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Policy on Identification and Mechanism to Resolve Conflicts of Interest with Commercial Interests for Continuing Medical Education (CME) Activities 



Policy Number:  3.6.4
	Type:
	TIER 3

	
	
	Original Effective Date:
	March 2005

	
	
	Current (Revised) Date:
	June 2008; April 2012; June 2013

	
	
	Contact:
	OFFICE OF CONTINUING MEDICAL EDUCATION

	Approval Signature:
	Date Approved:
	

	Typed Name and Title:


1) General Policy Statement (Entities Affected /Responsible Party for Implementation)
It is the policy of Wake Forest Baptist Medical Center (WFBMC) to ensure quality, objective, balanced and scientifically rigorous Wake Forest University Health Sciences (WFUHS)/Wake Forest School of Medicine (WFSM)-sponsored or jointly sponsored continuing medical education (CME) activities by identifying and managing all potential conflicts of interest.   The undesirable outcome of conflicts of interest is the introduction/demonstration of bias in favor of a commercial product/service in return for personal gain.  While it is recognized that commercial support is important to the ongoing development of learner-centered, need-based CME activities, all CME activities affiliated with WFSM shall strictly adhere to the Accreditation Requirements of the Accreditation Council for Continuing Medical Education (ACCME), and therefore the following decisions shall be made free of the control of a commercial interest: identification of CME needs; determination of educational objectives; selection and presentation of content; selection of persons and/or organizations in a position to control content; selection of educational methods and development of materials and evaluation methods.  This Policy is in effect irrespective of commercial support of a CME activity.    

The purpose of this Policy is to describe appropriate processes and procedures to identify all potential conflicts of interest and describe the mechanism to resolve them prior to the CME activity, resulting in a successful conclusion consistent with the public good.  All individuals involved in WFSM-sponsored or jointly sponsored CME activities and in a position to control the content of an activity –Office of CME (OCME) leadership and staff, CME Committee members, Activity Directors, Staff Coordinators, planning committee members, and teachers/authors – shall strictly adhere to the Accreditation Requirements of the ACCME, including disclosing all relevant financial relationships with any commercial interest.  The ACCME: 1.) defines “‘relevant’ financial relationships” as financial relationships in any amount occurring within the past 12 months that create a conflict of interest and 2.) considers financial relationships to create actual conflicts of interest in CME when individuals have both a financial relationship with a commercial interest and the opportunity to affect the content of CME about the products or services of that commercial interest.  The OCME will monitor the execution of CME activities to validate the presence or absence of commercial bias and the consistent application of standards of quality education for physicians and other health care providers.         

a)	Scope: All WFBMC employees, faculty and staff as well as any outside organization/group seeking joint sponsorship for its proposed CME activity are responsible for complying with this policy.
b)	Responsible Department/Party/Parties:
i. Policy Owner:		Dean, School of Medicine
ii. Procedure:		Office of CME (OCME) in collaboration with Conflict
				of Interest Office
iii. Supervision:		Associate Dean, CME
iv. Implementation:   	OCME and CME Committee	

2) Definitions:  For purposes of this Policy, the following terms and definitions apply:
a) WFBMC:  Wake Forest Baptist Medical Center and all affiliated organizations including  WFUHS/WFSM, North Carolina Baptist Hospital (NCBH), all on-site subsidiaries as well as those off-site governed by WFBMC policies and procedures.
b) Policy:  As defined in the Policy on Creating and Amending Policy, a statement of principle that is developed for the purpose of guiding decisions and activities related to governance, administration or management of care, treatment, services or other activities of WFBMC.  A policy may help to ensure compliance with applicable laws and regulations, promote one or more of the missions of WFBMC, contain guidelines for governance and set parameters within which faculty, staff, students, visitors and others are expected to operate.
c) CME: The OCME uses the American Medical Association (AMA) House of Delegates’ definition of CME – “educational activities that serve to maintain, develop or increase the knowledge, skills and professional performance and relationships that a physician uses to provide services for patients, the public or the profession.  The content of CME is the body of knowledge and skills generally recognized and accepted by the profession as within the basic medical sciences, the discipline of clinical medicine and the provision of health care to the public.”  
d) Financial Relationship: As defined by the ACCME, a relationship in which the individual benefits by receiving a salary, royalty, intellectual property rights, consulting fee, honoraria for promotional speakers’ bureau, ownership interest, e.g. stocks, stock options or other ownership interest, excluding diversified mutual funds or other financial benefit.        
e) Commercial Interest: Per the ACCME, any entity producing, marketing, re-selling or distributing health care goods or services consumed by, or used on, patients.  Providers of clinical services directly to patients, such as WFBMC, are not considered commercial interests.
f) Conflict of Interest:  When an individual has an opportunity to affect CME content about products or services of a commercial interest with which he/she has a financial relationship.   

3) Policy Guidelines
a) General Requirements:
i. The OCME shall provide a mechanism for the identification of financial relationships prior to CME activities.  To this end, all persons in a position to influence or control CME content shall complete and submit a Full Disclosure Statement.  
ii. In completing the Full Disclosure Statement, an individual must agree in writing that any conflicts of interest or relationships will not bias or otherwise influence his/her involvement in the CME activity.  Teachers/authors will be required to limit practice recommendations to those based on the best available evidence (or absence of evidence) and that such recommendations be consistent with generally accepted medical practice.
iii. Full Disclosure Statements shall be annually completed by OCME leadership and staff and CME Committee members on a fiscal year basis (July 1-June 30).  These individuals are responsible for alerting the assigned OCME designee of any changes in the information during the year.     
iv. All Certification Requests for Sponsorship of a CME Activity and AMA PRA Category 1 Credit(s)TM submitted to the CME Committee and OCME for review and approval must include all completed Full Disclosure Statements for the Activity Director, Staff Coordinator, and additional planning committee members.  Full Disclosure Statements for teachers/authors of non-RSS should also be submitted with the Certification Request but no later than one month prior to the CME activity start date.
v. The primary responsibility to identify, address and manage potential conflicts of interest belongs to the Activity Director with oversight and consultation from the OCME.  In the case where the Activity Director is the one with the identified conflict of interest, another knowledgeable clinician with expertise in the content area who has no conflicts of interest may serve in this role.
vi. As the approval body of all Certification Requests, the CME Committee shall be responsible for the primary supervision of this Policy, which includes determining whether conflict of interest resolution actions are needed prior to the approval of an activity.  The OCME and CME Committee have the right to request additional information as needed for a thorough review/approval, and they may withhold CME activity approval until the Activity Director has used appropriate mechanisms for resolving any identified conflicts of interest.    
vii. To help ensure all educational activities, whether certified for AMA PRA Category 1 Credit(s)TM or not, are developed and managed in the spirit of full disclosure, the OCME will work with the Conflict of Interest Office toward faculty and staff compliance with the WFBMC Conflict of Commitment and Conflict of Interest Policy, which includes requirement of annual disclosures for all faculty, key administrators, and exempt employees.  All appropriate disclosure information gathered by the OCME will be openly shared with the Conflict of Interest Office as requested.
viii. Full Disclosure Statements shall be reviewed by the Activity Director in advance of the CME activity.  The Activity Director shall document and submit to the OCME in written form how the identified, perceived conflicts of interest will be managed.    
ix. The following mechanisms for managing conflicts of interest may be used to bring a successful conclusion:
(a) Independent Content Validation/Referencing Best Available Evidence: 
Scientific abstracts or free-standing papers or articles in enduring materials are often peer-reviewed or judged against predetermined criteria to ensure the data supports the conclusions before they are accepted for presentation or publication.  Similarly, individuals working together to do reviews of CME activity content can manage conflicts of interest by ensuring: 
(i) the content is valid and aligned with the interests of the public; and
(ii) all recommendations involving clinical medicine are based on best available evidence – evidence that is accepted within the profession of medicine as adequate justification for their indications and contraindications in the care of patients; and 
(iii) all scientific research referred to, reported or used in a CME activity in support or as justification of patient care recommendations conforms to the generally accepted standards of experimental design, data collection and analysis.
(b) Peer Evaluation:
The Activity Director or other, knowledgeable clinician with expertise in the content area can review the content, e.g. PowerPoint slides prior to the presentation and determine either:
(i) no required changes are necessary, or 
(ii) ask for changes to be made.
(c) Altering Control over Content: 
An individual’s control of CME content is altered in such a way as to remove the opportunity to affect content related to the products/services of the commercial interest.  These include:
(i) Choosing someone else to control that part of the content – 
If a proposed teacher/author has a conflict of interest related to the content, the Activity Director may choose someone else who does not have a relationship to the commercial interest(s) related to the content.
(ii) Changing the focus of the CME activity – 
The Activity Director can change the focus of the activity so that the content is not relevant to the products/services of the commercial interest that is the basis of the conflict.  
(iii) Changing the content of the person’s assignment –  
The role of the person with a conflict of interest can be changed within the CME activity so that he/she is no longer teaching about issues relevant to the products/services of the commercial interest(s).  For example, an individual with a conflict of interest regarding products for treatment of a disease state could address the pathophysiology or diagnosis of the disease rather than the therapeutics.
(iv) Limit the content to a report without recommendations – 
If an individual has been funded by a commercial company to perform research, the individual’s presentation may be limited to the data and results of the research.  Someone else can be assigned to address broader implications and recommendations. 
(v) Limit the sources for recommendations – 
Rather than having a person with a conflict of interest present personal recommendations or personally select the evidence to be presented, the Activity Director may limit the role of the person to reporting recommendations based on formal structured reviews of the literature with the inclusion and exclusion criteria stated (evidence-based).  For example, the individual could present summaries from the systematic reviews of a peer reviewed source.
(d) Elimination: 
Activity Directors, planning committee members, and/or teachers/authors who are perceived as either manifesting conflicts of interest or being biased may be eliminated from consideration as resources (committee members, teachers, authors, etc.).
x. All identified potential conflicts of interests shall be disclosed in advance to CME activity participants. 
xi. As part of the post-activity evaluation process, attendees will be queried regarding their impressions concerning bias (or the absence of bias) within the CME activity.  The Activity Director and teachers/authors shall receive copies of these results after they have been reviewed by the OCME.  In addition, if the OCME determines in advance that an extra measure of evaluation is necessary, an informed learner or peer will be asked to complete a formal, more detailed evaluation to measure any bias in the CME activity.    

4)	Review/Revision/Implementation
a) Review Cycle: This Policy shall be reviewed by the CME Committee and the OCME at least every three years from the effective date or as changes in ACCME, AMA, and/or similar accrediting policies/requirements necessitate. 
b) Office of Record: After authorization, the OCME shall house this Policy in a policy database and shall be the office of record for this Policy.  

5)	Related Policies
a) WFBMC Conflict of Commitment and Conflict of Interest Policy
b) WFBMC Policy on Full Disclosure for CME Activities
c) WFBMC Policy on Commercial Support for CME Activities

6)	Governing Law or Regulations
a) The Accreditation Requirements of the ACCME
i. Accreditation Criteria
(a) Criterion 7
(b) Criterion 8
(c) Criterion 9
(d) Criterion 10
ii. Standards for Commercial Support: Standards to Ensure Independence in CME Activities
(a) Standard 1: Independence
(b) Standard 2: Resolution of Personal Conflicts of Interest
(c) Standard 3: Appropriate Use of Commercial Support
(d) Standard 4: Appropriate Management of Associated Commercial Promotion
(e) Standard 5: Content and Format Without Commercial Bias
(f) Standard 6: Disclosures Relevant to Potential Commercial Bias
iii. ACCME Policies and Definitions 
b) AMA Physician’s Recognition Award and Credit System: Information for Accredited Providers and Physicians – 2010 Revision
c) AMA Code of Medical Ethics
i. 8.061 Gifts to Physicians from Industry
ii. 9.011 Continuing Medical Education

7)	Attachments
· Resolution of Conflicts of Interest Form for CME Activities
· The Accreditation Requirements of the ACCME 
· AMA Physician’s Recognition Award and Credit System: Information for Accredited Providers and Physicians – 2010 Revision
· AMA Code of Medical Ethics
· 8.061 Gifts to Physicians from Industry
· 9.011 Continuing Medical Education
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	Resolution of Conflicts of Interest Form for CME Activities

	CME Activity Name: 
	[bookmark: Text28]     
	CME Activity Date(s):      

	Name of Individual with Conflict(s) of Interest:
	[bookmark: Text29]          

	Individual’s Role:
	|_|  Activity Director   
	|_|  Planning Committee Member  
	|_|  Staff Coordinator   

	
	|_|  Participant, e.g. Tumor Boards 
	|_|  Teacher/Author  
	|_|  Other: _______________________ 

	
	|_|  OCME Leadership/Staff  
	|_|   CME Committee Member  
	

	Content Area, e.g. title of presentation(s)/topic(s):
	     



I have reviewed the above named individual’s financial relationships and handled the identified conflicts of interest by the following means (check all that apply and provide further explanation as needed):
	|_|  Reported conflict is not related to the activity content
|_|  For Planners – Recused himself/herself from planning content relevant to the reported conflict

|_|  Independent Content Validation/Referencing Best Available Evidence: The content is valid and aligned with the interests of the public; all recommendations involving clinical medicine are based on best available evidence – evidence that is accepted within the profession of medicine as adequate justification for their indications and contraindications in the care of patients; and all scientific research referred to, reported or used in support or as justification of patient care recommendations conforms to the generally accepted standards of experimental design, data collection and analysis.

|_|  Peer Evaluation: I, or      , another knowledgeable clinician with expertise in the content area and who has no relevant financial relationships to this activity, have pre-reviewed the content, e.g. PowerPoint slides prior to the presentation and either:
|_| no required changes were necessary as no commercial bias was perceived, or 
|_| commercial bias was perceived thus the following changes were made:      

|_|  Altering Control Over Content: The individual’s control of content has been altered in such a way as to remove the opportunity to affect content related to the products/services of the commercial interest by the following means:
|_| Chose someone else to control that part of the content   [If he/she has a conflict of interest related to the content, you may choose someone else who does not have a relationship to the commercial interest(s) related to the content.]
Name of Individual Now Controlling that Part of the Content:      
|_| Changed the focus of the CME activity   [You can change the focus of the activity so that the content is not relevant to the products/services of the commercial interest that is the basis of the conflict.]
New Focus:      
|_| Changed the content of the person’s assignment   [The role of the person can be changed within the CME activity so that he/she is no longer teaching about issues relevant to the products/services of the commercial interest(s).]  
Content of the Person’s Assignment Will Now Be:      
|_| Limited the content to a report without recommendations   [If he/she has been funded by a commercial company to perform research, his/her presentation may be limited to the data and results of the research.  Someone else can be assigned to address broader implications and recommendations.] 
Broader Implications/Recommendations to Be Addressed by:      
|_| Limited the sources for recommendations   [Rather than having a person with a conflict of interest present personal recommendations or personally select the evidence to be presented, you may limit his/her role to reporting recommendations based on formal, structured reviews of the literature with the inclusion and exclusion criteria stated (evidence-based).] 
Person’s Material is Limited to:      

|_|  Elimination: The individual is being eliminated from the CME activity.

|_|  Other (describe):      



Signature of Activity Director (or Designee as applicable) & Date: ________________________________________________
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