
Sample Commercial Guidelines

The U.S. Food and Drug Administration (FDA) has stated that educational activities that are independent of commercial influence and non-promotional are not subject to FDA regulation under the labeling and advertising provision of the Federal Food, Drug and Cosmetic Act. Therefore Academy of General Dentistry (AGD) Program Approval for Continuing Education (PACE)-approved providers must document how they ensure that all educational activities offered are independent of commercial influence, either direct or indirect, and that all financial relationships between the provider and commercial entities, as well as all financial relationships between course planners and faculty and commercial entities, are fully disclosed to participants.
Related PACE Standard:

XII Commercial or Promotional Conflict of Interest, Criteria B: 

B.
CE program providers must operate in accordance with written guidelines and policies that clearly place the responsibility for program content and faculty selection on the program provider. These guidelines must not conflict with the PACE Standards/Criteria for Approval. Each CE learning experience offered must conform to this policy.

Expectations: 

PACE expects all providers to develop and share specific policies that clearly identify them as being responsible for any information presented during a course. Additionally, providers must ensure that the information presented has a sound scientific basis and does not encourage a commercial bias.  
· Written guidelines should be communicated to employees in administrative guidelines and written organization policies or bylaws.  
· Written guidelines should be communicated to outside speakers and/or financial sponsors by incorporating the policies in speaker and/or sponsorship agreements.

Example: 
· All programs offered by <INSERT PROVIDER NAME> will be for scientific and educational purposes only and will not promote the products of the company directly.  
· <INSERT PROVIDER NAME> is responsible for the control of content and the selection of presenters and moderators.  
· <INSERT PROVIDER NAME> may work with or accept financial or in-kind support from other organizations but those organizations must first agree in writing that they will not direct the content of the program. Outside organizations or their agents will respond only to requests initiated by <INSERT PROVIDER NAME>  for suggestions of presenters or sources of possible presenters. 
· <INSERT PROVIDER NAME> will record the role of the company or its agents and ensure that all names/roles are disclosed to participants prior to attending a program.
· Control of Content and Selection of Presenters and Moderators: <INSERT PROVIDER NAME> is responsible for the control of content and the selection of presenters and moderators. The <INSERT FINANCIAL SPONSOR/COMPANY NAME> agrees not to direct the content of the program. The COMPANY OR ITS AGENTS will respond only to <INSERT PROVIDER NAME> -initiated requests for suggestions of presenters or sources of possible presenters. The <INSERT FINANCIAL SPONSOR/COMPANY NAME> will suggest more than one name (if possible); will provide speaker qualifications; will disclose financial or other relationships between the <INSERT FINANCIAL SPONSOR/COMPANY NAME> and speaker; and will provide this information in writing. <INSERT PROVIDER NAME> will record the role of the COMPANY OR ITS AGENTS.
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