Office of Continuing Professional Development (UNC CPD)
Policy on Integrity and Independence

UNC CPD administers the ACCME accreditation of the UNC School of Medicine.  UNC CPD requires that all activities held under that accreditation comply with the ACCME Standards for Integrity and Independence in Accredited Continuing Education (released December 2020).  This policy details the requirements and processes that UNC CPD has developed to ensure that compliance.

Throughout the policy, the term “educational partner” refers to the organization with primary responsibility for developing the educational content of the activity.  Such organizations include units of UNC School of Medicine, the larger UNC Chapel Hill campus, and UNC Health.  Organizations outside of UNC may also serve as educational partners, as long as their mission aligns with that of UNC CPD and they are an eligible organization as defined below.

Each educational partner is required to designate at least one individual to serve as “course director”.  The course director must be a relevant content expert and is responsible for enforcing applicable CME policies as described below.  The course director is considered the chief planner, and all references to “planner” in UNC CPD policies also apply to course directors unless otherwise noted.

All quotes are taken directly from the Standards for Integrity and Independence in Accredited Continuing Education, ©2020 by the ACCME®

Eligible and Ineligible Organizations

From the Standards:

Organizations eligible to be accredited in the ACCME System (eligible organizations) are those whose mission and function are: (1) providing clinical services directly to patients; or (2) the education of healthcare professionals; or (3) serving as fiduciary to patients, the public, or population health; and other organizations that are not otherwise ineligible.

Companies that are ineligible to be accredited in the ACCME System (ineligible companies) are those whose primary business is producing, marketing, selling, re-selling, or distributing healthcare products used by or on patients.

Examples of each category may be found in the Standards.

Standard 1: Ensure Content is Valid

The UNC CPD Application for CME Credit includes a summary of the rules from this Standard.  UNC CPD reiterates this requirement in the CME Responsibility Summary which is given to all course directors at the time that UNC CPD agrees to provide credit for an activity. Finally, the COI Form reminds all planners and presenters of these requirements.  The course director is primarily responsible for enforcing these rules, subject to the oversight of UNC CPD staff.

The CME Coordinator will review the planning documents and agenda / content summary for all activities to ensure that the topics do not advocate practices that are not currently based on scientific evidence and clinical reasoning.  Any components of an activity that fail to meet these requirements will not be included for credit (and must comply with Standard 5, below).

Standard 2: Prevent Commercial Bias and Marketing in Accredited Continuing Education

All individuals involved in planning an activity must submit a COI Form prior to their involvement (as described in Standard 3.)  Any individuals who are owners or employees of an ineligible company cannot be given any role in planning an activity except under the conditions given in Standard 3.2 on page 3.  Failure to comply with this requirement, or to properly disclose such a relationship, will result in immediate withdrawal of credit.

The CME Coordinator will review the planning documents and agenda / content summary for all activities to ensure that no marketing or sales activity are included.  This includes promotion or sales by planners and presenters, even of their own work.  Presenters may not offer books for sale at an accredited event.

Logos and trademarks of ineligible companies are prohibited from all promotional materials, educational materials, and educational spaces of UNC CPD activities.  Logos and trademarks are permitted within exhibit spaces, as exhibit spaces must be distinct from educational spaces.  See Section 5 for rules regarding exhibits.

UNC CPD shares unredacted participant data for a given activity with the educational partner(s) in question and may submit such data to the ACCME.  UNC CPD does not provide participant names or contact information to any other organizations.  UNC CPD may provide aggregate, anonymized participant data to various organizations for administrative purposes, but not for marketing of any sort.

Standard 3: Identify, Mitigate, and Disclose Relevant Financial Relationships

This standard requires the most complex procedures; therefore, it is reproduced here in its entirety:

Standard 3: Identify, Mitigate, and Disclose Relevant Financial Relationships 
Standard 3 applies to all accredited continuing education. 
Many healthcare professionals have financial relationships with ineligible companies. These relationships must not be allowed to influence accredited continuing education. The accredited provider is responsible for identifying relevant financial relationships between individuals in control of educational content and ineligible companies and managing these to ensure they do not introduce commercial bias into the education. Financial relationships of any dollar amount are defined as relevant if the educational content is related to the business lines or products of the ineligible company. 
Accredited providers must take the following steps when developing accredited continuing education. Exceptions are listed at the end of Standard 3. 
1. Collect information: Collect information from all planners, faculty, and others in control of educational content about all their financial relationships with ineligible companies within the prior 24 months. There is no minimum financial threshold; individuals must disclose all financial relationships, regardless of the amount, with ineligible companies. Individuals must disclose regardless of their view of the relevance of the relationship to the education. 

Disclosure information must include: 
a. The name of the ineligible company with which the person has a financial relationship. 
b. The nature of the financial relationship. Examples of financial relationships include employee, researcher, consultant, advisor, speaker, independent contractor (including contracted research), royalties or patent beneficiary, executive role, and ownership interest. Individual stocks and stock options should be disclosed; diversified mutual funds do not need to be disclosed. Research funding from ineligible companies should be disclosed by the principal or named investigator even if that individual’s institution receives the research grant and manages the funds. 
2. Exclude owners or employees of ineligible companies: Review the information about financial relationships to identify individuals who are owners or employees of ineligible companies. These individuals must be excluded from controlling content or participating as planners or faculty in accredited education. There are three exceptions to this exclusion—employees of ineligible companies can participate as planners or faculty in these specific situations: 
a. When the content of the activity is not related to the business lines or products of their employer/company. 
b. When the content of the accredited activity is limited to basic science research, such as pre-clinical research and drug discovery, or the methodologies of research, and they do not make care recommendations. 
c. When they are participating as technicians to teach the safe and proper use of medical devices, and do not recommend whether or when a device is used. 
3. Identify relevant financial relationships: Review the information about financial relationships to determine which relationships are relevant. Financial relationships are relevant if the educational content an individual can control is related to the business lines or products of the ineligible company. 
4. Mitigate relevant financial relationships: Take steps to prevent all those with relevant financial relationships from inserting commercial bias into content. 
a. Mitigate relationships prior to the individuals assuming their roles. Take steps appropriate to the role of the individual. For example, steps for planners will likely be different than for faculty and would occur before planning begins. 
b. Document the steps taken to mitigate relevant financial relationships. 
5. Disclose all relevant financial relationships to learners: Disclosure to learners must include each of the following: 
a. The names of the individuals with relevant financial relationships. 
b. The names of the ineligible companies with which they have relationships. 
c. The nature of the relationships. 
d. A statement that all relevant financial relationships have been mitigated. 

Identify ineligible companies by their name only. Disclosure to learners must not include ineligible companies’ corporate or product logos, trade names, or product group messages. 

Disclose absence of relevant financial relationships. Inform learners about	 planners, faculty, and others in control of content (either individually or as a group) with no relevant financial relationships with ineligible companies. 
Learners must receive disclosure information, in a format that can be verified at the time of accreditation, before engaging with the accredited education. 
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Procedures to Comply with Standard 3

Collecting COI Information

UNC CPD uses a COI Form to collect COI information and to inform planners and presenters of their responsibilities vis a vis the Standards.

UNC CPD faculty and staff are required to complete a COI form annually and provide an updated form should their financial relationships change in the interim.

UNC CPD requires our educational partners to submit a COI Form for all planners and presenters.  Anyone who fails to submit a COI form cannot be involved in the activity.  The deadline for submission of the COI form depends on the person’s role in the activity:

· Course director COI forms must be submitted with the application form (for new activities) or prior to the start of the fiscal year (for recurring activities)
· Planner COI forms must be submitted prior to their involvement in the activity, typically at the same time the course director form is submitted.
· Presenter COI forms must be submitted prior to the publication of any promotional materials (other than a save the date notice).  For activities that do not have formal advertising, the COI form must be submitted prior to the activity.
· For other content developers (such as authors of enduring materials), the COI form must be submitted prior to their involvement in the activity.
· For regularly scheduled series (RSS), planners and presenters only need to submit one COI form for a given fiscal year, unless their COI information changes, in which case it is their responsibility to provide an updated form.

Excluding Owners and Employees of Ineligible Companies

UNC CPD will review COI information and determine whether the companies listed as eligible or ineligible.  Individuals who are owners or employees of ineligible companies may not be involved in planning or presenting at a UNC CPD activity, unless such involvement fits one of the three exceptions listed in Standard 3.  UNC CPD will make this determination.  Unauthorized involvement of an owner or employee of an ineligible company may result in the withdrawal of the CME designation.

Identifying Relevant Financial Relationships

The CME Coordinator will review all COI Forms upon receipt using the following process.  An individual’s COI Form must be approved by the CME Coordinator prior to their involvement in the activity.

1. COI Forms that indicate no financial relationships are automatically approved.
2. If a COI Form indicates one or more financial relationships with ineligible companies, the CME Coordinator will determine whether any of the companies have products or services related to the content over which the individual has control.
3. If the content is unrelated to the business of the companies, the COI form is approved.
4. If the content is related, the CME Coordinator must take steps to mitigate the financial relationships.

Mitigating Relevant Financial Relationships

The CME Coordinator will take the following actions to mitigate relevant financial relationships, according to the nature of the relationship:

1. If the relationship has ended, the relationship is mitigated through divestment and no further action must be taken.  The relationship must still be disclosed to the audience.
2. If the individual is an owner or employee of the ineligible company, and their involvement falls under one of the exceptions listed above, the COI Form will be approved.  If the involvement does not fall under one of the exceptions, the CME Coordinator will notify the educational partner that the individual cannot be involved in the educational activity.
3. For other financial relationships, the mitigation depends on the role of the individual:
a. For course directors, UNC CPD requires “recusal from controlling aspects of planning and content with which there is a financial relationship” (from ACCME document 83_20201210_standards_for_integrity_and_independence_toolkit, page 5). Course directors are notified of this requirement through the responsibility summary and the COI form.  Given the unique role of the course director, if a course director has relevant financial relationships, a co-course director with no financial relationships must be appointed to handle the planning for those areas that the original course director cannot control.
b. Planners must recuse themselves from controlling aspects of planning and content with which they have a financial relationship.  Planners are notified of this requirement via the COI form. The course director is primarily responsible for ensuring that this occurs, subject to the oversight of UNC CPD staff. 
c. Discussion leaders, moderators, panelists, and other individuals who present material that is not prepared in advance must recuse themselves from discussing the products or services offered by the ineligible companies with which they have a financial relationship. They are notified and required to agree to this restriction on the COI form.  It is the responsibility of the course director to ensure that this rule is followed.
d. All other presenters must provide their content to UNC CPD for review at least two full business days before the activity (for live activities) or before publication (for enduring materials).  Failure to comply with this requirement will result in the loss of the CME designation.
1. The CME Coordinator will review the content to ensure that it is ”evidence-based and free of commercial bias (e.g. peer-reviewed literature, adhering to evidence-based practice guidelines).”  (ACCME document 83_20201210).  Clinical recommendations must be based on scientific data, and alternatives should be included whenever possible.
2. If the CME Coordinator determines that the content meets this requirement, the content is approved.
3. If the CME Coordinator determines that changes must be made to bring the content into compliance with this requirement, the presenter must make the appropriate changes and the updated material must be submitted for approval prior to the activity.
4. If the CME Coordinator determines that the content has an unresolvable bias or appearance of bias, the content will not be permitted at a CME designated activity.
e. In difficult cases, the CME Coordinator will confer with the Director of CPD before determining whether a relationship has been mitigated.

Disclosing Relevant Financial Relationships to Learners

After all the COI Forms are approved, the CME Coordinator will provide a summary of the disclosure information to the educational partner which includes all the required information listed in Standard 3.5, including the fact that all financial relationships, if any, have been mitigated.  The educational partner will then provide this summary to the participants prior to their involvement in the activity.
The educational partner must provide the summary in written format.  The course director and CME Coordinator will determine the exact format (slide, flyer, etc.) that is best for the given activity.  A copy will be kept on file.
Exceptions
The ACCME recognizes several exceptions to Standard 3.  To avoid confusion that might lead to compliance issues, and to standardize policies across activities, UNC CPD has chosen not to use any of these exceptions.

Standard 4: Manage Commercial Support Appropriately
UNC CPD does not allow the use of commercial support (financial or in-kind support from ineligible companies) for any activities or by any educational partners.
Furthermore, UNC CPD does not allow the use of any external, third-party funding, regardless of eligibility, except for federal and state grants.

Standard 5: Manage Ancillary Activities Offered in Conjunction with Accredited Continuing Education

Educational sessions that are part of an activity, but not accredited, must be clearly labeled and communicated as such.  If an educational session does not carry credit because of failure to comply with one or more of these Standards, there must be a break of at least 30 minutes between that session and any accredited sessions.

Marketing and exhibits are not permitted in the educational space, as noted under the following Exhibits section.  

Educational materials that are part of accredited education must not include any marketing for an ineligible company, including corporate or product logos, trade names, or product group messages.

For print and electronic enduring materials, the actual content must not include any marketing, and participants must be able to access the content without viewing any product promotion.  For online activities, exhibitors may be acknowledged in text, but no logos or product information are permitted.  CME activities are not permitted to link to websites run by ineligible companies.

Ineligible companies may not provide access to or distribute accredited education to learners.

Course directors and other planners are reminded of these requirements in the CME application, the COI Form, and the CME Responsibility Summary (see Standard 1).

The CME Coordinator will review enduring materials for compliance.

Section 5a: Exhibits

For live activities, UNC CPD may permit an activity to sell exhibit space in the facility where the activity is being held.  The following provisions apply to any organizations that wish to exhibit, whether they are eligible or ineligible under the Standards.

UNC CPD does not permit “exhibits” at virtual activities.

UNC CPD does not permit exhibits at regularly scheduled series (such as grand rounds and case conferences) whether in person or virtual.

Exhibits must be located in a space outside of and distinct from the educational space.  Exhibits cannot be located in an obligate pathway to the educational space.

The educational partner must provide a floor plan of the activity showing the location of both the educational area(s) and the exhibit area(s).  UNC CPD must approve the arrangement.

Exhibit fees are set by the educational partner, that is, the department, office, or joint sponsor that is undertaking the educational planning.  The schedule of exhibit fees must be submitted in writing to UNC CPD and must be approved by UNC CPD prior to offering the exhibit space to vendors.  All materials sent to vendors offering exhibit space must be pre-approved by UNC CPD.

Exhibit fee rates cannot differ between specific companies.  Exhibit fee rates can distinguish between types of companies (i.e. for profit/non-profit, pharmaceutical/biomedical device).  If different levels of exhibit fee are offered, these levels must be offered to all companies that qualify (i.e. all non-profits must be offered the non-profit level).

Exhibit fee rates can incorporate logistical factors, including number of tables, number of days, and similar variables.  Exhibit fees can also include fees for additional services, such as network capabilities, extra power outlets, etc.

Exhibitors are responsible for any shipping, handling, or storage fees for exhibit materials.  UNC CPD assumes no responsibility for damage incurred in shipping or storage.

The educational partner is responsible for collecting exhibit fees and may set rules regarding deadlines and refunds as necessary.  The educational partner is responsible for ensuring compliance with any relevant State or Federal laws or University policies.

Prior to the activity, the educational partner must provide UNC CPD with a list of exhibitors including their fees and the location of their exhibit table(s) within the exhibit area floor plan.
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