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[bookmark: _Toc1145886433][bookmark: _Toc1146360087][bookmark: _Toc238829240]Quick Start Guide (At a Glance)
Use this checklist to plan a compliant, high-quality CME activity from concept to close-out.
[bookmark: _Toc1177472366][bookmark: _Toc1751799567][bookmark: _Toc238829241]Step-by-step checklist
Define the target audience and confirm the educational need (needs assessment).
State the professional practice gap (current practice vs. best practice).
Design the activity to change competence, performance, or patient outcomes.
Draft measurable learning objectives (use action verbs).
Select the activity type (RSS, live course, series, enduring material, journal CME, committee-based CME).
Identify course director(s), planners, and coordinator(s); begin collecting disclosures for all persons in control of content.
Develop the agenda and recruit faculty; request slides and disclosures early.
Prepare required application attachments (budget estimate, draft agenda, speaker/faculty spreadsheet).
Submit the online CME application at least 3 months prior to the activity (6 months recommended for large or commercially supported activities).
After approval: learner disclosures and content mitigation for those with relevant financial relationships; finalize materials; deliver the activity.
Collect evaluations and submit close-out documentation.
[bookmark: _Toc737251542][bookmark: _Toc773226564][bookmark: _Toc238829242]Recommended planning timeline
	When
	What to complete
	Key outputs

	6–12 months before 
	Initial concept, needs assessment, gap statement, preliminary agenda, funding strategy
	Draft agenda; draft budget; preliminary faculty list; collect disclosures for activity planners; begin CME application.

	≥ 3 months before (required minimum)
	Submit complete CME application and required attachments; grant and marketing requests
	Submitted application; budget; agenda; speaker spreadsheet; disclosures for all planners; planning validation form (if applicable); approval of marketing materials

	4–6 weeks before
	Collect slides, complete content review and mitigation, finalize disclosures and program materials
	Reviewed slides; completed content validation; final program; signed letters of agreement and hold harmless agreements for grants and exhibitors (if applicable)

	Day of activity
	Deliver education; ensure separation from marketing; document any last-minute speaker disclosures and slide review
	Attendance records

	Within 30 days after
	Submit final attendance and budget; review evaluations; complete reporting requirements
	Final budget; attendance; evaluation summary; grant reconciliation
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[bookmark: _Toc196909851][bookmark: _Toc1775178211][bookmark: _Toc238829244]1. Purpose and Scope
These guidelines describe the requirements and processes for planning, implementing, and evaluating CME activities accredited through the Feinberg School of Medicine (FSM) Office of Continuing Medical Education (Office of CME). They are intended for course directors, planning committee members, coordinators, and faculty involved in accredited education.
[bookmark: _Toc52727560][bookmark: _Toc68210751][bookmark: _Toc238829245]2. What Is Accredited Continuing Medical Education (CME)?
[bookmark: _Int_FdqUV5St]Many educational activities support professional development; however, not all activities are accredited CME. Accredited CME must be fair, balanced, evidence-based, and free of commercial bias. Clinical content must support safe, effective patient care.
Accredited CME plays an invaluable role helping physicians, other healthcare professionals, and organizations improve patient care. Physicians require AMA PRA Category 1 Credits™ for state license renewal, and often for maintaining board certification and hospital privileges and credentialing.  
CME credit can be earned from education that meets the American Medical Association (AMA) and Accreditation Council for Continuing Medical Education (ACCME) definition to “maintain, develop, or increase the knowledge, skills, and professional performance and relationships that a physician uses to provide services for patients, the public, or the profession.” 
[bookmark: _Toc1861059109][bookmark: _Toc760686355][bookmark: _Toc238829246]3. The ACCME and the FSM Office of CME
[bookmark: _Int_frQITJUG]The ACCME accredits Northwestern University Feinberg School of Medicine’s Office of CME to provide accredited continuing education. ACCME Standards for Integrity and Independence are designed to create a clear separation between accredited education and marketing, and to ensure education is based on valid content and supports patient and public needs.
ACCME Standards (reference): ACCME Standards for Integrity and Independence
[bookmark: _Toc33863192][bookmark: _Toc1321693490][bookmark: _Toc238829247]4. Credit Types Offered
[bookmark: _Toc631530475][bookmark: _Toc1636377408][bookmark: _Toc238829248]4.1 AMA PRA Category 1 Credit™
Awarded to individuals who have completed an allopathic (MD), osteopathic (DO), or equivalent international medical degree (e.g., MBBS, MBChB).
[bookmark: _Toc347991405][bookmark: _Toc817115022][bookmark: _Toc238829249]4.2 Non-Physician Attendance Credit
Awarded to learners who participate in accredited CME but are not eligible for AMA PRA Category 1 Credit™ (e.g., nurses, allied health professionals, students, etc.).
[bookmark: _Toc2134615183][bookmark: _Toc1381989350][bookmark: _Toc238829250]4.3 Maintenance of Certification (MOC) / Continuing Certification (CC)
[bookmark: _Int_jzuUvWO0]When offered, MOC/CC points are reported by the Office of CME to participating specialty boards. Learners must provide a Diplomate ID, date of birth, and consent during registration/profile completion for reporting.
[bookmark: _Toc1573829596][bookmark: _Toc157668086][bookmark: _Toc238829251]5. CME Providership Models and Activity Types
[bookmark: _Toc1783794277][bookmark: _Toc1872731464][bookmark: _Toc238829252]5.1 Providership Models
Directly Provided: Planned, implemented, and evaluated by Northwestern FSM and affiliated institutions.
Jointly Provided: Planned, implemented, and evaluated by Northwestern FSM and a non-accredited organization. An FSM faculty member or affiliate clinician must serve as course director or planning committee member. More information on Joint Providership is available here. 
Co-Provided: Planned with another accredited provider; one provider retains primary responsibility for compliance and reporting.
[bookmark: _Toc1350785233][bookmark: _Toc778998286][bookmark: _Toc238829253]5.2 Activity Types
Regularly Scheduled Series (RSS): ongoing sessions (weekly/monthly/quarterly) primarily planned by and presented to internal professional staff (e.g., Grand Rounds, Tumor Board, Journal Club, M&M).
Live Course: learners participate in real time; in-person, virtual, or hybrid.
Series: repeated activities on the same topic with varying audiences or repeated offerings to the same audience over time (distinct from RSS since the audience can be external to the organization).
Enduring Materials: recorded/online/print education available over time (typically up to 3 years before re-release requires new review). If an enduring material is created from a live activity, the enduring material must be reported as a separate CME activity. Enduring materials must meet the same standards as other CME activities.
Journal CME: article-based learning with provider-defined questions/tasks and learner completion requirements.
Committee-based CME: learning within a committee process where content would otherwise meet CME definition (e.g., learning QI methods while overseeing QI initiatives).
[bookmark: _Toc126839308][bookmark: _Toc704687209][bookmark: _Toc238829254]6. Educational Planning and Outcomes
Accredited CME must be designed to change learner competence, performance, or patient outcomes. Planning should be documented and based on evidence and/or quality data.
[bookmark: _Toc1755533989][bookmark: _Toc2128981975][bookmark: _Toc238829255]6.1 Needs assessment and gap
Needs Assessment: Describe how you identified the educational need (e.g., guidelines, literature, quality/safety data, survey results, stakeholder concerns).
Professional Practice Gap: Describe the difference between current practice and best practice (what learners currently know/do vs. what they should know/do).
[bookmark: _Toc1866053599][bookmark: _Toc344605521][bookmark: _Toc238829256]6.2 Learning objectives and educational design
Write measurable learning objectives that state anticipated outcomes for learners.  What new knowledge, skills, or strategies will the learner gain from attending the activity?
[bookmark: _Int_srH1bOMI]Select educational methods that match objectives (e.g., lecture, case-based discussion, panels, simulation, small group learning).
[bookmark: _Toc455528839][bookmark: _Toc1573040305][bookmark: _Toc238829257]6.3 Evaluation and outcomes measurement
A post-activity evaluation is required for each activity and requires several mandatory questions. 
[bookmark: _Int_Ek79dZKa][bookmark: _Int_iLKGUuGc]Consider additional outcomes measures when appropriate (pre/post tests, follow-up surveys, quality metrics).

[bookmark: _Toc1716188276][bookmark: _Toc2082168505][bookmark: _Toc238829258]7. Maintenance of Certification (MOC) & Continuing Certification (CC)

Maintenance of Certification (MOC)—also called Continuing Certification (CC) by many boards—is a system used by specialty boards to ensure physicians maintain lifelong competence. MOC or CC is required to maintain medical board certification (e.g. ABIM, ABS, etc.), not physician licensure (which CME helps maintain). Each specialty has different requirements for accrediting activities for MOC/CC, and often additional measures are required by course planners to accredit an activity for both CME and MOC.[image: ]
[bookmark: _Toc1849822006][bookmark: _Toc1948710700][bookmark: _Toc238829259]7.1 Benefits of Integrating MOC/CC into a CME Activity
· For Physicians: Reduces certification burden, streamlines educational requirements, ensure clinical relevance
· For CME Planners: Enhances engagement and participation, aligns education with national standards, supports organizational quality and safety priorities (if QI MOC/CC), added value to program leadership and clinicians
[bookmark: _Toc553411405][bookmark: _Toc1363402488][bookmark: _Toc238829260]7.2 Planning CME Activities with MOC/CC in Mind
[bookmark: _Toc535044713][bookmark: _Toc2001848609][bookmark: _Toc238829261]BEFORE the activity:
· Determine Board Alignment
· Identify which specialty board(s) the activity will support (note, the ACCME has a relationship with most ABMS specialties, but not all.
· CME Application: 
· Indicate intention to provide MOC by completing the “Maintenance of Certification” section of the CME application
· Must meet at least 1 ABMS/ACGME competency (practice-based learning and improvement, patient care and procedural skills, systems-based practice, medical knowledge, interpersonal and communication skills, professionalism).
· Notify the Office of CME. OCME will partner with you to ensure your activity incorporates board-specific requirements as well as ACCME standards. 
· Gather learner information and consent to report during registration
· Include Required MOC Statements in all promotional materials
[bookmark: _Toc24699316][bookmark: _Toc36750558][bookmark: _Toc238829262]DURING the activity:
· Incorporate Board-Required Elements (examples of how to do so below)
· For Knowledge/Assessment Credit:
· Include a post-test or structured assessment (e.g. multiple choice, case-based)
· Set and document a pre-specified passing standard (e.g. 70%).
· Tip: there is no required passing level; lower passing percentages are fine, especially for activities where not all participants may have attended every break out activity.
· Provide feedback or rationale for correct answers
· For Quality Improvement or Process Improvement Credit
· Include a structured improvement framework (PDSA, DMAIC, etc).
· Offer baseline and follow-up measurement opportunities
· Document participation in data collection or practice change
· Confirm activity meets chosen board’s QI/PI-CME criteria
· Collect Required Learner Information and Consent (if not done prior to the activity)
[bookmark: _Toc623037450][bookmark: _Toc996782142][bookmark: _Toc238829263]AFTER the activity:
· Implement evaluation/feedback mechanism (post-test, structured assessment, etc).
· Review test performance to ensure fairness and accuracy
· If QI/PI: ensure improvement cycles feasible, measurable.
· OCME will report out learner data in PARS, which will automatically be reported to learner’s participating boards
[bookmark: _Toc306604236][bookmark: _Toc89433431][bookmark: _Toc238829264]8. Collaborative Learning Culture and Accessibility
Design education that values individual experiences and perspectives, is inclusive and bias-free, and is accessible to all learners. Ensure patient cases and images protect patient privacy and avoid stereotypes or unsupported biological assumptions.
Resources: The Office of CME provides two resources (1) Guideline: Addressing Health Equity and Collaborative Learning in Continuing Medical Education (CME) and (2) Speaker Guidelines, both available here.
[bookmark: _Toc73493798][bookmark: _Toc2028661906][bookmark: _Toc238829265]9. Funding and Budgeting
The sponsoring department/division is responsible for all costs associated with the CME activity. Costs may be offset by departmental funds, registration fees, philanthropy, society partnerships, advertising/exhibits, and educational grants or in-kind support.
ACCME Funding Playbook: Funding Playbook PDF
[bookmark: _Toc765899444][bookmark: _Toc1572666305][bookmark: _Toc238829266]10. Roles and Responsibilities
[bookmark: _Toc386355633][bookmark: _Toc1517213970][bookmark: _Toc238829267]10.1 Course Director(s)
Must include at least one FSM faculty member or affiliate clinician who is accountable for educational integrity, independence, and fiscal oversight.
Ensures content validity, addresses the identified practice gap(s), and remains free of commercial influence.
Participates in review of disclosures and mitigation strategies, including peer review of content when required.
Reviews promotional materials for accuracy and compliance.
Reviews evaluation results and supports outcomes improvement.
[bookmark: _Toc256738433][bookmark: _Toc54259706][bookmark: _Toc238829268]10.2 Planning Committee (if applicable)
Assists with needs assessment, gap, objectives, faculty selection, and educational design.
Completes disclosures and participates in mitigation processes as required.
Supports peer review of planning decisions and/or content when assigned.
[bookmark: _Toc343242341][bookmark: _Toc725679111][bookmark: _Toc238829269]10.3 Course Coordinator(s)
Coordinates application completion and submission; maintains deadlines and documentation.
Ensures disclosures and validation forms are completed for all persons in control of content.
Flags ownership/employment in ineligible companies immediately to the Office of CME.
[bookmark: _Int_rmt4NLZv]Submits marketing materials for review (when applicable).
Communicates presentation expectations with faculty, collects slides for review, and ensures timely peer review.
[bookmark: _Int_aAvTATXz]Ensures onsite advertising/marketing/exhibitors by ineligible companies do not interfere with education. 
Maintains the activity budget and required spreadsheets and submits post-activity close-out documentation.
[bookmark: _Toc1231334717][bookmark: _Toc581559117][bookmark: _Toc238829270]10.4 Faculty (Speakers, Moderators, Panelists, Authors)
Complete the online disclosure form prior to involvement in the activity.
Provide fair and balanced, evidence-based education; clearly label emerging/controversial content as such.
Do not include marketing, product logos, or promotional messaging in educational materials.
[bookmark: _Int_8HmL1QC4]Submit slides by the coordinator’s deadline to allow review and required validation.
Update disclosures if financial relationships change and notify the coordinator.
Speaker guidance: CME Speaker Guidelines (docx)
[bookmark: _Toc322407705][bookmark: _Toc505691361][bookmark: _Toc238829271]11. CME Application and Approval Process
Applications are reviewed by the FSM CME Application Review Committee, which meets monthly. Submit applications well in advance, and at least three months prior to the activity start date. Large activities (multi-day, many speakers, or requesting commercial support) should be submitted at least six months in advance.
CME application portal: northwestern.cloud-cme.com
CME Application Review Committee meetings and deadlines: CME Timetable available here 
[bookmark: _Toc891814544][bookmark: _Toc469729649][bookmark: _Toc238829272]11.1 Applications will not be reviewed if:
Disclosures for course directors/planners are incomplete.
Promotional materials (other than a save-the-date) have been distributed prior to approval.
Commercial support has been received prior to approval.
Required supporting documentation is missing.

Any activity seeking CME credit submitted less than three months in advance requires permission from the CME Director and CME Medical Director.  
[bookmark: _Toc39777695][bookmark: _Toc160648434][bookmark: _Toc238829273]11.2 Application completion:
· Application (available here)  
· Select “CME Activity Planning & Application” located under the Plan Tab then Click here to access the CME application. You will be asked to log in. 
· Select “Create New Application.”  
· You may close the application and return to make edits if you complete all required (red boxed) questions before saving or continuing to the next section.   
· Select “Save and Continue” at the end of each section to proceed to the next section.  
· Helpful resources for completing the application are available here. 
· Once finished, select “Submit to Review.” The system will not permit submission of the application until all planners have a current disclosure.  
· Once the Course Director is included in the application under the “Planners and Faculty” tab, they will be able to review the application and sign under “Support & Attestation.” 
· Budget Estimate  
· Complete a Budget Template available here under “Resources for filling out the CME application.”  
· Attach the Budget Template to the application under “Files – upload/download”. 
· [bookmark: _Int_mdSreAkh]Budget templates are NOT needed for Regularly Scheduled Series unless you are requesting external funding. 
 
· Disclosure: Disclosure of financial relationships is essential to maintaining a learning environment that is bias-free and independent of industry influence. Detailed information on this process is available in the section below titled, “Integrity and Independence: Financial Relationships, Mitigation, and Disclosure.” 
· Disclosure forms are completed directly online for all course directors, planning committee members, content reviewers, moderators, panelists and presenters.    
· After including the course directors and planning committee members on the application, each will receive an automated email requesting they complete an online disclosure form unless they have a disclosure in the system for the last 12 months. 
· Disclosures can be reviewed under the “Planners and Faculty” tab of the application. If there is a disclosure on file, there will be a link to the disclosure next to their name. If a faculty member has submitted a disclosure and it does not appear, ensure the email address they used to complete their disclosure matches that in the CME application. If the problem persists, then contact the Office of CME. 
· If financial relationships are disclosed, mitigation must be completed for relationships relevant to the activity. 
· Course directors and planners: A Planning Validation Form must be completed by a course director, planner, or content reviewer without relevant financial relationships, or relationships different than those of the person they are reviewing. 
· Presenters, moderators, panelists: A Content Validation Form must be completed by a course director or planner after their content is peer reviewed. 
· Speaker/Faculty Spreadsheet 
· Complete the Speaker/Faculty Spreadsheet available here under “Resources for filling out the CME application.”  
· Attach the Speaker/Faculty Spreadsheet to the application under “Files – upload/download”. 
· It is ok if the complete list of activity speakers/faculty is unknown at the time of application submission. The spreadsheet should continue to be updated as speakers/faculty are added or removed.   
· Activity Agenda 
· Attach a draft activity agenda to the application under “Files – upload/download”. The agenda should include: 
· Title/topic of each presentation 
· Speaker name(s) 
· Start time and end time for each presentation 
· CME Application & Administrative Fees  
· Fees will be invoiced at the time of application approval.   
· The FSM Office of CME Fee structure can be found here. 
[bookmark: _Toc1813333911][bookmark: _Toc502145670][bookmark: _Toc238829274]12. Integrity and Independence: Financial Relationships, Mitigation, and Disclosure
The Office of CME follows the ACCME Standards for Integrity and Independence. Anyone in control of educational content must disclose ALL financial relationships with ineligible companies within the prior 24 months, regardless of amount or perceived relevance. Relationships must be reviewed for relevance to the educational content and subsequently mitigated and disclosed to learners in accordance with (ACCME) Standard 3: Identify, Mitigate, and Disclose Relevant Financial Relationships. 
Please contact the Office of CME as soon as possible if anyone discloses any employment or ownership as these relationships can compromise the Office of CME’s ability to provide CME credit for an activity. 
[bookmark: _Toc320104786][bookmark: _Toc630548355][bookmark: _Toc238829275]12.1 Key definitions
Ineligible company: any entity whose primary business is producing, marketing, selling, re-selling, or distributing healthcare products used by or on patients. Examples can be found here. 
[bookmark: _Int_qZ8dT0ck]Financial Relationships: There is no minimum financial threshold; individuals must disclose all financial relationships, regardless of amount, with ineligible companies. 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.  
Relevance: Financial relationships are relevant if the following three conditions are met:  
A financial relationship, in any amount, exists between the person in control of content and an ACCME defined  ineligible company.
There has been a financial relationship during the past 24 months.
The content of the education is related to the products of an ineligible company with whom the person has a financial relationship.  
Mitigation: steps taken to prevent commercial bias when relevant financial relationships exist.
[bookmark: _Toc1971216855][bookmark: _Toc1380437177][bookmark: _Toc238829276]12.2 Collection and review
· During the educational planning process for an accredited CME activity, all planners, faculty, and others in control of content must complete the Office of CME’s online disclosure form.  
· For each financial relationship, all planners, faculty, and others in control of content will be asked to enter the name of the ineligible company, the nature of the financial relationship(s), and whether the relationship is current or the date it has ended.  
· [bookmark: _Int_9ySgYJwU]During the CME application process, an Excel spreadsheet listing all activity planners, faculty, and others, their roles in the activity, their financial relationships, and mitigation strategies for relevant relationships must be completed. The spreadsheet is available here and titled “Speaker/Faculty Spreadsheet”.  
· [bookmark: _Int_o7gL8lHk]An activity will NOT be reviewed or approved by the CME review committee if the disclosure information for the activity planners is incomplete. Activity planners listed in the CME application will receive an automatically generated email requesting that the online disclosure form be completed.    
· Disclosure information from all remaining faculty and speakers should be obtained as soon as the final agenda is completed and well before the activity.  
· As faculty are added to the agenda, the activity planners should provide them with the link to complete their disclosure, available here. Faculty will be required to log-in to our Learning Management System to complete their disclosure.   
· The ACCME Standards for Integrity and Independence requires that we disqualify individuals who refuse to provide this information from involvement in the planning and implementation of accredited continuing education.  
· [bookmark: _Int_8y4OJyNi]If disclosure information is not provided to the Office of CME with sufficient time for the information to be reviewed, the Office of CME will not accredit the activity.  
· [bookmark: _Int_YYtEMGQn]It is the activity planners' responsibility to ensure their faculty have completed their disclosure information. The Office of CME can assist with technical problems with the online disclosure form.  
· In the rare event that completion of the online form is not possible, the planner/speaker must contact the Office of CME to discuss alternative modes of submission.    
· You do not need to identify, mitigate, or disclose relevant financial relationships when the education will only address a non-clinical topic (e.g., leadership or communication skills training). Determination of “non-clinical” activities is completed during the application process.   
[bookmark: _Toc686761579][bookmark: _Toc618877892][bookmark: _Toc238829277]12.3 Mitigation mechanisms
· The Office of CME will determine if disclosed financial relationships are relevant with assistance from activity planners, the CME review committee, and potentially expert consultation. 
· [bookmark: _Int_fTe9FiPA]A mitigation strategy is selected and implemented before the person assumes their role in the activity. The mitigation strategy must be appropriate to the role(s) each person has.  
· Mitigation options for planners with relevant financial relationships:  
· Divest the financial relationship  
· Recusal from controlling aspects of planning and content with which there is a financial relationship 
· REQUIRED: Peer review of planning decisions by persons without relevant financial relationships, or without overlapping financial relationships. Completion of a Planning Validation Form. 
· Mitigation options for faculty, speakers and others:  
· Divest the financial relationship  
· Attest that clinical recommendations are evidence-based and free of commercial bias (e.g., peer-reviewed literature, adhering to evidence-based practice guidelines, free of logos, etc.)  
· REQUIRED: Peer review of content by faculty without relevant financial relationships, or without overlapping financial relationships. Completion of a Content Validation form. 
· Document the mitigation strategy(ies) used for each faculty with relevant financial relationships using the Excel spreadsheet titled “Speaker/Faculty Spreadsheet”. 
[bookmark: _Toc707711141][bookmark: _Toc239120053][bookmark: _Toc238829278]12.4 Disclosure to learners
The Office of CME requires disclosure of relevant financial relationships to learners before engaging with the accredited education 
  
If there are NO relevant financial relationships:  
Inform learners that planners, faculty, and others in control of content (either individually or as a group) have no relevant financial relationships with ineligible companies.  
Example: Dr. Smith, a speaker for this educational activity, has no relevant financial relationships with ineligible companies to disclose.  
Example: Sam Davis, Dr. Jamie Brown, and Alex Lee, planners of this educational activity, have no relevant financial relationships with ineligible companies to disclose.  
Example: None of the planners or speakers for this educational activity have relevant financial relationships with ineligible companies to disclose.  
  
If there ARE relevant financial relationships:  
Disclose names(s) of the individuals, name of the ineligible company(ies) with which they have relevant financial relationship(s), the nature of the relationships and a statement that all relevant financial relationships have been mitigated.   
Example: Dr. Julie Garcia, a speaker for this educational activity, is a consultant for ABC Device Company. Dr. Elliot Williams, a planner for the educational activity, has received a research grant from XYZ Pharmaceuticals and is on the speakers’ bureau of QRS Device Company. All relevant financial relationships for these individuals have been mitigated.   
  
The Office of CME requires that the disclosure information is provided to learners as follows:  
· Live or Internet Live Activities:  
· Disclosure information must be available in the printed or electronic activity materials, and available prior to the start of the activity.  
· The “Program Template Form” can be found here 
· If disclosure information is included in printed materials, it is optional (and not required) for speakers to include disclosure information in their slides. Disclosure slide template: Disclosure Slides (pptx)
· [bookmark: _Int_Aucgp6MK]If a speaker includes a disclosure slide, the information MUST match their CME disclosure form.  
· Speakers may use the Office of CME Disclosure Slide Template, available here: LINK   
·    Regularly Scheduled Series:  
· Disclosure information must be provided in the promotional materials, such as flyers or email announcements.  
· [bookmark: _Int_pm9hntVo]If a speaker includes a disclosure slide, the information MUST match their CME disclosure form.  
· Speakers may use the Office of CME Disclosure Slide Template, available here.
· “Requirements for Promotional Materials” can be found here. 
· Webinars, Online Modules, Podcasts:  
· Disclosure information must be easily visible, included on the landing page, and available to the learners prior to them engaging with the educational content.  
   
[bookmark: _Toc874015114][bookmark: _Toc1263671425][bookmark: _Toc238829279]12.5 Last-minute speaker changes
[bookmark: _Toc623912860][bookmark: _Int_eYdnCprx]In rare circumstances, an activity speaker may change at the last minute. In this circumstance, disclosure of information about relevant financial relationships, and a statement that all relevant relationships have been mitigated, must be disclosed verbally to learners prior to the education being delivered. It is the course director’s responsibility to supply the FSM Office of CME with written verification that appropriate verbal disclosure occurred. The verbal disclosure must follow the same format as that listed above.   

[bookmark: _Toc773424635][bookmark: _Toc2018348172][bookmark: _Toc238829280]12.6 Sanctions for Failure to Disclose
[bookmark: _Int_h8YClP3W]Disclosure is mandatory for anyone in control of clinical CME content. Missing or inaccurate disclosure information must be obtained and/or reconciled prior to the activity. Any participating faculty who fail to disclose the presence or absence of financial relationships will compromise the accreditation for the entire activity. Failure to comply with this policy will result in a mandatory action plan for any future activity. Any activity for which disclosure is repeatedly or egregiously mishandled will no longer be eligible for CME accreditation by the FSM Office of CME.  
[bookmark: _Toc118559553][bookmark: _Toc2139778441][bookmark: _Toc238829281]13. Owners and Employees of Ineligible Companies
Owners and employees of ineligible companies are considered to have unresolvable financial relationships and must be excluded from controlling content or participating as planners or faculty in CME. Oversight of faculty conflicts of interest, especially when faculty disclose ownership interest or employment at ACCME-defined ineligible companies, is challenging given the complexity of these relationships. These relationships must be managed appropriately so that education remains unbiased and independent of industry influence. The Office of CME has created a “Questionnaire for Disclosure of Ownership and/or Employment” form to aid in this process. Follow each of the steps outlined below to determine if an owner/employee is eligible to participate in the CME activity. 
Procedure: 
Step 1. Review disclosure information from all persons in control of educational content. 
[bookmark: _Int_PKzSG9Fj]Step 2. Identify anyone who has disclosed ownership interest or employment with an ineligible company. According to the ACCME: “Owners and employees are individuals who have a legal duty to act in the company's best interests. Owners are defined as individuals who have an ownership interest in a company, except for stockholders of publicly traded companies, or holders of shares through a pension or mutual fund. Employees are defined as individuals hired to work for another person or business (the employer) for compensation and who are subject to the employer's direction as to the details of how to perform the job.”  
· Individuals who own stock (not through a mutual fund or pension plan) in privately held ineligible companies are considered owners or employees.  
· Individuals who own stock in publicly traded ineligible companies are NOT considered owners or employees. 
· Individuals who hold stock options in an ineligible company are NOT considered owners or employees.  
· Individuals who receive patent royalties from ineligible companies are NOT considered owners or employees of those companies.  
Step 3. Confirm that the disclosed company is an ACCME defined ineligible company.  According to the ACCME: “An ineligible company is any entity whose primary business is producing, marketing, selling, re-selling, or distributing healthcare products used by or on patients.”  
· Common examples of ineligible companies:  
· Bio-medical startups that have begun a governmental regulatory approval process 
· Device manufacturers or distributors  
· Diagnostic labs that sell proprietary products  
· Manufacturers of health-related wearable products  
· Pharmaceutical companies or distributors  
· Reagent manufacturers or sellers  
· Determination of CME eligibility is dependent upon where the company is in the regulatory approval process. The ACCME approach to “governmental regulatory approval process” applies to United States (US) federal regulatory activities or equivalent regulatory processes outside of the US and can be found here: “When is a company that is developing its first product considered to be an ineligible company?” 
· There are several paths to regulatory approval, depending on the product being developed by the startup company.  
· Prescription drugs and biologics: Before a compound can be made available for clinical trials it must be approved by the Food and Drug Administration (FDA) Center for Drug Evaluation and Research (CDER) or Center for Biologics Evaluation and Research (CBER) through an Investigational New Drug (IND) application. A startup is eligible until the company submits an IND application.  
· Medical devices, including in-vitro diagnostics: A startup is eligible until it submits a request for FDA clearance under 510(k) protocol of the Food, Drug, and Cosmetic Act or under the Pre-market Approval (PMA) process.  
· [bookmark: _Int_Ko7M1HNm][bookmark: _Int_cwyTDs7G]Over the counter (OTC) drugs: A startup is eligible until it submits an application or Over-the-Counter (OTC) Drug Review (OTC drug monograph) to the FDA.  
Step 4. If ownership interest or employment with an ineligible company is confirmed, participation in accredited CME is NOT allowed unless one of three specific exceptions is met:  
a. The content of the activity is NOT related to the business lines or products of their employer/company.  
b. 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. 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.  
· Additional guidance regarding exception (a.) above: According to the ACCME, “an activity is considered to be related to the business lines of an ineligible company when the content provides any opportunity for the individual to insert commercial bias toward the products of the company.” It is the content that drives the decision as to the participation of owners/employees. It is insufficient to simply refrain from discussing the specific product or service of the ineligible company. Some typical separations that may be sufficiently unrelated: different anatomy; different (unrelated) disease state; in-patient vs. ambulatory care; medical treatment vs. surgical treatment.  
· There are several resources available on the ACCME website titled “FAQs”, available here.
· [bookmark: _Int_UFdWQLdA]The FAQ titled “Standard 3.2: What are some examples of content that is or is not related to the business lines of the ineligible company?” is especially helpful for determining when an activity is related to the business lines of an ineligible company.  
Step 5. If the Office of CME has determined participation in the accredited CME activity is permissible, the individual must submit their content for review no less than 2 weeks in advance of the activity.  
[bookmark: _Toc1649130142][bookmark: _Toc1046604384][bookmark: _Toc238829282]14. Commercial Support (Educational Grants and In-kind Support)
· As defined by the ACCME, commercial support is a financial contribution to the educational activity through grants and in-kind support from ineligible companies that help pay for a CME activity. Commercial promotion is a separate marketing effort, such as exhibits or marketing, that occurs alongside but is not integrated into the education of learners. 
· Importantly, the FSM Office of CME must have full knowledge and provide approval for all industry support. 
· Funds must be distributed to the organizing department or the Office of CME. Planners, faculty, and all other activity participants may not receive direct payment or reimbursement from industry. 
· Payments to the hospital or third-party provider may be subject to the requirements of the Sunshine Act.  
Educational Grants & In-Kind Support (i.e., Commercial Support) 
· All companies providing an educational grant must be acknowledged to the learners prior to the CME activity.  
· The type of In-Kind support, if applicable, must be included in the acknowledgement. In-kind support includes non-cash goods or services such as medical equipment, simulators, etc.  
· [bookmark: _Int_ubxqc7fY]Corporate logos cannot be included in the acknowledgement of industry support. Corporate logos cannot be included in the educational materials or in the room where the education is being held. Items with corporate logos cannot be passed out during registration/at the registration desk. 
· Companies providing commercial support may be acknowledged by their level of contribution (e.g., Gold Level, Silver Level, etc.), if applicable.   
· Commercial supporters cannot have stipulations included in the terms of the educational grant, such as selecting faculty, authors, participants, or any part of the planning (e.g., topics, needs assessment, objectives, etc.) related to the content of the CME activity.   
· [bookmark: _Int_vHXrezAL]All CME activities receiving commercial support must have a written agreement with terms, conditions, and purpose of the support. The letter of agreement (LOA) must be signed by a representative from the commercial company and the FSM Office of CME prior to the acknowledgement of funding and/or the date of the educational activity. If the Office of CME has not received the signed LOA prior to the start of the educational activity, the company cannot be acknowledged in the program materials, and the educational grant cannot be accepted.   
· Typically, the commercial company will have an LOA. If they do not, then the FSM LOA must be used and is available here. 
· The coordinating department must review the LOA for additional stipulations such as return of excess funds or a final reconciliation report. 
· At the conclusion of the activity, the final budget submitted to the OCME must document how grant funds were allocated.   
· Additional clarifications are available under Standard 4: Manage Commercial Support on the ACCME website.  
[bookmark: _Toc829896832][bookmark: _Toc553783917][bookmark: _Toc238829283]14.1 Key requirements
The accredited provider makes all decisions about receipt and disbursement of commercial support.
[bookmark: _Int_b23E9y3E]Ineligible companies may not pay expenses directly to planners, faculty, learners, or vendors for the education.
Commercial support must be documented in a written agreement executed prior to the start of the activity.
Disclose the name(s) of the ineligible company(ies) and the nature of in-kind support to learners prior to participation; do not use logos.
[bookmark: _Toc790471346][bookmark: _Toc402555541][bookmark: _Toc238829284]15. Exhibits, Marketing, and Non-CME Promotional Support
· It is essential that accredited CME is separate from marketing by ineligible companies. This includes advertising, sales, exhibits, and promotion. It also includes nonaccredited education offered in conjunction with accredited CME. 
· Common promotional methods include: an exhibitor table, product demonstration, branded giveaways
 
· Nonaccredited education offered in conjunction with accredited CME may include industry-sponsored product theaters, industry-sponsored lunches, etc. The coordinating department MUST receive approval from the Feinberg Office of Regulatory Affairs to receive funds related to non-CME activities. Contact: fsm-compliance@northwestern.edu or (312) 503-8491. 
· Ineligible companies who market or exhibit at a CME activity must not: 
· influence any decisions related to the accredited education 
· interfere with the presentation of the education 
· make the marketing/exhibit be a condition of the provision of financial (grant) or in-kind support 
· Learners must be able to easily distinguish between accredited education and other activities. 
· All companies providing exhibit/marketing support must be acknowledged to the learners prior to the CME activity.  
· Corporate logos cannot be included in the acknowledgement of industry support. 
· Companies exhibiting or providing marketing support may be acknowledged by their level of contribution (e.g., Gold Level, Silver Level, etc.), if applicable.   
· Marketing, exhibits, and nonaccredited education developed by or with influence from an ineligible company or with planners or faculty with unmitigated financial relationships must not occur in the educational space within 30 minutes before or after an accredited education activity. The 30-minute requirement is not applicable if the non-CME activity occurs in a separate room. Nonaccredited activities that are part of the event but are not accredited for continuing education must be clearly labeled and communicated as such.  
· Learners must not be presented with marketing while engaged in the accredited education, including with print or online activities. Learners must be able to engage with the accredited education without having to click through, watch, listen to, or be presented with product promotion or product-specific advertisements. 
· Educational materials that are part of accredited education (such as slides, abstracts, handouts, evaluation mechanisms, or disclosure information) must not contain any marketing produced by or for an ineligible company, including corporate or product logos, trade names, or product group messages. 
· The FSM Office of CME Hold Harmless Agreement must be completed and submitted to the Office of CME prior to the activity. The Hold Harmless Agreement includes logistical information for the exhibitors.  
· Additional clarifications are available under Standard 5: Manage Commercial Support on the ACCME website.  
[bookmark: _Toc1583373191][bookmark: _Toc1410960289][bookmark: _Toc238829285]15.1 Separation requirements
Marketing/exhibits must not influence planning, delivery, or evaluation of education.
Marketing/exhibits must not occur in the educational space within 30 minutes before or after accredited education (unless in a separate room).
Educational materials (slides, handouts, disclosures, evaluations) must not contain marketing, logos, trade names, or product messages from ineligible companies.
Exhibitor documentation: Hold Harmless Agreement (Exhibitors); Hold Harmless Agreement (Virtual Exhibit Hall)
[bookmark: _Toc1302729929][bookmark: _Toc1186157677][bookmark: _Toc238829286]16. Social Events and Meals
Social events and meals are acceptable if they do not compete with or take precedence over education.
Meals and receptions must be modest and conducive to professional discussion.
Social events cannot be scheduled at the same time as the educational sessions.
Any industry support of social events must follow the same rules for commercial support and must be disclosed without logos.
Meals, such as lunches, refreshments, and receptions that are included in the activity fee and available for all attendees are appropriate. 
[bookmark: _Toc23486123][bookmark: _Toc2032165639][bookmark: _Toc238829287]17. Honoraria and Travel Reimbursement
[bookmark: _Toc12667404][bookmark: _Toc1318836320][bookmark: _Toc238829288]17.1 Honoraria
Reasonable honoraria may be provided to planners and faculty consistent with fair market value and institutional policy. The Office of CME will review honoraria for reasonableness and equity.
[bookmark: _Toc886998815][bookmark: _Toc1284944803][bookmark: _Toc238829289]17.2 Travel and accommodations
Reimbursement of reasonable travel, accommodations, and meals for participating faculty is permitted when supported by receipts and consistent with Northwestern University travel and entertainment policy. Faculty may not accept reimbursement for spouse/guest expenses.
Northwestern University Travel & Entertainment Policy: Travel & Entertainment Policy (PDF)
[bookmark: _Toc331701182][bookmark: _Toc1652461268][bookmark: _Toc238829290]18. Financial Responsibilities and Records
All income and expenditures (registration, grants, in-kind, exhibits, etc.) must be managed with the full knowledge of the Office of CME.
A budget estimate is required with the CME application (except for RSS unless accepting external support).
Significant budget changes must be communicated to the Office of CME.
A final expense report and attendance records are required for close-out and auditing.
The sponsoring department of the activity is responsible for the activity’s cost and any deficit that may result from the activity. 
Co/jointly provided organizations may manage the receipt and distribution of the activity’s funding upon approval of the budget by the FSM Office of CME. Both sponsoring parties, prior to the development of the educational activity, must sign a letter of agreement detailing each sponsors’ roles and responsibilities. At the conclusion of the activity, the co/joint provider must provide the Office of CME with a detailed distribution of the activity’s revenue and expenditures. 
[bookmark: _Toc292814469][bookmark: _Toc885115604][bookmark: _Toc238829291]19. Course Evaluation and Close-out
Collect participant evaluations and review results to assess whether objectives were met and identify opportunities for improvement.
Submit post-activity documentation (final budget, attendance, evaluation summary) by the Office of CME deadline. This includes grant reconciliation and return of unused funds, if applicable.
Retain records as required for accreditation and institutional policies.


[bookmark: _Toc2028513231][bookmark: _Toc2142691292][bookmark: _Toc238829292]Appendix A. Glossary
ACCME: Accreditation Council for Continuing Medical Education, the national organization that accredits CME providers. 
Accredited CME/CE: Education that meets accrediting body requirements for independence, validity, and outcomes.
AMA PRA Category 1 Credit™: Credit type awarded to eligible physicians.
Commercial support: Financial or in-kind support from ineligible companies for accredited education.
Commercial promotion (marketing/exhibiting): Commercial support of an activity that includes an opportunity for a company to present itself to attendees outside of the education space. 
Ineligible company: Entity whose primary business is producing, marketing, selling, re-selling, or distributing healthcare products used by or on patients.
[bookmark: _Int_5h8GzLVo]Relevant financial relationship: A financial relationship with an ineligible company that is related to the educational content (business lines/products).
Mitigation: Steps taken to prevent commercial bias in accredited education when relevant financial relationships exist.
RSS: Regularly Scheduled Series
LOA: Letter of Agreement documenting commercial support or other arrangements.
Learner: An attendee at a CME activity 
LOR: Letter of Request — a document sent to potential commercial supporters 
HHA: Hold Harmless Agreement — a comprehensive document for exhibitors that must be submitted to the OCME prior to an activity to permit them to participate 
MOC/CC: Maintenance of Certification / Continuing Certification points offered by specialty boards.


[bookmark: _Toc292030331][bookmark: _Toc125677948][bookmark: _Toc2103562004][bookmark: _Toc238829293]Appendix B. Key Links and Templates
CME application portal: northwestern.cloud-cme.com
Resources for planners (templates, forms, deadlines): Resources page
Online disclosure form: Disclosure form
Hold Harmless Agreements (exhibitors): In-person • Virtual
Disclosure slides template (pptx): Disclosure Slides
ACCME Standards: Standards for Integrity and Independence
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