provides a $50,000 grant to the University that lists me as PI and funds my ongoing research that is unrelated to this project. 
· I consult for the sponsor and will receive $27,000 in compensation while the study is ongoing.
Do not include:
· Payments from the sponsor to the University for the cost of conducting this study or for clinical studies of other company products.
· Grants and contracts from the sponsor to the University that do not support my University activities.
	Yes
	No

	3.
	The sponsor is a non-publicly traded company and I own equity in the sponsor.
· Include equity you or a family member own while the study is ongoing or during the year immediately following completion of the study.
Example: I own equity in the sponsor, which I received as compensation in exchange for providing consulting services.
	Yes
	No

	4.
	The sponsor is a publicly traded company and I own equity in the sponsor that exceeds $50,000 in value.
· Include equity owned by you or a family member that exceeds $50,000 in value while the study is ongoing or during the year immediately following completion of the study.
· Do not include equity interests you or a family member hold in publicly traded mutual funds or other investment vehicles over which you do not have control of decisions to buy or sell the individual interests.
Example: While the study is ongoing, my spouse purchased stock in the publicly traded sponsor with a value of $90,000. Since the study is ongoing, I must inform the PI of this new financial interest.
	Yes
	No

	5.
	I have a proprietary interest in the tested product, including a patent, trademark, copyright, or license agreement.
· Include your role as an inventor of technology associated with the tested product, including technology developed at the University.
Example: I am an inventor of University technology that is licensed to the sponsor and that was used to develop the tested product.
	Yes
	No



Section 3

	1.
	During the past twelve months, I completed an Annual Disclosure Certification in MyDisclosures (www.mydisclosures.pitt.edu).
	Yes
	No

	2.
	I certify my responses to the above questions are complete and accurate.
	Yes
	No

	3.
	I will update this form if my response to any question in Section 2 changes while the study is ongoing and for one year following completion of the study.
	Yes
	No










__________________________						_______________________________
Clinical Investigator Signature						Date
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