[image: image2.wmf] 

[image: image3.wmf] 

` 
Application for AMA PRA Category 1 Credit™
What You Need to Know to Get Started

You are considering requesting CME support for an educational activity, or perhaps you have already begun the application process.  This document is intended to aid your endeavor by providing a general overview of the process, identifying major components and responsibilities in that process, clarifying important terms and concepts, and offering examples.  
Our mission at Legacy CME is to provide high-quality, evidence-based educational opportunities that are designed to advance physician competence, enhance practice performance, and/or improve patient outcomes.   By combining your activity proposal with our expertise and resources, together we can achieve that goal. 
Our Legacy Health CME Committee meets quarterly, in March, June, September and December.  All applications must be approved by the Committee before the educational activity can be accredited.  

Please review the following information related to our CME processes - this will enhance our collaboration and expedite moving your project from conception to realization. 
Sincerely,

Carol Galganski, MSLS, MHSA

Manager, Medical Libraries, CME and AudioVisual Services
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Planning Structure and Responsibilities

What is the Source of Our Accreditation?

Legacy Health is accredited by the Oregon Medical Association on behalf of the ACCME to award AMA PRA Category 1 Credit™ for physicians.   It is the responsibility of the Legacy CME Department to ensure compliance with all ACCME criteria.  When approved, the designation for this course is valid for one year from the time of approval. 

What are the Course Director Responsibilities?  

Course directors are responsible for assuring that the activity is educationally sound, free of commercial influence and fiscally responsible.  Specific responsibilities include:

· Assessing and maintaining the course’s financial solvency

· Selecting faculty and verifying their competence and placement in appropriate subject area, and assuring the program format supports the educational goals

· Overseeing the curriculum development, providing assessed needs for content, and ensuring the faculty presents a balanced view of therapeutic options  

· Assuring that faculty members’ conflicts of interest are resolved prior to the activity and that relationships with industry are disclosed to participants prior to the educational activity

· Precluding commercial interests from influencing curriculum planning or faculty selection

· Addressing post program speaker bias perceptions when necessary

· Assuring honorarium payments comply with Legacy Health policy guidelines 
Who Should Serve On and What is Expected from the Planning Committee?

Since the ACCME defines CME as education developed by physicians for physicians, the composition of the committee should be predominately physicians.  Committee tasks include:

· Identify professional practice gaps, assessment sources and desired outcomes  
· Determine program content and identify the faculty 

· Identify target audience
· Create overall program objectives 

· Locate appropriate venue

· Determine budgetary parameters  
If necessary, CME will assist in creating a planning committee.

Is There Planning Criteria Specific to Legacy Health? 

The Course Director should be an active Legacy Health physician.
Planning CME Content – Needs Assessment/Professional Practice Gaps/Desired Outcomes
In accordance with the ACCME, activities must be designed to make a change in either: 

1. knowledge (facts and information acquired by a person through experience and/or patient outcomes), 
2. learner competence (having the ability to apply knowledge, skills, or judgment in practice if called upon to do so), 
3. performance (what a physician actually does in practice).
  
They should also be designed to measure changes that have taken place as a result of the activity (quantifying patient outcomes or alterations in physician practice are examples of measuring change).  
This section will dissect the planning process and explain how to:
1. identify the professional practice gap
2. identify how scope practice relates to target audience 
3. determine the educational needs 
4. support those needs with a data driven assessment 
5. determine the desired outcomes 
6. assess how to demonstrate if the desired outcomes were implemented
Identifying the Professional Practice Gap

Needs assessment is the systematic process of gathering information and using it to determine instructional solutions to close the gap between current practice and best practice.
The planning committee should ask the following questions:

	Actual
	 
	Optimal

	What learners currently know & do


	Gap
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	What learners should know & do




What have you identified as the gap(s) between the current state of affairs and what is the expected 'best practice'?

You may want to think in terms of: 

· Some patient care scenarios that you find difficult to manage or resolve?

· What are the key issues or obstacles to care you or your colleagues encounter?
· What areas of practice in your hospital or clinical practice setting need improvement?

· What areas of practice is there broad variation among your physicians?

· Which clinical situations make you uncomfortable or keep you awake at night? 

How does the content relate to the current or potential scope of practice of your target audience?
Here are examples: 
· Educational
· Clinical
· Research
· Administrative
After the Gap is Identified, What is the Next Step? 
Based on the gaps you have identified, what themes will be covered during this series? 
Based on the quality or professional practice gap(s) that you identified in your own learners, explain the cause of the gap (difference between actual and best practice and/or patient outcomes), and then describe one or more desired outcome(s) of this education.

Here is an example: 

Gap: Missed diagnosis of cancer in a significant number of women under the age of 45
Cause of the Gap: Physicians are not referring enough women for diagnostic testing when low risk lumps have been discovered via self-examination or in the primary care setting.   

Desired Outcome: Increase the number of women diagnosed with early stage breast cancer through early diagnostic testing.
This desired outcome could be stated as….
This activity is designed to change the knowledge and performance of primary care physicians.  It will educate them about the need to more aggressively refer women under the age of 45 for diagnostic testing when low risk lumps are discovered, and encourage them to follow through in their practice. 

Determining the Educational Needs

The data may be derived from a variety of sources.  It is required that the source of the needs assessment is documented.  

Types of needs assessments to submit with application:
Inferred needs which may be derived from the following: 

· New methods of diagnosis or treatment 

· Availability of new medication(s) or indication(s) 

· Development of new technology 

· Input from experts regarding advances in medical knowledge 

· Acquisition of new facilities or equipment 

· Legislative, regulatory, or organizational changes effecting patient care


Verbalized needs and interests which may be derived from the following: 

· Requests submitted on participants' activity evaluation forms 

· Formal surveys of potential participants (mail and Internet-based) 

· Informal comments 

· Patient problem inventories compiled by potential participants 

· Consensus of faculty members within a department or service area 

Proven needs which are based on objective external data sources. These needs may be derived from the following:

· Epidemiological data

· Quality assurance/audit data 

· Re-credential review 

· Morbidity/Mortality 

· Statistics Infection control data 

· Surgical procedures statistics 

· Professional society requirements 

· Journal articles/literature citations  

Are There Any Mandated Needs Assessment Sources? 

The Accreditation Council for Graduate Medical Education (ACGME) and the Institute of    Medicine (IOM) have defined core competencies for all physicians: 

· Patient care 

· Medical knowledge 

· Practice-based learning and improvement

· Interpersonal and communication skills 

· Professionalism 

· Systems/evidence-based practice 

· Informatics 

· Interdisciplinary teams 

· Quality of care  

These competencies are designed to evaluate a physician’s capability to practice medicine effectively, and when possible, should be addressed in CME planning. 
Legacy Quality Improvement Initiatives
An excellent source of needs assessment data are our own Legacy Quality initiatives, including

· Improving compliance with our Big Aims goals

· Improving compliance with our Core Measures

· Meeting JCAHO compliance with National Patient Safety Goals

How Do I Write a Desired Outcome?

Outcomes should not be confused with goals, which are more global. Outcomes are the action statements that operationalize a goal.  They reflect what the learner will apply in the practice setting from the information gained through this educational series.  Desired outcomes clearly state the changes in competence, performance, and patient outcomes that are anticipated to be achieved as a result of the activity.  

Desired outcomes should be created by the planning committee and conveyed to the speaker(s).  

They should include who (the learner), how (the action verb), and what (the content).  
These outcomes should be measurable.  
Clearly defined desired outcomes will ensure the need is met, provide specific direction for educational design and enhance the evaluation process.
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Verbs for use in Developing Outcomes:

	analyze
	construct 
	 employ
	 list 
	recognize

	Apply
	contrast 
	 evaluate
	 measure
	relate

	arrange 
	create
	 examine
	 name 
	report 

	Assess 
	defend 
	 explain 
	 operate
	review 

	categorize 
	describe 
	 identify
	 organize
	solve problems

	Cite
	diagnose 
	 illustrate 
	 predict
	sort 

	classify
	diagram 
	 integrate 
	 prepare
	translate 

	complete
	distinguish
	 interpret 
	 recall
	update 


Overall Goal of the Program:  

· Provide a forum to discuss the evaluation and management of patients.
Desired Outcomes:

· Empower patients with options to reduce the risk of colorectal cancer using nutrition, diet, and
    drugs, as well as incorporate the pros and cons for colorectal screening options into practice. 

· More effectively triage and classify patients who have suffered concussions, identify the risks,

benefits, and limitations of imaging modalities used in the work up of the post-concussive

  
patient, and implement the steps to minimize long-term risks.
· Improve the ability to distinguish symptoms related to Pertussis to more effectively diagnose.
What About Measuring Outcomes?

“That was a good conference”.  CME professionals have no doubt heard that comment hundreds of times.  What does it really mean?  Apart from being subjective, this comment is vague and lacks specificity.  An outcome measurement is a tool that utilizes attendee feedback or data driven reports to assess the impact of an activity on specific program objectives.  

As described in our mission statement, the expected result of our Legacy CME educational activities is to enhance physician knowledge and clinical behavior for the purpose of improving healthcare outcomes. To assess our activity outcomes, the following framework of outcome levels will be used. 

This tool is taken from the Alliance for CME’s monograph titled “Measuring Higher-Level Outcomes.” (1) These outcome 
levels are based on Kirkpatrick’s four level model. (2)

	CME Outcomes Levels
	Value & Limitations

	Level 1 – Participant Satisfaction

Rates the quality, usefulness, objectives, presentation, faculty, or learning experience
	· Provides feedback on overall quality, faculty, and instructional design

· Provides limited value in describing the impact of the learning activity

	Level 2 – Change in Knowledge, Attitudes, or Skills; or Intent to Change

Includes pre-/posttests, skill observation, and commitment to change measures
	· Documents learning (knowledge, attitudes, skills)

· Intent to change has high correlation with actual behavior change

· Learning may or may not lead to actual behavior change

	Level 3 – Self-Reported Behavior Change

Follow-up assessment of implemented practice change


	· Measures are simple and practical and document impact on practice behavior

· Provides rich information about intended and unintended consequences of CME

· Tends to be subjective

	Level 4 – Objectively-Measured Change in Practice

Assesses change in practice data such as quality and utilization measures
	· Objective data are very useful in assessing educational need and charting post-activity progress

· May not capture the breadth or complexity of new behaviors

· May be difficult to distinguish learners’ data in the context of a large practice group

	Level 5 – Objectively-Measured Change in Treatment Outcomes or Health Status

Assesses progress toward ultimate goal of improved patient health
	· Tracks net effect of practice change on patients and target populations

· May take long time periods to reflect change in health status

· Change may be hard to measure or obscured by co-morbidity


Levels 4 and 5 are the gold standard.  Some activities do not generate the type of data needed for higher outcomes and some institutions do not have the resources nor the ability to gather this data.  However, whenever possible, educational activities should be planned to accommodate level 4 or 5 outcome measurements.  Legacy CME will assist you in planning the appropriate outcome level for your program, and help execute the actual post-conference measurement.    

References
1.
Havens C, Bellman P, Jayachandran K, Waters S. Measuring Higher-Level Outcomes. Alliance for CME, 2005. 
2.
Kirkpatrick DL, Kirkpatrick JD. Transferring Learning to Behavior: Using the Four Levels to Improve Performance. San 
Francisco, CA: Berrett-Koehler Publishers: 2005.
Avoiding Conflicts of Interest and Inappropriate Influences

To ensure balance, independence, objectivity, and scientific rigor in CME, it is important to identify potential conflicts of interest in faculty and planning personnel as well as eliminate all commercial industry bias.  

Legacy Health requires that everyone who is in a position to control the content of a CME activity
(including course directors, planners, speakers, staff, reviewers, teachers, or authors of CME), 
disclose all relevant financial relationships with any commercial interest(s) as well as the nature of 
the relationship.  Financial relationships of the individual’s spouse or partner must also be 
disclosed, if the 
nature of the relationship could influence the objectivity of the individual in a 
position to control the content of the CME.  

Definition of Conflict of Interest (COI)

Commercial Interest

The ACCME defines 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.

Financial relationships

Financial relationships are those relationships in which the individual benefits by receiving a salary, royalty, intellectual property rights, consulting fee, honoraria, ownership interest (e.g., stocks, stock options or other ownership interest, excluding diversified mutual funds), or other financial benefit.  Financial benefits are usually associated with roles such as employment, management position, independent contractor (including contracted research), consulting, speaking and teaching, membership on advisory committees or review panels, board membership, and other activities from which remuneration is received, or expected.  ACCME considers relationships of the person involved in the CME activity to include financial relationships of a spouse or partner.

Relevant financial relationships  

ACCME focuses on financial relationships with commercial interests in the 12-month period proceeding the time that the individual is being asked to assume a role controlling content of the CME activity. ACCME has not set a minimal dollar amount for relationships to be significant.  Inherent in any amount is the incentive to maintain or increase the value of the relationship. The ACCME defines “’relevant’ financial relationships” as financial relationships in any amount occurring within the past 12 months that create a conflict of interest.
Conflict of Interest

Circumstances create a 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.

What About Pharmaceutical Money and Influence? 

Pharmaceutical companies are prohibited from exerting any influence or compensating anyone involved in the planning process or execution of the education.  The body of policy related to commercial support and influence is too expansive to be addressed in this document.  To gain a comprehensive understanding, please read the “ACCME Standards for Commercial Support” attached.  However, some noteworthy conditions and restrictions include:

· All pharmaceutical requests will initiate from the CME Department

· Vendor contact related to speaker suggestions/program content will be initiated 

· by CME

· Funding agreements are necessary for all grants and display fees  

· Grants  will be written by CME staff and monies received will be provided directly to 
Legacy Health CME
· Funds will be properly disclosed to attendees in marketing materials and 


      
on-site evaluations

· Display booths will be staged outside the educational space
Can Speaker, Planning Committee and Other Non-vendor Bias be Prevented?

Identifying bias from these sources can be more difficult.  Opinions may inadvertently contain bias or unknowingly be influenced by financial holdings or professional relationships.  Legacy has instituted the following policies to address these more subtle conflicts:

· All speakers, planning committee members and others who offer opinions or advise

in the CME planning/learning environment will complete a full disclosure to identify

any financial relationships with commercial entities.
· Disclosures from all who participate in a CME program will be provided to attendees

prior to the educational activity.

· Speakers will also offer a verbal disclosure to attendees at the beginning of their

presentation.

· Accrediting institutions are now required to have a mechanism in place to discover,

record, and resolve perceived program content bias.  CME has instituted policies to

comply with these standards.
Eliminating commercial influence from educational programs is an essential component of the planning process.  Equally important is to make certain content is free of bias from every source.  The following resources will help you adhere to these standards, as well as further explore terms and concepts covered in this document. The ACCME site provides comprehensive insights into standards relating to commercial support, and offers guidelines for program planning and evaluation.  The ACGME site is an excellent source of information about core competencies.  

The IOM site features needs assessment information embedded in health reports.  The ABMS is an excellent site for exploring specialty board requirements.  Finally, the AMA contains links to many of the best medical journals, provides physician resources about CME, and is another good source for needs assessment date.  The final three sites, detail clinical guidelines for needs assessment data.      

   Resources:

1. 
Accreditation Council for Continuing Medical Education – http://accme.org/
2. 
Accreditation Council for Graduate Medical Education – http://acgme.org/acWebsite/home/home.asp
3. 
Institute of Medicine – http://iom.edu/
4. 
American Board of Medical Specialties – http://abms.org/
5. 
American Medical Association – http://www.ama-assn.org/
6. 
Agency for Healthcare Research and Quality – http://www.ahrq.gov/
7. 
National Clinical Guidelines Clearinghouse – http://www.guideline.gov/
8. 
Institute for Healthcare Improvement – http://www.ihi.org/ihi

	The ACCME Standards for Commercial SupportSM

Standards to Ensure Independence in CME Activities

	STANDARD 1: Independence 
1.1 
A CME provider must ensure that the following decisions were made free of the control of a commercial interest. (See www.accme.org for    a definition of a ‘commercial interest’ and some exemptions.)
(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; 

(f) Evaluation of the activity.

1.2 A commercial interest cannot take the role of non-accredited partner in a joint sponsorship relationship. (
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  ACCME defines “’relevant’ financial  relationships” as 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.
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	3.12
The provider may not use commercial support to pay for travel, lodging, honoraria, or personal expenses for non-teacher or non-author 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.

· 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. 

· 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.

· For audio and video recording, advertisements and promotional materials will not be included within the CME. There will be no ‘commercial breaks.’ 

· 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:

· The name of the individual; 

· The name of the commercial interest(s); 
· 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. (
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