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FDA Approved Drug and Devices Assurance Statement and Disclosure of Relevant Financial Relationships 

PART I:

Name and Credentials:  
Content of Activity: 
Site/Meeting/Date of Activity: 

Describe your education or experience (more than your title) to support participation in this planning or presenting:

FDA Approved Drug and Devices Assurance Statement

FDA guidelines require that any disclosures regarding the utilization of FDA approved drugs or devices must be within approved regulations.  If you discuss the utilization of FDA drugs or devices that are outside approved regulations, you must clearly delineate this for your audience.

I have read and agreed to abide by FDA regulations regarding FDA approved uses and regulations of the utilization of drugs and devices.

Signature









Date

Disclosure of Relevant Financial Relationships 

First, list the names of proprietary entities producing health care goods or services, with the exemption of non-profit or government organizations and non-health care related companies with which you or your spouse/partner have, or have had, a relevant financial relationship within the past 12 months. For this purpose we consider the relevant financial relationships of your spouse or partner that you are aware of to be yours.

Second, describe what you or your spouse/partner received (ex: salary, honorarium etc). Greensboro AHEC does NOT want to know how much you received. 

Third, describe your role.

	Commercial Interest
	Nature of Relevant Financial Relationship

(Include all those that apply)

	
	What was received
	For What Role?

	Example: Company ‘X’
	Honorarium
	Speaker

	
	
	

	
	
	

	
	
	

	
	
	

	
	I do not have any relevant financial relationships with any commercial interests.

	
	Signature
	
	

	
	Last 4 digits of SSN
	Date
	

	Example terminology

	What was received: Salary, royalty, intellectual property rights, consulting fee, honoraria, ownership interest (e.g., stocks, stock options or other ownership interest, excluding diversified mutual funds), or other financial benefit.
	Role(s): Employment, management position, independent contractor (including contracted research), consulting, speaking and teaching, membership on advisory committees or review panels, board membership, and ‘other activities (please specify).




PARTII:


(Part II must be completed if disclosure of a financial relationship with a commercial interest has been reported.)

The Accreditation Council for Continuing Medical Education (ACCME), The Accreditation Council for Pharmacy Education (ACPE) and the American Nurses Credentialing Center (ANCC) have adopted new Standards for Commercial Support, which stipulates, in part, the following:

 STANDARD 2: Resolution of Personal Conflicts of Interest

2.1 The provider must be able to show that everyone who is in a position to control the content of an education activity has disclosed all relevant financial relationships with any commercial interest to the provider.  The ACCME, ACPE, and ANCC define “’relevant’ financial relationships” as financial relationships in any amount occurring within the past 12 months that create a conflict of interest.

2.2 An individual who refuses to disclose relevant financial relationships will be disqualified from being a planning committee member, a teacher, or an author of ACPE/CME/CNE, and cannot have control of, or responsibility for, the development, management, presentation or evaluation of the ACPE/CME/CNE activity.

2.3 The provider must have implemented a mechanism to identify and resolve all conflicts of interest prior to the education activity being delivered to learners.

In order to meet the new standards, GAHEC requires that those with financial relationships must agree to the following: 

“I acknowledge that I have read Standard 2 of the ACCME, ACPE and ANCC Standards for Commercial Support and hereby attest that the relationship(s) with commercial interests I have duly disclosed will not influence or bias my presentation and/or planning of the ACPE/CME/CNE activity.  I will adhere to the principle that information presented to the physician learner must be unbiased, scientifically balanced, and based on best evidence and best practices in medicine as currently understood.”

Individual’s Name:


(Your name and credentials as applicable)

Relationship to the Activity:


(e.g. Speaker, Course Director, Series Coordinator, Planning Committee Member)


Signature
Date


(Please provide second signature and date.)

Your cooperation in complying with these guidelines is appreciated.

Please return this form to <insert name here>.   Thank You.

PARTIII: Attestations  
Please indicate your understanding of and willingness to comply with each statement below.  

	Agree
	Disagree
	
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	I have disclosed to Greensboro AHEC all relevant financial relationships, and I will disclose this information to learners verbally (for live activities) and in print.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	The content and/or presentation of the information (slides, abstracts, handouts) with which I am involved will promote quality or improvements in healthcare and will not promote a specific proprietary business interest of a commercial interest.  Content for this activity, including any presentation of therapeutic options, will be well-balanced, evidence-based and free of inappropriate commercial influence.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	I have not and will not accept any honoraria, additional payments or reimbursements beyond that which has been agreed upon directly with Greensboro AHEC.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	I understand that Greensboro AHEC may need to review my presentation and/or content prior to the activity, and I will provide educational content in advance as requested.

	Agree
	Disagree
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If I am presenting at a live event, I understand that a Greensboro AHEC monitor may be attending the event to ensure that my presentation is educational, and not promotional, in nature.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If I am providing recommendations involving clinical medicine, they will be based on evidence that is accepted within the profession of medicine as adequate justification for their indications and contraindications in the care of patients.  All scientific research referred to, reported or used in this activity in support of justification of a patient care recommendation will conform to the generally accepted standards of experimental design, data collection and analysis.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If I am discussing specific health care product of services, I will use generic names to the extent possible.  If I need to use trade names, I will use trade names from several companies when available, and not just trade names from any single company.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If I am discussing any product use that is unapproved/off label, I will disclose that the use or indication under discussion is not currently approved by the FDA for labeling or advertising.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If I have been trained or used by a commercial entity or its agent as a speaker (e.g., speakers’ bureau) for any commercial interest, the promotional aspects of that presentation will not be included in any way with this activity.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If I am presenting research funded by a commercial company, the information presented will be based on generally accepted scientific principles and methods, and will not promote the commercial interest of the funding company.


I have carefully read and considered each item in this form, and have completed it to the best of my ability.

Printed Name










Signature



Date

Part II must by completed ONLY if a financial relationship with a commercial interest has been reported above.


Part III must be completed by all individuals.








