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Institutional Review Board


Physician Financial Disclosure Form
It is the policy of McLeod Health to ascertain potential conflicts of interests of its medical staff, speakers and/or presenters, and to determine whether financial relationships and/or other interests affect the rights and welfare of McLeod's patients. In certain circumstances federal law requires such disclosure. This disclosure is intended to ensure that financial interests and arrangements of clinical investigators that could affect the reliability of data submitted to FDA are identified, disclosed, and addressed appropriately; that products and pharmaceuticals are appropriately evaluated for independency and safety; and that other arrangements would not compromise the safety or well being of patients. McLeod Health physicians may have such interests reviewed by McLeod's Institutional Review Board, Pharmacy and Therapeutics Committee, the Products and Evaluation Committee, and/or any other committee as McLeod deems appropriate.
Please indicate below if you, (including your spouse or dependent children) have any of the following disclosable financial arrangements:

Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
 Has any compensation been made to you in which the value of compensation could be affected by a study/case's outcome?

Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
  Do you have a proprietary interest in a tested product, drug, biologic product, or device, including, but not limited to, a patent, trademark, copyright or licensing agreement?

Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
 Do you have any equity interest in the sponsor of a covered study, i.e., any ownership interest, stock options, or other financial interest whose value cannot be readily determined through reference to public prices or any equity interest in a publicly held company that exceeds $10,000 in value? (The requirement applies to interests held during the time the clinical investigator is carrying out the study and for one (1) year following completion of the study.)
Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 
 Do you have any financial incentive or advantage to gain by using a particular product, service, drug, biological product or device as opposed to using an alternative product, service, drug, biological product or device?
Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 
 Have you been or are you currently responsible for the design, conduct, or reporting of any research or do you have or have you had an economic interest in, or acted as an officer or a director of any outside entity whose financial interests would reasonably appear to be affected by conducting a particular research study, utilizing a particular product, service, drug, biological product or device?

If you answered "yes" to any of the questions above, please provide the name of the associated study, case, product, service, drug, biological product and the company or companies with whom the financial relationship exists or existed (add attachments if necessary).

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

__________________________       _______________           ___________________________ 

Signature



  Date


       Print Name
DEFINTIONS

Clinical Investigator - Any listed or identified investigator or sub-investigator who is directly involved in the treatment or evaluation of research subjects. The term also includes the spouse and each dependent child of the investigator.

Conflict of Interest - An actual, potential or perceived conflict of interest occurs in those circumstances where an individual's judgment could be affected because the individual has a personal interest in the outcome of a decision over which the individual has control or influence. A personal interest exists when an individual colleague or a member of his or her family stands to directly or indirectly gain as a result of a decision.
Covered clinical study - Any study of a drug, biological product or device in humans submitted in a marketing application or reclassification petition that the applicant or FDA relies on to establish that the product is effective (including studies that show equivalence to an effective product) or any study in which a single investigator makes a significant contribution to the demonstration of safety. This would, in general, not include phase I tolerance studies or pharmacokinetic studies, most clinical pharmacology studies (unless they are critical to an efficacy determination); large open safety studies conducted at multiple sites, treatment protocols, and parallel track protocols. The Sponsor of the Clinical Study or the IRB may consult with FDA as to which clinical studies constitute "covered clinical studies" for purposes of complying with financial disclosure requirements.
Financial Interest - A financial interest includes income or other remuneration, as well as investments and ownership interests in excess of 5% of the total interest. It does not include stocks, bonds, and other securities sold on a national exchange, but does include mutual funds, or certificates of deposits and other depository accounts at financial institutions.

References:

McLeod Health Administrative Conflict of Interest Policy
McLeod Health Medical Staff Bylaws

Code of Federal Regulations, Title 45, Public Welfare, Department of Health and Human Services, National Institutes of Health, Office for Protection from Research Risks, part 46, Protection of Human Subjects, Revised November 13, 2001, effective December 13, 2001 Federal Policy for the Protection of Human Subjects at the following site:

http://www.hhs.gov/ohrp/policy/index.html
DHHS/OHRP Final Guidance Document: Financial Relationships and Interests in Research Involving Human Subjects: Guidance for Human Subject Protection available at the following site:

http://www.hhs.gov/ohrp/humansubjects/finreltn/fguid.pdf
FDA Guidance Financial Disclosure by Clinical Investigators available at the following site:

http://www.fda.gov/oc/guidance/financialdis.html
564 Physician Financial Disclosure Form

11/08, 10/10
