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 Division of Education

IMPLEMENTATION OF THE ACCME’S UPDATED STANDARDS FOR COMMERCIAL SUPPORT

MANAGING CONFLICTS OF INTEREST

On September 28, 2004, the Accreditation Council for Continuing Medical Education (ACCME) announced its adoption of the Updated Standards for Commercial Support effective for all CME activities after May 2005.  

As an accredited provider of CME credit, the College is required to comply with these standards and has implemented a new disclosure process to ensure that anyone who is in a position to control the content of the education activity has disclosed all relevant financial relationships with any commercial interest.  

The Division of Education has created the following process and tools to assist you:

· Background Information – why this new procedure is necessary

· Disclosure Process – Step by step instructions for CME Planners

· Disclosure Form – For CME Planners

· Disclosure Process – Step by step instructions for Speakers

· Disclosure Form – For Speakers
· Management of Conflict of Interest Form—Tool to assist with resolution of conflicts

American College of Surgeons

Division of Education

BACKGROUND INFORMATION

This document has been created to promote a clearer understanding of the roles Chapter Officials, Program Committees, Speakers, and the College must play in order to successfully implement the ACCME regulations.  

Values Underlying the ACCME Updated Standards for Commercial Support

· Accredited CME providers must place a higher priority on the health and well being of the public than on individuals’ personal economic interests.

· Some people in CME have personal economic interests derived from financial relationships with commercial interests that create a personal sense of duty or loyalty to the commercial interest.

· Some financial relationships with commercial interests are important enough to conflict with the person’s responsibility to CME learners and to conflict with the public interest.

· If a person in CME has a conflict of interest, the CME provider must manage the conflict in a manner that is in the best interest of the public.

Identifying and Managing Conflict of Interest

To effectively manage a potential conflict of interest, the ACS must know about relevant financial relationships prior to the activity being developed and delivered to the learners.   The College has instituted a process that goes beyond simple disclosure, with necessary interventions to resolve conflicts of interest before the CME activity is planned.  Everyone participating in the planning and presentation of a Chapter Education Activity is required to complete a disclosure form.

1. A disclosure form is to be completed on an annual basis by all those responsible for the planning of CME activities for the Chapter.  All potential conflicts of interest must be identified and managed by the CME Planner or designated official prior to planning the CME program.

2. Each invited speaker must complete a disclosure form and any potential conflict of interest identified as it pertains to the content of the presentation must be disclosed.   Should it be determined that a conflict of interest exists as a result of a financial relationship the speaker may have, the speaker must be contacted by the designated official and methods to manage the conflict will be discussed.  A form is available to expedite this process.
NOTE:  This disclosure information is so important to the CME process that individuals who refuse to disclose relevant financial relationships are disqualified from having a CME role that may give them an opportunity to effect the development, management, presentation or evaluation of that CME activity. 

	FOR FURTHER INFORMATION—An informational webpage will be available Fall 2005 on the College’s website, www.facs.org.  This section will feature current information regarding the management of ACS CME activities, conflict of interest and disclosure implementation, the Joint Sponsorship Program, and related CME topics.  If there is a topic you wish us to include, please contact Kathleen Goldsmith at kgoldsmith@facs.org or 312.202.5212.  
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Disclosure Process

For Chapter CME Planners

STEP 1.  This statement is to be sent by the Chapter Office in the initial letter or e-mail to the CME Planner prior to the planning of the activity:  
In order to comply with the ACCME’s Updated Standards for Commercial Support, the American College of Surgeons has implemented a new disclosure process to ensure that anyone who is in a position to control the content of the education activity has disclosed to us all relevant financial relationships with any commercial interest.  The goal of this process is not to exclude people who have conflicts, but to manage these conflicts while benefiting from your expertise. 

Please complete the enclosed disclosure form and return it to <insert name> by <insert date>.   If you have indicated a conflict of interest, this information will be forwarded to the appropriate Chapter Official.  At the start of the planning meeting, the Chair will remind those that have indicated a potential conflict of their responsibility to disclose any bias during the meeting that could result in a conflict of interest.  In addition, please note that you must recuse yourself from involvement in any discussion where there is a potential for bias based on your financial interests.

Failure or refusal to disclose or the inability to manage the identified conflict may result in our request for your withdrawal from the planning process.
STEP 2.    Disclosure form enclosed with letter.   (To be completed annually) 

STEP 3.  An e-mail is sent to the committee member from the Chapter upon receipt of the conflict:  
Dear Dr. _______

We are in receipt of your disclosure regarding ________________. This information will be forwarded to Dr. <insert name>.  As a reminder, we request that you disclose any bias during the meeting and recuse yourself from any discussion where there is a potential conflict of interest.  If you have any questions, please contact me.  Thank you.

STEP 4.  An e-mail is sent to the Program Chair (or designated official) by the Chapter with a list of the reported conflicts.  

Dear Dr. <insert name>

The following committee members have indicated a potential conflict of interest.  We ask that you make an announcement at the start of the meeting reminding the committee members of their responsibility to disclose any bias and recuse themselves from any discussion where there is a potential conflict of interest.  If you have any questions, please contact me.  Thank you.  

American College of Surgeons 

PLANNING COMMITTEE
<INSERT Name, date(s), and location of Activity to be planned>
Disclosure of Financial Relationships

NAME:  <INSERT NAME PRIOR TO SENDING>

In accordance with ACCME regulations, the American College of Surgeons must ensure that anyone who is in a position to control the content of the education activity has disclosed to us all financial relationships with any commercial interest (see below for definitions).  
If you indicate on this form that you may have a conflict of interest, we ask that you recuse yourself from any discussion where there is a potential for the stated conflict to influence the content of the program.  Please indicate your willingness to do so by checking the appropriate box below.

 
□ I do not have any financial relationships with any commercial interests.


□ I will disclose any conflict of interest that may arise during the planning of this activity and 

         recuse myself from any final decisions where a potential bias could exist.

· List the names of proprietary entities producing health care goods or services, with the exemption of non-profit or government organizations and non-health care related companies with which you or your spouse/partner have, or have had, a financial relationship within the past 12 months. For this purpose we consider the financial relationships of your spouse or partner that you are aware of to be yours.

· Explain what you or your spouse/partner received (ex: salary, honorarium etc).  
· Specify your role.

	Commercial Interest
	Nature of Relevant Financial Relationship

(Include all those that apply)

	
	What I or spouse/partner received
	My role

	Example: Company ‘X’
	Honorarium
	Speaker

	
	
	

	
	
	

	
	
	

	What was received: Salary, royalty, intellectual property 

rights, consulting fee, honoraria, ownership interest,  (stocks, stock options or other ownership interest, excluding diversified mutual funds), or other financial benefit.
	My Role(s): Employment, management position, independent contractor (including contracted research), consulting, speaking and teaching, membership on advisory committees or review panels, board membership, and other activities.


Glossary of Terms

Commercial Interest

A commercial interest is any entity producing, marketing, re-selling, or distributing health care goods or services consumed by, or used on, patients.  The ACCME does not consider providers of clinical service directly to patients to be commercial interests. 

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 preceding 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

When an individual’s interests are aligned with those of a commercial interest the interests of the individual are in ‘conflict’ with the interests of the public. The ACCME considers financial relationships to create actual conflicts of interest in CME when individuals have both a financial relationship with a commercial interest and the opportunity to affect the content of CME about the products or services of that commercial interest. The potential for maintaining or increasing the value of the financial relationship with the commercial interest creates an incentive to influence the content of the CME – an incentive to insert commercial bias.

Signature______________________________________________________Date____________________
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Disclosure Process

Speakers for Chapter Education Activities

STEP 1.  The preliminary invitation sent to speakers is to include the following statement.  We recommend that it be highlighted and/or presented prominently:  
In order to comply with the ACCME’s Updated Standards for Commercial Support, the American College of Surgeons, as the accredited CME provider of this activity, has implemented a new disclosure process to ensure that anyone who is in a position to control the content of the education activity has disclosed to us all relevant financial relationships with any commercial interest as it pertains to the content of the presentation.  The goal of this process is not to exclude people who have conflicts, but to manage these conflicts while benefiting from your expertise.

Please complete the enclosed disclosure form and return it to  <insert name>.  Should it be determined that a conflict of interest exists as a result of a financial relationship you may have, you will be contacted and methods to manage the conflict will be discussed with you.  In addition, all affirmative disclosures must be revealed by a slide at the beginning of the presentation.   Failure or refusal to disclose or the inability to resolve the identified conflict may result in the withdrawal of the invitation to participate.
STEP 2.  Enclose the College’s revised faculty disclosure form with the invitation letter. 

STEP 3.  Send an e-mail to the speaker from the Chapter Office upon receipt of the conflict:  
Dear Dr. _______

We are in receipt of your disclosure regarding ________________. Dr. _______________ will be contacting you shortly to discuss and manage the conflict.  If you have any questions, please contact me.  Thank you.

STEP 4.  Send an e-mail to the designated Chapter Official advising of the disclosed conflict.  The conflict resolution form (upper portion completed by the Chapter Office) is included as an attachment in the e-mail. 

Dear Dr. <insert name>

Dr. _________, a speaker in your session, has advised us of a potential conflict of interest as it relates to the content of his/her presentation.   We request that you contact him/her and discuss options on how the conflict may be managed.  

The goal of the process is not to exclude people with expertise who have conflicts, but to manage these conflicts prior to the activity.  For your convenience, a form is attached to assist you with the resolution.    If you find that the conflict cannot be managed to your satisfaction, the Chapter will notify the speaker.  We also request that you provide us with two possible replacements if the conflict cannot be resolved.  We would appreciate it if you would return the completed form via e-mail or fax to <insert name>by <insert date>.  Thank you.  

{This upper portion can be revised to suit your needs}

American College of Surgeons

<Insert Name of Education Program>

Speaker Disclosure of Relevant Financial Relationships 

NAME:
<NAME AND PROGRAM INFORMATION SHOULD BE COMPLETED PRIOR TO SENDING TO THE SPEAKER>



TITLE OF PRESENTATION:

In accordance with ACCME regulations, the American College of Surgeons must ensure that anyone who is in a position to control the content of the education activity has disclosed to us all relevant financial relationships with any commercial interest (see below for definitions) as it pertains to the content of the presentation.  Should it be determined that a conflict of interest exists as a result of a financial relationship you may have, you will be contacted and methods to resolve the conflict will be discussed with you.  In addition, all affirmative disclosures must be revealed by a slide at the beginning of the presentation.   Failure or refusal to disclose or the inability to resolve the identified conflict will result in the withdrawal of the invitation to participate.

( I do not have any relevant financial relationships with commercial interests that pertain to the content of my presentation

( I do have relevant financial relationships with commercial interests that pertain to the content of my presentation

· List the names of proprietary entities producing health care goods or services, with the exemption of non-profit or government organizations and non-health care related companies with which you or your spouse/partner have, or have had, a relevant financial relationship within the past 12 months. For this purpose we consider the relevant financial relationships of your spouse or partner that you are aware of to be yours.

· Explain what you or your spouse/partner received (ex: salary, honorarium etc).  
· Specify your role.

	Commercial Interest
	Nature of Relevant Financial Relationship

(Include all those that apply)

	
	What I or spouse/partner received
	My role

	Example: Company ‘X’
	Honorarium
	Speaker

	
	
	

	What was received: 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.
	My Role(s): Employment, management position, independent contractor (including contracted research), consulting, speaking and teaching, membership on advisory committees or review panels, board membership, and other activities.

	
	


If your presentation describes the use of a device, product, or drug that is not FDA approved or the off-label use of an approved device, product, or drug or unapproved usage, it is your responsibility to disclose this information verbally to the learner during your presentation.

Glossary of Terms

Commercial Interest

A commercial interest is any entity producing, marketing, re-selling, or distributing health care goods or services consumed by, or used on, patients.  The ACCME does not consider providers of clinical service directly to patients to be commercial interests.
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  

The ACCME focuses on financial relationships with commercial interests in the 12-month period preceding 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.

( I agree that I will not accept honorarium, travel expenses, in-kind contributions, or any other support from commercial companies in connection with this activity.  
Signature______________________________________________________Date____________________

  Division of Education
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AMERICAN COLLEGE OF SURGEONS

MANAGEMENT OF CONFLICT OF INTEREST

             Designated Official:  <insert name of official>

THE TOP PORTION OF THIS FORM—INCLUDING 4 BOXES BELOW—MUST BE COMPLETED PRIOR TO EMAILING IT TO THE DESIGNATED OFFICIAL.  DELETE THESE INSTRUCTIONS PRIOR TO SENDING.

We appreciate your willingness to assist ACS in the management of this potential conflict of interest.  Once you have discussed the conflict with the speaker, please return the completed form to <insert name> via fax (___________) or 
e-mail (__________________) by <insert date>.    Thank you.

	Speaker and 

Contact Information


	

	Activity Name
	

	Session Name & Date
	

	Disclosed Conflict
	


In order to comply with the ACCME’s Updated Standards for Commercial Support, The American College of Surgeons has implemented this disclosure process to ensure that anyone who is in a position to control the content of the education activity has disclosed to us all relevant financial relationships with any commercial interest as it pertains to the content of the presentation.  This speaker has reported that a potential conflict of interest may exist as a result of a current financial relationship.  While feedback from the learners will be solicited at the meeting regarding the presence of bias, the ACCME requires conflict to be managed prior to the activity.  If the conflict cannot be managed, you must choose an alternate speaker. Therefore, it is extremely important that you contact the speaker as soon as possible, discuss the conflict of interest, and possible methods of resolution.  

Suggested ways to manage the conflict include:  

□
Presentation will include validation of evidence based content.

□
Peer review of content will be done to ensure absence of bias and, if necessary, content will be restructured.

□
Content that has the potential to include a conflict will be assigned to another individual.

□
The speaker will offer no recommendations and will limit content to scientific data and research results.  


Another speaker will be assigned to address broader implications and recommendations.   


Please briefly describe how the conflict has been managed: (required)
___________________________________________________________________________________

___________________________________________________________________________________                          

If the conflict cannot be managed, please list two alternate speakers (in order of preference):

Name ___________________________________________Contact Information_________________________________
Name ___________________________________________Contact Information_________________________________

Signature ________________________________________Date _______________________

FREQUENTLY ASKED QUESTIONS:  DISCLOSURE & COMMERCIAL SUPPORT 

What financial relationships need to be disclosed to the accredited provider? 
Individuals need to disclose relationships with a commercial interest if both (a) the relationship is financial and occurred within the past 12 months and (b) the individual has the opportunity to affect the content of CME about the products or services of that commercial interest. 


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 for 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. The ACCME has not set a minimum dollar amount for relationships to be significant. Inherent in any amount is the incentive to maintain or increase the value of the relationship.



When do relationships create conflicts of interest? 

The ACCME considers financial relationships to create actual conflicts of interest in CME when individuals have both a financial relationship with a commercial interest and the opportunity to affect the content of CME about the products or services of that commercial interest.



Where is the conflict? 
When the provider’s interests are aligned with those of a commercial interest the interests of the provider are in ‘conflict’ with the interests of the public. The interests of the people controlling CME must always be aligned with the best interests of the public.



How do these circumstances create a conflict of interest? 

The potential for increasing the value of the financial relationship with the commercial interest creates an incentive to influence the content of the CME – an incentive to insert commercial bias. Commercial bias is prohibited in CME.



Do committee members need to sign a disclosure statement at every meeting while planning the same activity? 
No. Compliance requires that disclosure is made. Disclosing the same information repeatedly to the same Provider is not necessary. With the original disclosure information, the Provider is able to implement its mechanism to resolve any conflicts of interest.



What do we do when we appoint a person to speak at the last minute and when the person arrives at the activity they refuse to disclose relationship information? 

You must not carry on with the activity under these circumstances. The person cannot participate if they refuse to disclose because conflicts of interest can neither be identified nor resolved.
 


If disclosure information cannot be analyzed in a timely fashion, is it appropriate for the activity or presentation to go on without formal CME credit? 

ACCME has never recommended withholding CME credit at the last minute as an alternative to producing CME that is in compliance with accreditation requirements. It does not seem fair to the physician learners. Assuming that in this scenario there is financial relationship information to disclose to the learners, a mechanism to resolve conflicts of interest could still be put in place. For example, the participants could be asked to evaluate the objectivity of the presentation and the Provider could make it clear to the teacher that there is an expectation that the presentation would be compliant with ACCME conflict of interest standards.

What is “commercial support”?

Commercial Support is financial, or in-kind, contributions given by a commercial interest that is used to pay all or part of the costs of a CME activity.



Can the commercial support be spent directly by the commercial supporter on costs related to the CME activity? 
No. The commercial support must go first to the provider or a provider’s joint sponsor or a provider’s educational partner.


 
Can a commercial supporter direct the content of CME? 

No. The provider must ensure that the content of the CME truly remains beyond the control of the commercial supporter. The process to develop the CME must be independent of the commercial interest. Providers must not allow commercial supporters to directly or indirectly control the content of CME.



  
How does the CME provider pay for its services in the production and distribution of a CME activity? Can they take a portion of the grant monies to pay for their activity-related expenses, e.g., certificates, mailings?
Yes. The funds from commercial support may be used by the Provider to pay for the costs of the CME activity including, for example, the distribution of certificates and other mailings, as required.



Must the commercial support be given as a single lump sum grant or payment?
No – commercial support does not have to be a single payment or a grant.

Can a commercial supporter supplement their contributions to the activity by additional direct payments to people involved in the activity? 

No. All commercial support must be stipulated by a written agreement and must flow through the Provider and/or its educational partner. Only the Provider and/or its educational partner can make payments to people for their role(s) in the activity.



How can meals or social events compete with educational events? 
Meals or social events compete with educational events when they happen at the same time in a different location or when they are the main attraction at the educational activity.



Are mealtime speakers prohibited?
No. Working and learning through mealtime is an efficiency often included in CME activities.



How can meals or social events take precedence over educational events? 
Using commercial support to pay for modest meals and social events at CME activities has been allowed for years. However, providers must avoid planning meals or social events for longer time periods or more costly than the educational activity, for example.


Whose expenses can be paid for out of the commercial support? 

Commercial support underwrites the Provider’s expenses for developing and presenting an activity. Commercial support can be used to pay for the expenses of teachers and authors, as well others, who are working for the Provider on the activity.
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Disclosure Information

<Insert Name of Education Program>

In accordance with the ACCME’s Accreditation Criteria, the American College of Surgeons must ensure that anyone in a position to control the content of the educational activity has disclosed all relevant financial relationships with any commercial interest. Therefore, it is mandatory that both the program planning committee and speakers complete disclosure forms. Members of the program committee were required to disclose all financial relationships and speakers were required to disclose any financial relationship as it pertains to the content of the presentations. The ACCME defines a ‘commercial interest’ as “any entity producing, marketing, re-selling, or distributing health care goods or services consumed by, or used on, patients”.  It does not consider providers of clinical service directly to patients to be commercial interests.  The ACCME considers “relevant” financial relationships as financial transactions (in any amount) that may create a conflict of interest and occur within the 12 months preceding the time that the individual is being asked to assume a role controlling content of the educational activity. 

The ACCME also requires that ACS manage any reported conflict and eliminate the potential for bias during the session.  The planning committee members and speakers were contacted and the conflicts listed below have been managed to our satisfaction.  However, if you perceive a bias during a session, please advise us of the circumstances on the session evaluation form.  

Please note we have advised the speakers that it is their responsibility to disclose at the start of their presentation if they will be describing the use of a device, product, or drug that is not FDA approved or the off-label use of an approved device, product, or drug or unapproved usage.  

The requirement for disclosure is not intended to imply any impropriety of such relationships, but simply to identify such relationships through full disclosure, and to allow the audience to form its own judgments regarding the presentation.

	SPEAKERS / MODERATORS/ DISCUSSANTS
	NOTHING TO DISCLOSE
	DISCLOSURE



	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	PLANNING COMMITTEE 
	NOTHING TO

DISCLOSE
	DISCLOSURE
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