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PURPOSE 

This document defines the policies which are followed by the Oklahoma State Medical Association (OSMA) and by those organizations, which seek or have been given recognition as providers of accredited Continuing Medical Education (CME) in Oklahoma.  Organizations that are a part of this accreditation program must be thoroughly familiar with these policies.

PHILOSOPHY OF THE ACCREDITATION PROGRAM

The OSMA, through its Accreditation Review Committee (ARC), seeks to provide its members ready access to quality CME programs.  OSMA’s aim is to help assure high quality educational experiences which will raise the standards of medical care for Oklahoma residents; will enhance professional development of Oklahoma’s physicians; and will facilitate compliance with Oklahoma’s re-licensing and privileging requirements for members of the OSMA and other physicians.

To meet these goals, the ARC assumes responsibility for the following activities:

1. Provide a mechanism for accrediting intrastate providers of CME under the OSMA’s Essentials and Policies.

2. Meet at least annually to review the accredited programs and CME activities. The chair, in consultation with staff, may call additional meetings when needed.  The meeting agenda is developed by the chair and staff.  

3.
Assist the staffs of organizations in the development of educationally sound CME activities.

4. Assist organizations in the evaluation of the relevance and effectiveness of their CME efforts.

ACCREDITATION COUNCIL FOR CONTINUING MEDICAL EDUCATION (ACCME)

The ACCME is responsible for a uniform national program of accreditation for CME.  The members of the ACCME represent major organizations with an interest in CME.  

Members include:

1. American Board of Medical Specialties

2. American Hospital Association

3. American Medical Association

4. Association for Hospital Medical Education

5. Association of American Medical Colleges

6. Council of Medical Specialty Societies

7. Federation of State Medical Boards

8. A Federal Representative

9. A Public Representative

The Functions of the ACCME are:  

1. To set uniform Essentials for accreditation,

2. To assure nationwide acceptance of CME credit provided by accredited organizations, and

3. To assure uniform equitable application of the Essentials for accreditation to organizations which are national in character.

The ACCME recognizes the OSMA to accredit intrastate CME providers in Oklahoma. To maintain this recognition, OSMA’s Essentials and Policies must meet the minimum requirements established by the ACCME.

The OSMA is the final authority for the accreditation of Oklahoma’s intrastate CME organizations.  The OSMA reports it accreditation actions to the ACCME, which compiles and distributes a national listing of accredited organizations.  The OSMA is held responsible by the ACCME for failures on the part of its intrastate accredited organizations.

ORGANIZATION AND ADMINISTRATION OF THE CME PROGRAM

The OSMA House of Delegates has given the responsibility for the CME accreditation program to its ARC.  The President of the OSMA appoints the members of the ARC.  Members include physicians in clinical, administrative and academic medicine.

A designated staff of the OSMA is responsible for the day-to-day operation of the accreditation program.  The staff attends all site visits and is a source of continuity and uniformity in the application of essentials and policies.
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Accreditation actions of the ARC are final, subject to the appeal process.  Policy actions of the ARC are subject to approval by the OSMA Board of Trustees (BOT).  

Site Surveyors are members of the ARC and other knowledgeable individuals who are familiar with the survey process and the OSMA’s ARC CME Essentials and Policies.  When needed, the ARC Chair will schedule site surveyor training.

It is the responsibility of a survey team to:

1. Review and validate the documentation supplied by an applying organization,

2. Identify major strengths and deficiencies of the CME program, and

3. Reach a tentative conclusion concerning the type and duration of accreditation.

The OSMA will provide CME surveyors with an honorarium.  The Chair of the OSMA ARC will recommend the honorarium to the OSMA BOT as part of its budget proposal.  OSMA staff will be reimbursed for actual expenses (i.e., mileage, turnpike fees, etc).

Records of the accreditation program consist of a file for each organization, which has sought or received accreditation.  All records are maintained for a period of (10) years; regardless of how many times an organization may be re-accredited.  The records contain all correspondence with the ACCME.  The OSMA maintains and periodically distributes an up-to-date list of OSMA accredited CME organizations.

ESSENTIALS FOR ACCREDITATION

The ACCME issues official statements of Essentials for Accreditation of Sponsors of Continuing Medical Education.  The OSMA uses the ACCME Essentials as its criteria for accreditation of CME providers under its jurisdiction.  The OSMA Essentials are delineated in the OSMA ARC Essentials for Accreditation of Providers of CME (Essentials).

ACCREDITATION 

Providers of CME whose programs are primarily for Oklahoma physicians may apply for accreditation.   The intended audience of these organizations must be primarily from Oklahoma, with no more than 30% from outside the bordering states of Kansas, Missouri, Arkansas Texas, New Mexico and Colorado. Organizations with a national audience must apply for accreditation from the ACCME.
Organizations whose CME program is not primarily for Oklahoma Physicians should request a judgment from the OSMA ARC concerning national accreditation.  ACCME regulations on this subject read as follows:

“The ACCME will consider the following for national accreditation: state medical societies, schools of medicine, national societies, national and regional institutions and other institutions and organizations providing continuing medical education activities on a regular and recurring basis and serving registrants, more that 30% of whom are from beyond bordering states whose educational influence indicate a breadth or involvement which is national in nature.” 

An organization is not eligible for accreditation if, in the judgment of the ARC, its program is devoted to advocacy of unscientific modalities of diagnosis or therapy.

Educational activities for resident physicians fall under the jurisdiction of the Accreditation Council for Graduate Medical Education.  

AMA PRA Category 1 Credit(s)™ must be used to meet requirements for the AMA Physicians Recognition Award, which can be used by other licensing or credentialing organizations.

APPLICATION PROCESS
1.  A non-accredited organization interested in seeking accreditation should 

contact the OSMA ARC. A copy of the OSMA CME Essentials and Policies, an Initial Provisional Application and an Invoice for the application fee will be sent to the requesting organization.

2.
The Initial Provisional Application is an abbreviated form of the re-accreditation application

and requires the interested organization to document information about their CME program.  

3.
A first time application will be reviewed for completeness before a site survey is authorized.  The OSMA ARC chair, site surveyor and/or staff are available to consult in the preparation of the Initial Provisional Application.

4.  The application fee is set by the OSMA and is used to offset the cost of maintaining the accreditation program.  The application fee must be paid at the time of the initial or re-accreditation application.

An organization whose application is incomplete will not be charged an additional fee for a second application. An organization not meeting the accreditation essentials after a site survey will be charged a full fee for a resurvey.

SITE SURVEY
1.
First time applicants will have a site visit scheduled as soon as possible after one is authorized.  Accredited organizations will receive notification that their reapplication packet is due approximately three months before the expiration date of their accreditation.  No attempt is made to complete the resurvey on exactly the same date as the prior survey.  An accredited organization, which is unwilling or unable to arrange a resurvey within the quarter in which it is due, can/will lose its accreditation unless the ARC has approved an alternative resurvey date.  Organizations may request an extension of their accreditation status to allow for a new survey, but such extension will not exceed six months.
2.
The applicant organization will complete a site survey date request form approximately two months prior to the site survey.  Every effort will be made to accommodate the organization’s first request.

3. The Site Survey Team is usually composed of three members:

· A physician, 

· A PhD, EdD, or another individual with experience in CME, and

· An OSMA staff member.

· Additional members may be present for training.

4.
Components of the Site Survey: (the order may vary depending on the desires of the Surveyors):
a. Site surveyors will meet with CME Coordinator and CME Committee Chair.  This gives an opportunity for the surveyors to explain the survey process.

b. Survey team will review files

c. CME Coordinator and CME Committee Chair return to the site survey to review the application with the survey team.

d. The CME survey team, the CME Committee, Chief Executive Officer, CME Director, CME Coordinator; librarian and associated CME staff will meet for an informal time of questions and answers for both the surveyors and attendees.  This meeting may occur during a lunch.
e. The survey team will complete their report and conduct an exit interview with the Organization.

5. After the site visit, OSMA staff will prepare a second draft of the team report.  This draft will be circulated to all members of the survey team, with a request for comments.  The final draft will be presented at an OSMA ARC meeting for approval and will be part of the minutes of that meeting.  

6.  
The Meeting of the ARC

a. The ARC will review the organization’s strengths, deficiencies and the survey team’s recommendations for type and duration of accreditation.  The complete application and team report is available to the ARC.  Actions of the ARC are by a majority vote and will be reported to the next OSMA BOT meeting.

b. Following the ARC meeting, the actions will be reported to applicants and to the ACCME.  Notification letters will indicate the type and duration of accreditation awarded.  If the ARC’s action departs from the recommendation of the survey team, the reasons for that departure will be noted on the Survey team report.  Notification letters will contain a listing of the strengths and deficiencies identified by the survey team and accepted by the ARC.  The list of deficiencies is viewed by the ARC as an agenda for improvement by the accredited organization during the ensuing period of accreditation.  

c. Each accredited organization will report to the ARC the activities of the organization and any deficiency improvements noted from the site survey. This reporting of deficiency improvements may be required through a progress report to the ARC.
d. Types and Duration of Accreditation:  The ARC will choose one of these four options:

i.       Provisional Accreditation:  Provisional accreditation is mandatory for and limited to all organizations accredited for the first time.  The duration of provisional accreditation is two years.  During the first year of their provisional accreditation organizations can not be a joint sponsor of CME activities with non-accredited providers.


ii.       Full Accreditation: An accredited organization, which passes the site survey, can/will be given full accreditation for a period of two to four years.

iii.       Probationary Accreditation: An accredited organization that has not met all the Essentials can be given probationary accreditation for a period not to exceed one year.

iv.       Non-Accreditation:  Organizations that do not pass the site survey will be given detailed reasons for the decision not to accredit in the notification letter.  If an accredited organization’s lack of compliance with the Essentials is so egregious, then the ARC can vote for non-accreditation of that institution without offering a period of probation. The ARC will offer educational consultation to any organization that has been denied accreditation.  An organization that is not accredited and questions that decision can appeal the ARC’s decision.  (See “Appeals” on page 12).
OBLIGATIONS OF ACCREDITED ORGANIZATIONS

There shall be an explicit commitment to CME by the medical and administrative leadership of the accredited organization.  This demonstrated commitment to the CME program is essential to establishing effectiveness.  Evidence of this commitment is demonstrated through a written CME mission statement formally approved by the organization’s governing body, the provision of facilities and staff for CME activities and a documented budget demonstrating financial support.

The ultimate goal of CME is optimum patient care (the right care, for the right patient, at the right time and in the right place).  Therefore, program objectives must focus on the types of patient problems actually confronted by the organization’s physicians or the actual professional practice learning gaps of those physicians.

Issues in patient care need to be defined from demonstrated professional practice gaps of your physicians and may be from your needs assessment and obtained from, but not limited to, such sources as reports or results from quality data, quality improvement committees, health statistics, community screening program, current research, and the application of new modalities of diagnosis or treatment.

Individual CME activities will be consistent with the organization’s CME mission.  The overall program will be evaluated at least annually to determine whether it is effectively accomplishing the goals of its mission.  The results of the CME program evaluation must be reflected in the CME committee’s minutes and/or reported to the organization’s governing body, a copy of which should be available at the time of the accreditation survey.

The mission statement itself must be reviewed periodically to determine if it is current and fully relevant, or should be revised to reflect experience and evolving needs. The ARC recommends that the accredited provider’s governing body reviews, signs, and updates the CME program’s mission statement at least one year before reaccreditation.
Approval of the CME mission by the organization’s governing body indicates full organizational agreement with the CME program’s goals and allocation of resources to accomplish those goals.

The mission statement must clearly and concisely define the following components:

1. CME purpose

2. Content areas

3. Target audience

4. Type of activities provided

5. Expected results of the program (in terms of changes in competence, performance or patient outcomes)
Supporting documentation to comply with the OSMA Policies shall be maintained and made available to the survey team.

Each accredited organization must designate a person who is officially responsible for its CME program.  The responsibilities of that person are:

1. To determine which educational events sponsored by the accredited institution meet the requirements for AMA PRA Category 1 Credit(s)™ and to explicitly designate such events as providing AMA PRA Category 1 Credit(s)™.
2. To monitor all aspects of the CME program and to assure the consistent application of the criteria for AMA Category 1 credit(s)™ to all events so designated.

3. To provide a continuing liaison between the OSMA and the accredited organization on CME accreditation matters.

4. To report to the ARC major changes in the CME program which might impair its adherence to the OSMA Essentials and Policies, e.g. a decision to amalgamate two organizations, a major reduction in funds for support of the CME program, staff changes, etc.

5. To submit the required annual report describing the activities of their programs.  Continuing full accreditation is contingent upon receipt of the annual report.

The annual report will be submitted electronically by the Accredited Provider to the ACCME and copy will be mailed or sent electronically to the ARC.  The annual fee will be due upon receipt of the annual report.  A $100.00 late fee will be included if the provider does not provide the annual report by the due date.  

The OSMA ARC will receive notification from ACCME when annual reports have been submitted. The annual reports will be reviewed by the ARC staff and chair and presented to the ARC.  Receipt of the report will be acknowledged to the provider.  The response to the providers will include recommendations or suggestions when appropriate.

A copy of the annual report will be maintained in the OSMA CME files along with any communication with ACCME regarding the Provider’s annual report. 
OUT OF STATE AND NATIONAL ACTIVITIES

OSMA accredited organizations are allowed to plan and conduct one out-of-state CME activity yearly.  The activity needs to adhere to the OSMA Essentials and Policies: 

NOTE:  Offering an out-of-state activity which does not meet the OSMA Essentials and Policies can be reason for loss of accreditation.

An OSMA accredited organization is assumed to be serving the physicians in its own geographic area.  It is inappropriate for an OSMA accredited organization to act as the provider of CME activities which are directly advertised to physicians outside the contiguous states on a regular and recurring basis with the exception of offerings on the Internet.  To advertise a CME activity nationally, a provider must apply to the ACCME for accreditation, or seek joint sponsorship with an ACCME accredited provider.  An OSMA accredited organization may provide only one nationally advertised activity a year.

MERGERS OF ACCREDITED PROVIDERS
When an OSMA accredited organization merges with another accredited or non-accredited organization(s), it is the responsibility of the accredited organization(s) to notify ARC of this restructuring.  Such mergers are considered to be a substantial change and may require the ARC to re-evaluate a provider before the end of the current accreditation.  The re-evaluation may require that a new application be submitted and that the new entity undergo a site survey.  It may be required that a new entity be considered for accreditation as a new provider.  The OSMA accreditation procedures will apply.

A site survey may be required for the new entity depending on the evaluation by the ARC.  Consideration will be given to the degree of change or continuity in the organizations CME Committee (what percentage of membership on the organization’s CME Committee is retained from the previously accredited entity), the relative size of the merging entities (will a large entity assume corporate control of a small entity or vice-versa), changes/continuity in the medical staff (is the majority of the combined medical staff from the accredited organization), changes in the audience served by the CME program,  the degree to which all physicians needs are addressed, or the creation of one set of medical staff bylaws.

When a site survey is required, the new entity will be given time, set by the OSMA ARC, to submit a new Accreditation Application.  If the new entity meets the submission deadline, the ARC will extend the existing accreditation to cover CME activities offered by the new entity until a site survey has taken place and an accreditation decision made.  If the application is not received by the deadline, then accreditation will be withdrawn as of that date, and the new entity will no longer be permitted to designate AMA PRA Category 1 Credit(s)™ for its CME programs.
An Interim Report is required within six months from the official merger date when:

1.
A merger occurs between accredited organizations, a new entity is created and the separate organizations cease to exist.

2.
A merger occurs between accredited organizations, one of the organizations assumes control, and the other accredited organization ceases to exist as a separate entity.

3.
A merger occurs between an accredited organization and a non-accredited organization, 

the accredited organization assumes control and the non-accredited organization ceases to exist as a separate entity.

Mergers requiring an organization to seek accreditation as a new provider:

1.
A merger occurs between accredited organizations, a new entity is created and the separate organizations cease to exist.

2.
A merger occurs between an accredited and a non-accredited organization, the non-accredited organization assumes corporate control and the accredited organization ceases to exist as a separate entity.

Should the new entity be successful in achieving accreditation, it would receive a two-year provisional accreditation, the only accreditation status available to new sponsors.  Because this is considered to be a new application, the standard survey fee will be due upon submission of the accreditation application.

Mergers having no effect on existing accreditation:

If a merger occurs where a new corporate management structure is created, but health care facilities, and most importantly, the medical staffs maintain separate identities and separate medical staff bylaws, then each accredited organization can maintain its accreditation.  Joint sponsor CME activities with its non-accredited merger partners will follow joint sponsored guidelines.

CONSORTIA

A CME consortium is a group of geographically related organizations that agree to share resources to cooperatively conduct CME activities for physicians.  A consortium allows a related group of organizations the opportunity to offer access to CME, which would be more difficult for each provider alone.  The consortium must have a structure with a clearly identified CME Committee and representation from each member organization.

A “letter of intent” is required as the initial step in forming a consortium.  This letter must be initiated by a joint committee, signed by representatives of each organization and sent to ARC.  The letter of intent is not binding, but does announce the intention to provide consultative services.

Authority for administration and oversight of the consortium program must be clearly designated to a centralized body comprised of appropriate representatives from each member organization.  Appropriate personnel must be available to coordinate consortium activities.

A consortium must clearly demonstrate that its CME Committee determines its target audience, identifies the needs or professional practice gaps of its physicians, develops learning objectives, selects faculty, performs evaluations and evaluation reviews, and otherwise fully manages the program.  As opposed to being a clearinghouse for the various member organizations’ own activities.  A consortium must participate in the planning of all educational activities offered by member organizations.

If a new organization wishes to become a member of an existing consortium and the members of the consortium agree, the applicant must work with the consortium’s CME Committee to assure that it conforms to OSMA’s Essentials and Policies and to the consortium’s operating procedures.  If such a change in structure is made, the consortium must inform ARC.

A written contract or agreement must be developed and signed by each member organization.  This agreement must clearly define the following:

1. Consortium membership criteria

2. Responsibilities of member organizations

3. Basic structure and policies of operation

4. Financial obligations of member organizations

5.
Agreement to abide by the OSMA CME Essentials and Policies

WITHDRAWAL FROM ACCREDITATION

An OSMA accredited organization, which ceases to provide educational activities may vacate its accredited status by notifying the ARC.  
OSMA and the ACCME will subsequently remove the name of that organization from their official lists of accredited organizations.

COMPLAINTS AGAINST ACCREDITED ORGANIZATIONS

All complaints against OSMA accredited organizations shall be submitted to the ARC in writing and signed.  The identity of the complainant will be held confidential upon request.  Following consultation with staff, the chair of the ARC shall determine within ten days of its receipt whether the complaint relates to the manner in which the program complies with the OSMA Essentials and Policies.

1.
If the complaint is judged not to relate to program’s compliance with the OSMA Essentials or Policies, the person initiating the complaint shall be notified by the ARC.

2.
If the complaint is related to program compliance with the OSMA Essentials or Policies, the following shall be observed:

a.
The confidentiality of the complaining party shall be protected.

b.
The ARC will acknowledge the receipt of the complaint and share with the filing party a description of the process to handling the complaints.

c.
The ARC shall notify the Director or Coordinator o the CME program and the Chief Executive Officer (CEO) of the organization of the substance of the complaint and shall request a preliminary investigation and report from the organization on their findings within 30 days of receipt of this letter of notice.

d.
The ARC may request further information or material relative to the complaint from the complaining party, the organization or other relevant sources.

On receipt of the responses referred to in 2c and 2d above, the chair of the ARC shall consider the complaint and all relevant information obtained in the investigation and formulates an action according to the following guidelines:

1.
If the complaint is unsubstantiated or unrelated to the OSMA Essentials or Policies, the complaining party and the organization will be notified within 15 days of the receipt of the organization’s response.

2.
If the investigation reveals that the program was or might not have been following the OSMA Essentials or Policies, one of two approaches shall be taken within 15 days of the organization’s response:

a.
The organization shall be notified and may submit a report and documentation within 30 days of notice demonstrating the manner in which the substantiated complaint has been corrected.  If the ARC is satisfied with this report, the organization and the complainant shall be notified of the resolution of the matter and that the accreditation status remains unaffected; or 

b.
Should the ARC judge the program or organization’s response to the complaint to have been inadequate and lacking in evidence of the program’s continuing substantial compliance with the Essentials or Policies, the staff of the ARC in consultation with the Chair of the ARC can then request and arrange for an on-site evaluation of the program.  The purposes of this on-site evaluation shall be limited to an investigation of the complaint and the manner in which it effects compliance with the Essentials or Policies.  The cost of the return on-site evaluation is borne by the ARC.

3. Should the evaluation team, on evidence received through the site evaluation, consider the program to remain in substantial compliance with the OSMA Essentials and Policies, the organization and the complainant shall be notified of this assessment and that the organization’s current accreditation status remains unaffected.

4. Should the evaluation team consider the evidence of the site evaluation to indicate that the program is not in substantial compliance with the OSMA Essentials or Policies, the evaluation team shall recommend a change in accreditation status to the OSMA ARC.

5. The ARC shall act on this recommendation at its next scheduled meeting and the complainant and organization shall be notified within 15 days after the meeting.

6. If the ARC reaches an adverse accreditation decision, the affected organization has recourse to the OSMA policy for Appeals.

APPEALS 

If an OSMA accredited organization receives an adverse accreditation decision (probation or non-accreditation) from the ARC, the organization has recourse to either a reconsideration or formal appeal of that decision under the following conditions:

1.
Reconsideration:  If the accredited organization disagrees with an adverse accreditation decision, that organization may request the ARC to formally reconsider that decision.  The organization must forward a written request for reconsideration to the ARC within 30 days upon receipt of notification of the adverse decision.  The ARC will then offer the organization a period of 30 days to submit written documentation supporting why the decision should be changed.  Upon receipt of this additional documentation, the ARC will have a period of 60 days to study the new material and call a meeting.  At the meeting of the ARC, the organization may either present the case in person or use the written documentation to substantiate their request for reconsideration.  

      The recognition status of the institution, during the process of reconsideration, shall remain as it was prior to the adverse recognition decision.


Reconsideration will be based upon the CME program as it existed at the time of the review.  Only material that was made available to the surveyors at the time of the survey will be considered as part of the reconsideration.  If substantial changes have occurred subsequent to the initial survey and review, the organization must submit those changes as part of a new application for accreditation rather than as part of a request for reconsideration.


If the ARC decided to change its decision based on the reconsideration, the organization is notified and the accredited status continues.  If the ARC does not reverse the decision, the original decision will be implemented.  If the original decision was for non-accreditation, the organization has recourse to a formal appeal to the OSMA BOT.

2.
Appeal:  Organizations who are notified by the ARC of an adverse accreditation decision or notified that their reconsideration of an adverse decision has failed, must request in writing an appeal of that decision through the OSMA BOT.  The BOT will hear the appeal at its next regularly scheduled meeting.  The BOT will consider the appeal based upon the CME Program as it existed at the time of the surveyors’ review.  Only material that was made available to the surveyors at the time of the review will be considered as part of the appeal process.  Any substantial changes made to the program after the survey shall not be made part of the appeal process. The organization will present its case in person at the BOT meeting.  The chair of ARC or designee will be present to explain the original decision of the ARC and to answer the BOT questions.  The BOT will base its decision on whether or not the correct process was followed in the determination of the decision.  The accreditation status of the institution, during the process of appeal, shall remain as it was prior to the adverse accreditation decision.
COMMERCIAL SUPPORT 

Standards to Ensure the Independence of CME Activities, adopted from the 2004 ACCME STANDARDS FOR COMMERCIAL SUPPORT

STANDARD 1: Independence

1.1 A CME provider must ensure that the following decisions were made free of the control of a

commercial interest. The ARC and the ACCME define a “commercial interest” as any proprietary entity producing health care goods or services, with the exemption of non-profit or government

organizations and non-health care related companies.

a. Identification of CME needs,

b. Determination of educational objectives,

c. Selection and presentation of content,

d. Selection of all persons and organizations that will be in a position to control the content of the CME,

e. Selection of educational methods, and

f. Evaluation of the activity.

1.2 A commercial interest cannot take the role of non-accredited partner in a joint sponsorship

STANDARD 2: Resolution of Personal Conflicts of Interest

2.1 The provider must be able to show that everyone who is in a position to control the content of an education activity has disclosed all relevant financial relationships with any commercial interest to the provider. The ARC defines “’relevant’ financial relationships” as any financial relationships in any amount occurring within the past 12 months that create a conflict of interest.

2.2 An individual who refuses to disclose relevant financial relationships will be disqualified from being a planning committee member, a teacher, or an author of CME, and cannot have control of, or responsibility for, the development, management, presentation or evaluation of the CME activity.

2.3 The provider must have implemented a mechanism to identify and resolve all conflicts of interest prior to the education activity being delivered to learners.

STANDARD 3: Appropriate Use of Commercial Support

3.1 The provider must make all decisions regarding the disposition and disbursement of commercial support.

3.2 A provider cannot be required by a commercial interest to accept advice or services concerning teachers, authors, or participants or other education matters, including content, from a

commercial interest as conditions of contributing funds or services. 

3.3 All commercial support associated with a CME activity must be given with the full knowledge and approval of the provider.

Written agreement documenting terms of support

3.4 The terms, conditions, and purposes of the commercial support must be documented in a

written agreement between the commercial supporter that includes the provider and its

educational partner(s). The agreement must include the provider, even if the support is given directly to the provider’s educational partner or a joint sponsor.

3.5 The written agreement must specify the commercial interest that is the source of commercial support.

3.6 Both the commercial supporter and the provider must sign the written agreement between the commercial supporter and the provider.

Expenditures for an individual providing CME

3.7 The provider must have written policies and procedures governing honoraria and reimbursement of out-of-pocket expenses for planners, teachers and authors.

3.8 The provider, the joint sponsor, or designated educational partner must pay directly any


teacher or author honoraria or reimbursement of out-of–pocket expenses in compliance with


the provider’s written policies and procedures.

3.9 No other payment shall be given to the director of the activity, planning committee members,


teachers or authors, joint sponsor, or any others involved with the supported activity.

3.10 If teachers or authors are listed on the agenda as facilitating or conducting a presentation or session, but participate in the remainder of an educational event as a learner, their expenses can be reimbursed and honoraria can be paid for their teacher or author role only.

Expenditures for learners

3.11 Social events or meals at CME activities cannot compete with or take precedence over the educational events. 

3.12 The provider may not use commercial support to pay for travel, lodging, honoraria, or personal expenses for non-teacher or nonauthor participants of a CME activity. The provider may use commercial support to pay for travel, lodging, honoraria, or personal expenses for bona fide employees and volunteers of the provider, joint sponsor or educational partner.

Accountability

3.13 The provider must be able to produce accurate documentation detailing the receipt and expenditure of the commercial support. 

STANDARD 4:  Appropriate Management of Associated Commercial Promotion

4.1 Arrangements for commercial exhibits or advertisements cannot influence planning or

interfere with the presentation, nor can they be a condition of the provision of commercial

support for CME activities.

4.2 Product-promotion material or product-specific advertisement of any type is prohibited in or

during CME activities. The juxtaposition of editorial and advertising material on the same products or subjects must be avoided. Live (staffed exhibits, presentations) or enduring

(printed or electronic advertisements) promotional activities must be kept separate from CME.

a. For print, advertisements and promotional materials will not be interleafed within the pages of the CME content.  Advertisements and promotional materials may face the first or last pages of printed CME content as long as these materials are not related to the CME content they face and are not paid for by the commercial supporters of the CME activity.

b. For computer based, advertisements and promotional materials will not be visible on the screen at the same time as the CME content and not interleafed between computer ‘windows’ or screens of the CME content 

c. For audio and video recording, advertisements and promotional materials will not be included within the CME material.  There will be no ‘commercial breaks’ within the education content/material.
d. For live, face-to-face CME, advertisements and promotional materials cannot be displayed or distributed in the educational space immediately before, during, or after a CME activity.   Providers cannot allow representatives of Commercial Interests to engage in sales or promotional activities while in the space or place of the CME activity.

4.3 Educational materials that are part of a CME activity, such as slides, abstracts and handouts,

cannot contain any advertising, trade name or a product-group message.  

4.4 Print or electronic information distributed about the non-CME elements of a CME activity that are not directly related to the transfer of education to the learner, such as schedules and

content descriptions, may include product promotion material or product-specific advertisement.

4.5 A provider cannot use a commercial interest as the agent providing a CME activity to learners, e.g., distribution of self-study CME activities or arranging for electronic access to CME

activities. 

STANDARD 5:  Content and Format without Commercial Bias

5.1 The content or format of a CME activity or its related materials must promote improvements or quality in healthcare and not a specific proprietary business interest of a commercial interest.

5.2 Presentations must give a balanced view of therapeutic options. Use of generic names will

contribute to this impartiality. If the CME educational material or content includes trade names, where available trade names from several companies should be used, not just trade names from a single company.

STANDARD 6:  Disclosures Relevant to Potential Commercial Bias

Relevant financial relationships of those with control over CME content

6.1 An individual must disclose to learners any relevant financial relationship(s), to include the


following information: 

a. The name of the individual;

b. The name of the commercial interest(s) and

c. The nature of the relationship the person has with each commercial interest.

6.2 For an individual with no relevant financial relationship(s) the learners must be informed that no relevant financial relationship(s) exist.  

Commercial support for the CME activity.

6.3 The source of all support from commercial interests must be disclosed to learners. When


commercial support is ‘in-kind’ the nature of the support must be disclosed to learners.

6.4 ‘Disclosure’ must never include the use of a trade name or a product-group message. 

Timing of disclosure

6.5 A provider must disclose the above information to learners prior to the beginning of the


educational activity.

HONORARIUM POLICY
In an effort to enhance the quality of Continuing Medical Education activities at the Oklahoma State Medical Association (OSMA), the honoraria for educational activities are to be reviewed, negotiated, and approved by the CME Planning Committee.  The amount to be considered will begin at gratis and will not exceed this Organization’s financial capabilities.
AMA ETHICAL OPINION 9.011:  CONTINUING MEDICAL EDUCATION
Physicians should strive to further their medical education throughout their careers, only by participating in continuing medical education (CME) can they continue to serve patients to the best of their abilities and live up to professional standards of excellence.  Fulfillment of mandatory state CME requirements does not necessarily fulfill the physician’s ethical obligation to maintain his or her medical expertise.

ATTENDEES  Guidelines for physicians attending a CME conference or activity are as follows:
1.
The physician choosing among CME activities should assess their educational value and select only those activities, which are of high quality and appropriate for the physician’s educational needs.  When selecting formal CME activities, the physician should, at a minimum, choose only those activities that:

a. are offered by sponsors accredited by the Accreditation Council for Continuing Medical Education (ACCME), the American Academy of Family Physicians, or a state medical society;

b. contain information on subjects relevant to the physicians’ needs;

c. are responsibly conducted by qualified faculty; and

d. conform to Opinion 8.061: Gifts to Physicians from Industry.

2.  The educational value of the CME conference or activity must be the primary consideration in the physician’s decision to attend or participate.  Though amenities unrelated to the educational purpose of the activity may play a role in the physician’s decision to participate, this role should be secondary to the educational content of the conference.

3.
Physicians should claim credit commensurate with the actual time spent attending a CME activity or in studying a CME enduring material.

4.
Attending promotional activities put on by industry or their designees is not unethical as long as the conference conforms to Opinion 8.061:  Gifts to Physicians from Industry and is clearly identified as promotional to all participants.

FACULTY   Guidelines for physicians serving as presenters, moderators, or other faculty at a CME Conference are as follows:
1.
Physicians serving as presenters, moderators, or other faculty at a CME conference should ensure that:

a.
research findings and therapeutic recommendations are based on scientifically accurate, up-to-date information and are presented in a balanced, objective manner.

b.
the content of their presentation is not modified or influenced by representatives of industry or other financial contributors, and they do not employ materials whose content is shaped by industry.  Faculty may, however, use scientific data generated from industry-sponsored research, and they may also accept technical assistance from industry in preparing slides or other presentation materials, as long as this assistance is of only nominal monetary value and the company has no input in the actual content of the material.

2. 
When invited to present at non-CME activities that are primarily promotional, faculty should avoid participation unless the activity is clearly identified as promotional in its program announcements and other advertising.

3. 
All conflicts of interest or biases, such as financial connection to a particular commercial firm or product, should be disclosed by faculty members to the activity’s sponsor and to the audience.  Faculty may accept reasonable honoraria and reimbursement for expenses in accordance with Opinion 8.061:  Gifts to Physicians from Industry.

JOINT SPONSORSHIP
The accredited organization shall accept responsibility that the OSMA Essentials and Policies are met when CME activities are planned and presented in joint sponsorship with non-accredited organizations. 

The accredited organization shall be able to demonstrate:

1.
With written documentation that each sponsored CME activity was planned and implemented in compliance with the OSMA Essentials and Policies.

2.
The use of the following statement on all printed materials for activities created according to the Essentials:


This activity has been planned and implemented in accordance with the Essentials and Policies of the Oklahoma State Medical Association through the joint sponsorship of <insert name of OSMA accredited sponsor> and <insert name of non-accredited sponsor>. The <insert name of accredited sponsor> is accredited by the OSMA to provide continuing medical education for physicians.”

3.
Its utilization of specific written policies and operating procedures to effectively govern the planning and implementation of its jointly sponsored activities. The accredited organization may require that the non-accredited organization meet requirements that are more restrictive than or exceed the minimum requirements of the OSMA.

4.
That if two or more accredited organizations are involved in an activity, then one of them must assume responsibility for the activity and this must be clearly indicated on all the printed materials.

The organization will/must provide information on these jointly sponsored activities when resurveyed for accreditation and must demonstrate that it has participated integrally in the planning and implementation of these activities.

Jointly sponsored activities must be consistent with the organization’s mission statement. The organization must conduct an evaluation of each jointly sponsored CME activity.

The name of the accredited organization must appear on all promotional materials and on the printed program of the jointly sponsored activity. If more than one accredited organization jointly sponsors a CME activity, one organization will/must assume responsibility for the activity and this organization will be clearly indicated on the promotional materials and printed programs.

Some local chapters or affiliates of national organizations are neither independently accredited nor specifically included in the accreditation of the national organization. The accredited national organization must take care that it is not listed as the joint sponsor of CME activities of such local chapters or affiliates unless the requirements of this Policy are met.

The requirements for a jointly sponsored CME Category 1 program are the same as for any other Category 1 program. The answer to all the following questions must be “yes.”

1.
Does it meet the definition of a planned program of CME? . . a “planned program of CME” is defined as one that covers a need (s).

2.
Is the program designed with the specific needs of physicians in mind?

3.
Has a “needs assessment” been conducted?

4.
Have educational goals and objectives been formulated?

5.
Are suitable facilities available?

6.
Does the format and a faculty serve the educational goals and objectives?

7.
Will an objective evaluation be carried out and used in planning subsequent programs?

8.
Have the financial arrangements and any conflict in interest been managed in accordance with the Standards for Commercial Support?

An account of joint sponsorship activities must be included in the annual report submitted to the OSMA ARC. This area will also be reviewed at the time of re-survey site visits.

ENDURING MATERIALS

Definition

CME enduring materials are printed, recorded, or computer-assisted instructional materials which may be used over time at various locations and constitute a planned CME activity.  Not included are "reference materials" such as books, journals or manuals. 

Standards:

1. 
The design and use of enduring materials must be consistent with the organization’s CME Mission. 

2. 
Enduring materials must be based upon identified CME needs or professional practice gaps for a targeted group of physicians. 

3. 
The organization must develop explicit objectives for each item of enduring material and must communicate the objectives to the prospective participants.

4.
The medium, or combination of media, chosen by the organization must be consistent in content and   method with the stated objectives. 

5. 
The overall length of the recorded materials and estimated study time for completing the activity                                                        should be specified. 

6.

Every organization must evaluate each unit of enduring material at least once every three years, or more frequently if indicated by new scientific developments. The organization must demonstrate that findings from the evaluation process are used to revise, update, or plan future versions of the enduring materials. 

7. The date of original release must be prominently displayed in Arabic numerals after the title, along with the most recent date of review and revision or approval, if applicable. 

8. Organizations providing enduring materials must have a mechanism to record and, when authorized by the participating physician, to verify participation. 

9. In instances of Joint Sponsorship, an accredited organization must assume ongoing responsibility for the planning, proper use and evaluation of the CME activity. Planning includes identification of the target physicians, the educational needs to be addressed, the appropriate objectives, educational content, selection of media and faculty, and the production quality. Proper use includes marketing, distribution, and establishing the conditions for effective participation.

Providers of enduring materials will/must communicate the following information to prospective participants: 

1. Target audience of physicians, 

2.
Needs or learning gaps addressed and specific learning objectives,

10. Topics and educational content,

11. Principal faculty and their credentials,

12. Medium or combination of media used,

13. Method of physician participation in the learning process,

14. Estimated time to complete the educational activity,

15. Date of original release,

16. Date of most recent review and update or approval, and

17. Evaluation methods.

Commercial acknowledgment in enduring materials must meet the standards for commercial support.

INTERNET POLICY

The components of the approved policy are:

1.   Complying with the OSMA Essentials and Policies,

2. Separating education from promotion,

3. Prohibiting CME activities from being on a pharmaceutical or device manufacturers website,

4. Notifying the learner when leaving the educational website,

5. Linking the website to pharmaceutical and device manufacturers websites is only permitted before or after the educational content,

6. Advertising of any type is prohibited within the educational content of the activity,

7. Informing the learner about the hardware and software needed to participate,

8. Complying with and informing the learner about privacy and confidentiality of information, and

9. Complying with copyright laws.

JOURNAL POLICY 

1. A journal-based CME activity includes the reading of an article (or adapted formats for special needs), a provider stipulated/learner directed phase (that may include reflection, discussion, or debate about the material contained in the article(s)) and a requirement for the completion by the learner of a pre-determined set of questions or tasks relating to the content of the material as part of the learning process.

2. Educational content must be within the definition of CME.

3. The activity in a journal-based CME activity is not completed until the learner documents participation in that activity to the provider.

4. In any journal-based CME activity, the learner must not encounter advertising within the pages of the article(s) or within the pages of the related questions or evaluation materials.

REGULARLY SCHEDULED CONFERENCES

Regularly scheduled conferences (RSS’s) are the daily, weekly or monthly CME activities of organizations that are primarily planned by and presented to the institution’s professional staff.  These activities are often know as “Grand Rounds,” “Tumor Boards,” “Cancer Conferences “or “Morbidity/Mortality Conferences.”

All the RSS’s that the accredited organization’s CME program supports will be considered one “activity”.  

Within the RSS’s activity there may be several “series” – each made up of several “sessions”.  For example:  The RSS activity of your organization is made up of two series – Internal Medicine Grand Rounds and Monthly Pathology Case Conferences.

Each session of these RSS’s will be in compliance with the Essentials and Policies.  Organizations that produce RSS’s must have a system for monitoring the compliance of all sessions.  That system might include sampling, direct observation, reporting by exception, or other mechanisms that allow the organization to know whether or not the RSS’s are being planned and produced in compliance with the requirements.  Providers have the flexibility to use whatever mechanism works for the complexity of their program.  Providers will be asked to have sufficient data and information so that they really know about their own compliance.  This means that sampling is adequate and would need to include all the series that were presented during the accreditation period.  

What the OSMA will measure during the accreditation process:

1. Written goals(s) for the RSS’s correlation with the CME program mission statement.

2. The provider will be required to describe and verify it has a system in place to monitor for compliance with the OSMA Elements and Policies, including the policy for commercial support.

3. Written objective (s) for each type of activity to ensure that the overall CME goal(s) are reached and the activities have comprehensive coverage of a clinical area and can lead to improved patient care. 

Providers must include a description of this compliance monitoring process as part of the material for Essential 2.5.   

Providers will have to:

1. Describe their monitoring system

2. Document that the monitoring system has been implemented,

3. Explain and show that the monitoring system has facilitated improvements,

4. Verify the presence of letters of agreement regarding commercial support,

5. Verify the presence of appropriate recording of learner participation, and 

6. To make available and accessible to the learners some form of an information management system (examples include paper, web, or LAN based systems) through which data and information on a learner’s participation can be recorded and retrieved.  The critical data and information elements include:  learner identifier, name/topic of activity, date of activity, hours of credit designated or actually claims.  
VERBAL DISCLOSURE

Information about faculty/provider relationships may be disclosed to participants in different ways.  Verbal disclosure is one way to disclose information.  Organizations must be able to supply ARC with written verification that appropriate verbal disclosure occurred at a CME activity. 

Documentation of verbal disclosure at CME activities requires a representative of the organization who was in attendance at the time of the verbal disclosure to attest in writing: that verbal disclosure did occur and itemize the content of the disclosed information, or that there was nothing to disclose, or that the faculty member had refused to disclose. If the faculty member refuses to disclose, AMA PRA Category 1 Credit(s)™ will not be offered. The documentation that verifies that adequate verbal disclosure did occur must be completed within one month of the activity.   

To assist providers in understanding the intent of the policy, the following two strategies demonstrate compliance:

STRATEGY 1:  A written attestation by the activity moderator, observer or provider staff member that is signed and dated within a week of the activity, states that all relevant disclosure information was made known to the participants. Stapled to the attestation is the full detail of the information that was disclosed.  In this case, that detail can be found in the faculty disclosure forms required by the provider. 

STRATEGY 2:  A written attestation by the provider’s CME Manager, that is signed and dated on the date of the activity, that attests and delineates all the disclosure information that was verbally made known to the participants, including faculty members’ names, the nature of their relationships, the entities with which they have relationships, if any of the faculty had nothing to disclose or refused to disclose.

OSMA’S POLICY ON FINANCIAL MANAGEMENTOF CME ACTIVITIES

Purpose:  The ACCME Essential Areas and Elements for continuing medical education require that an accredited sponsor provide for the adequate management and control of funds used in continuing medical education activities.  It is the intent of this policy to define the responsibilities of the CME Planning Committee, the various subsidiaries, and Councils/Committees of the Oklahoma State Medical Association, in handling and reporting financial matters in the planning and implementation of CME activities solely or jointly sponsored by the Oklahoma State Medical Association.

1. The Activity or CME Manager shall establish a restricted account or line item (in their designated budget) for the CME Activity. 

a. This account may be in the Oklahoma State Medical Association, The OSMA Foundation, Physicians Liability Insurance Company, OSMA Health or an approved Joint Sponsor account.

2. All funds received  and payments of expenses in conjunction with the CME activity shall be recorded in the designated restricted account or line item.

3. Each CME activity shall have a budget which is to be submitted to the CME Manager and the CME Planning Committee when application is made for CME credit.  The budget shall be to ensure that it is appropriate for the objectives of the activity and in compliance with institutional policies.

4. The receipt and distribution of money for CME activities must be in accordance with the ACCME Essential Areas and Elements and Standards for Commercial Support. (attachment I)  

5. When funds, goods or services are provided by a commercial sources (e.g. a pharmaceutical or medical devise manufacturer as a grant to support a CME activity, a written agreement describing the relationship shall be signed by a representative of the company, the Activity Director, and the CME Manager or designee.

6. Honoraria and expenses for speakers and other faculty of a CME activity must be paid by the OSMA, OSMA subsidiary or approved Joint Sponsor.  No payments may be made directly to the faculty by commercial supporters.

a. Program activities shall report the Revenue and Expenses as soon as possible following the activity. 

b. Regularly scheduled activities such as Grand Rounds shall report a summary of revenue and expenses once each year covering the past calendar year.  
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