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Confirmation Letter with Disclosure Form 
Template and Instructions

Instructions for the confirmation letter: Insert text into each <insert> (date, header, and paragraphs 1 & 3). Insert a due date into #1<insert date> and insert your name and job title or committee position in the signature. If you prefer to provide an attachment with agenda, dates, need, results, and session objectives, simply revise the text and refer the recipient to your attachments. All other black text is required. Please feel free to modify the format and add other content as needed or useful, e.g., travel, honorarium, av needs, etc. 

Instructions for the Disclosure Form: Please insert the activity title and date at the top of the form, and insert the “upon completion” information at the bottom of the form. If possible, insert the name and presentation title. Some people find it helpful to yellow highlight each section that must be completed. Lastly, please delete all instructional text in this box and on the documents prior to sending your confirmation letter with disclosure forms to all in a position to influence content.      
NEW July 2010  Please add “Content Reviewer” (shown in red on the attached sample) to the list of roles on the disclosure form.                                                                     
<Insert date>
Dear < insert name of Faculty Member/Moderator/Author/Planner/>:
RE: Standards of Practice in Continuing Education (CE)
We are pleased that you are able to participate in our CE activity scheduled for <Insert date> at the <insert location> in <insert city>. 
The Uniformed Services University of the Health Sciences (USUHS) is accredited by the Accreditation Council for Continuing Medical Education, the American Nurses Credentialing Center’s Commission on Accreditation, the American Psychological Association, the Accreditation Council for Pharmacy Education, the American College of Health Care Executives, and the Maryland Board of Social Work Examiners.  Since our accreditations are important to us, we plan activities that meet our accreditors’ expectations for our continuing education (CE).  We look forward to working with you to assure that this activity is of the highest standard.
The activity we have asked you to participate in is based on <insert identified need>. We have planned the activity so that <insert expected result>. The purpose or objective of your contribution is <insert purpose or objective>.
It is USUHS policy that faculty not accept any additional payments or reimbursements from any commercial interest for presenting CE activities. In addition, we draw your attention to the following:
	Information for Learners
	The information above on needs, expected results, and purpose or objectives will be provided to learners by USUHS. These have been framed in terms of health care professional practice change or patient health status improvement, in keeping with our CE mission.
All instructors, authors, and presenters/faculty must include statements that describe the accuracy and utility of the materials presented, the basis of such statements, the limitations of the content being taught, and the severe and the most common risks of therapeutic approaches discussed. (APA)

	Content Validation
	USUHS expects that all of its CE programs will adhere to our content validation value statements. 

Specifically, all the recommendations involving clinical medicine in a CE activity must 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 support or justification of a patient care recommendation must conform to the generally accepted standards of experimental design, data collection and analysis. Please contact USUHS at continuingeducation@usuhs.mil if you do not feel your presentation can meet these standards.  

	Safeguards Against Commercial  Bias 
	USUHS expects that the content or format of CE activities and related materials will promote improvements or quality in healthcare and not a specific proprietary business interest of a commercial interest.

We employ several strategies to ensure the absence of commercial bias and you are integral to their successful implementation. 

1. Everyone who is in a position to control or influence the content of an education activity must disclose to us all relevant financial relationships with any commercial interest.  In order to do this, please complete the enclosed disclosure form and return it to us by <insert date due>.   If you refuse to disclose relevant financial relationships, you will be disqualified from being a part of the planning and implementation of this activity.   

2. If a potential or real conflict of interest exists as a result of a financial relationship you may have, this will need to be resolved well before the activity plans are finalized.  The information you disclose will be provided to our learners in writing before the activity.
3. We also remind you that CE must give a balanced view of therapeutic options.  Use of generic names will contribute to this impartiality. If your CE educational material or content includes trade names, cite trade names from multiple companies if applicable, not just trade names from a single company.
4. Our learners will be evaluating your presentation for the presence of commercial bias. 

	Measurements of Effectiveness
	USUHS will be seeking feedback from the learners on the effectiveness of this CE activity through an evaluation instrument. Results of the evaluation will be shared with the planning committee and faculty presenters/authors. 

	Educational Materials
	Educational materials that are a part of this activity, such as slides, abstracts, and handouts, cannot contain any advertising, trade names, or product-group messages. Please note that it is unlawful to duplicate and distribute copyrighted material for classroom use unless written permission has been obtained from the author/publisher. Your copyrighted handouts will be duplicated only if a copyright release is submitted.  Articles written by Federal employees as part of their official duties are not copyrighted and may be reproduced without written permission. 


Questions about USUHS conflict of interest and disclosure policies may be addressed to continuingeducation@usuhs.mil.
Again, thank you for agreeing to work with us in this CE activity. We look forward to this activity making an important contribution to the continuing professional development of our learners and their professional practice.
Sincerely,  <Insert Name>  <Insert Job Title>
Attachment: Disclosure Form  <insert date due>.   
 DISCLOSURE FORM 
As an accredited continuing education provider, the Uniformed Services University of the Health Sciences must ensure balance, independence, objectivity, and scientific rigor in all CE educational activities.  All individuals in a position to influence the content of the activity must disclose any relevant relationship with a commercial entity within the past 12 months.  Failure to complete and submit this form will result in exclusion from participation.
I. Activity and Individual 
 Activity Title:  <insert>



Activity start/stop dates: <insert>
Presentation(s) Title: 






Day/time: 
Your name/rank/degree/:


    Email:


Phone: 
Your Role in This Activity:  FORMCHECKBOX 
Planner  FORMCHECKBOX 
Faculty   FORMCHECKBOX 
Author  FORMCHECKBOX 
Moderator  FORMCHECKBOX 
Reviewer  FORMCHECKBOX 
  Other:___________
II.  
Disclosure  Check one of the following statements, and if applicable, provide the nature and name of the relevant relationship below:

 FORMCHECKBOX 
 I, or an immediate family member including spouse or partner, have no financial relationships relevant to the content of this CE activity.  (If you check this box, proceed to section III.)
 FORMCHECKBOX 
 I, or an immediate family member including spouse or partner, have a personal financial relationship with a commercial interest and have control over educational content about the products of the commercial interest that could be perceived as a real or apparent conflict of interest within the context of this CE activity

  Nature of Affiliation / Financial Interest



Name of Commercial Interest
 See definitions on reverse. Do not disclose the actual financial value of any affiliation.
 FORMCHECKBOX 

Grants/Research Support  
_____________________________________________________________
 FORMCHECKBOX 

Consultant  
________________________________________________________________________
 FORMCHECKBOX 

Stock Shareholder (directly purchased)  
__________________________________________________

 FORMCHECKBOX 

Honorarium Recipient  
________________________________________________________________
 FORMCHECKBOX 

Employee  
_________________________________________________________________________
 FORMCHECKBOX 

Other:  

___________________________________________________________________________
III. 
Will there be a discussion of unlabeled uses?
      FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
    
Specify the product and use you will discuss.   You are required to inform the audience verbally when discussing unlabeled (non FDA-approved) uses.  The information you provide below will be included in the materials to the participants.  
Product:__________________________
Use:________________________

IV. 
Attestation
 FORMCHECKBOX 
 I agree to the terms and conditions listed on this form (see reverse). 
Note: If your circumstances change, it is your obligation to inform us of new commercial relationships and to update your disclosure form.
________________________________________      

_____________________ 

Signature (electronic or digital accepted)




Date

Upon completion please return by email to:<insert name, email, phone number, fax, and mailing address> Deadline: ____<insert>_____________________
COMMERCIAL SUPPORT TERMS AND CONDITIONS 

Attestation:  In the context of the relationships/affiliations that you designated, we ask that you attest that:

1. Relationships/affiliations will not bias or otherwise influence your involvement in the Ce activity

2. Practice recommendations that are relevant to the companies with whom you have relationships will be supported by the best available evidence, or absent evidence will be consistent with generally accepted medical practice

3. All reasonable clinical alternatives will be discussed when making practice recommendations.

4. Additional information may be requested to resolve a conflict of interest (COI).  All identified COI will be resolved and disclosure make to activity participants prior to the start of the CE activity.
5. If your circumstances change, you will inform us of new commercial relationships and update your disclosure form.
Commercial Interest.  Any entity producing, marketing, reselling, or distributing health care goods or services consumed by , or used on, patients. (Accreditation Council for Continuing Medical Education,  August 2007)

Disqualification. Anyone refusing to disclosure a relevant financial relationship is disqualified from, “being a planning committee member, a teacher, or an author of continuing medical education and cannot have control of, or responsibility for, the development, management, presentation or evaluation of the CME activity.” (2004 Accreditation Council for Continuing Medical Education Standards for Commercial Support)

Disclosure. Anyone associated with a CE activity who may influence the agenda, content or program, must complete and submit the Disclosure Form located on the front side of this document prior to the activity date and ensure that the Disclosure Form is complete and truthful to the best of their knowledge. 

Relevant relationship. Anyone who may have control of, or responsibility for, the development, management, presentation or evaluation of the CE activity shall report financial relationships occurring within the past 12 months that may create a conflict of interest.

Fair Balance. Activities are required to present fair and balanced information that is objective and scientifically rigorous.  

Use of Generic versus Trade Names. Presenters should use scientific or generic names when referring to products. Should it be necessary to use a trade name, trade names of all similar products should be used.

Commercial Supporter Influence. Planners, coordinators, presenters are not permitted to receive any direct remuneration or gifts from the commercial supporter(s) of this activity nor should they be subject to direct input from a commercial supporter regarding the content of any presentations.
Nature of Affiliation: Employee, Grants/research support recipient, board member, advisor or review panel member, consultant, independent contractor, stock shareholder excluding mutual funds, speaker’s Bureau, honorarium recipient, royalty recipient, holder of intellectual property rights, or other.
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