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Responsibilities and Obligations
CME Activity Directors 

As part of your agreement with the University of Maryland School of Medicine and its Office of Continuing Medical Education (UMSOM), you are required to meet the following obligations:

Content of the CME Activity

According to the standards set forth by the Accreditation Council for Continuing Medical Education (ACCME):

· The activity must be aligned with the UMSOM CME Mission Statement.

· The content of the CME activity should be objective, balanced, based on valid and sound scientific studies, and free from commercial bias.  You must ensure that:

· Activity presentations and materials reflect all reasonable perspectives.

· Faculty members and activity materials present opinions based on scientific studies and not on commercial biases.
· The content and format of the activity promotes improvements or quality in healthcare.
· The activity does not advance, either through content or format (e.g., company logos), the proprietary interests, products, or services of commercial organizations.

· All clinical care recommendations made by faculty members are based on evidence that is accepted within the profession of medicine as adequate justification for their use.

· All scientific research referred to, reported, or used in CME in support or justification of a patient care recommendation must conform to generally accepted standards of experimental design, data collection, and analysis.

· The activity does not promote recommendations, treatment, or manners of practicing medicine that are not within the definition of CME, or known to have risks or dangers that outweigh the benefits or known to be ineffective in the treatment of patients.
· If you are involved in the selection of faculty members, you must help UMSOM ensure that they are qualified to present and that they understand and agree to these obligations.

· When discussing pharmaceutical products and medical devices, every effort should be made to use generic names, both verbally and in print.  Presentations may include trade names, but if they are used, those of several companies should be used rather than only that of a single company.  You must monitor the activity to ensure that this regulation is enforced.
Cooperation with UMSOM and other Sponsors

· You must coordinate the planning, implementation, and evaluation of the activity with UMSOM or with UMSOM’s designated educational partner.  You will be required to develop or assist in the development of needs assessments and learning objectives for the educational activity.  You must recognize UMSOM’s authority over the planning, marketing, implementation, and evaluation of the activity.

· Regulators require that certain information be provided to the activity audience.  If UMSOM provides you with such information (e.g., off-label/investigational notices, disclosure statements, notes, or an introductory script), you must present that information to the audience.

· As part of our accountability to our regulators, UMSOM may require changes to activity content.  You may be asked to help convey these changes to the faculty members.

· Regulators require that UMSOM evaluate its CME activities.  You must ensure that participants are encouraged to complete the evaluation process.  As activity director, you may also be asked to participate in a faculty evaluation of the activity.  In addition, you may also be asked to help develop and facilitate a practice related outcomes survey.

· You must help to ensure compliance with the provisions of the Commercial Support Letter of Agreement executed between UMSOM and the organizations or companies providing grant funds and other support to the CME activity, if applicable.

· Your primary responsibility is to the learner and to UMSOM.   If you are to receive an honorarium or expense reimbursement as part of your agreement, UMSOM or its designated educational partner will provide your honorarium and arrange for, or reimburse you for, your expenses.  You must not accept honoraria, payment, or arrangements for travel expenses, or any other remuneration, from a commercial company for your participation as an activity director in this educational activity.  You must also help enforce this policy with regard to activity faculty.
· You must adhere to regulations, UMSOM policies, and the financial agreement or memorandum of understanding regarding activity finances, including the payment of fees and the development and reconciliation of the activity budget.

Disclosure of Faculty Relationships and of Off-label and Investigational Usage of Products 
· You must ensure, in cooperation with the UMSOM-designated coordinator of the activity, that all necessary disclosure information is received by UMSOM from you and from the faculty members participating in the activity.  You must also ensure, in cooperation with the coordinator of the activity, that appropriate disclosure information is provided to the audience of the activity.  You must also help UMSOM monitor the content/presentations controlled by faculty members with conflicts of interest.  Resolution of conflicts may include communication of “higher standards,” prior review of content, alteration of content, or reassignment of faculty members. 

· You must ensure disclosure to the activity audience of the following if they are discussed during the educational activity:

· Off-label uses of FDA-approved pharmacological, biological, and medical products.

· Investigational uses of pharmacological, biological, and medical products not approved by the FDA.
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