DRAFT STANDARDS FOR COMMERCIAL SUPPORT OF CME/CPD ACTIVITIES IN EUROPE, AND SAMPLE DECLARATION OF CONFLICT OF INTEREST.

1 Independence.
1.1 The provider organization(s) must have control over the topics, content and speakers selected for the activity'.

1.2 The provider organization(s) must assume responsibility for ensuring the scientific validity and objectivity of the content of the activity.

1.3 Where there is involvement of a biomedical or other commercial company in the funding of a meeting at any level it is unacceptable for the speakers/presenters to be chosen by the company. The Chairman/organiser must have complete freedom to select speakers/presenters (the Faculty).

1.4 All funds received in support of the activity must be provided in the form of an unrestricted educational grant payable to the provider organization(s).

1 .5 All commercial support associated with a CMEICPD activity must be given with the full knowledge and approval of the provider/organiser.

1.6 A provider or organiser must make all decisions regarding commercial support, and must ensure that the following processes are carried out independently of a commercial interest or a commercial interest's surrogate:

- identification of learning needs and educational objectives

- selection of educational methods, content and presentation

- selection of individuals and organizations that may control content

- evaluation of the activity

1.7 A provider cannot be required by a commercial interest or its surrogate to accept advice or services concerning the content or faculty of a CME/CPD activity as a condition of receiving funds or services.

1.8 Commercial companies may support reasonable honoraria and professional expenses for those contributing to national or international activities, but these should be handled through the organiser/provider and must not be paid directly to the individual faculty members.

‘The term "activity" is used to include any event, meeting, programme or material that is considered for CME/CPD.
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Commercial support may not be used for travel expenses for those participating as a learner only

1.9 Social events or meals must not compete with or take precedence over educational events.

1.10 Provision of financial support by a commercial company for the spouse or partner of a doctor contributing to or attending an activity is not acceptable.

2. Content and Format

2.1 The content and format must promote healthcare and not a business or interest.

2.2 Presentations must give a balanced view of healthcare options.

2.3 Whenever possible generic names, rather than trade names, should be used in the course of CMEICPD activities. If trade names are necessary then this should be justified at the time of the activity.

3. Disclosures Relevant to Potential Conflict of Interest

3.1 Organizers and/or Faculty must disclose to participants: the name and nature of any interest they may have in a commercial company or contract research organisation, any financial affiliations with manufacturers of products or service providers mentioned at the event or with manufacturers of competing products or providers of competing services.

3.2.1 The provider organization(s) must disclose to participants the financial affiliations of faculty, moderators or members of the planning committee, current or within the previous two years, with any commercial organization(s) supporting the activity, regardless of its connection to the topics discussed or mentioned during the activity.

3.3 If no conflict of interest exists, participants must be so informed.

3.4 Providers/organizers must inform participants of the source of all commercial support for an educational program. If commercial support is 'in kind', the nature of the support must be specified.

3.5 CMEICPD publicity and written materials must not identify the products or field of interest of the company (ies) that fund the activities.

2 The term "participant" is used here to denote an attendee at a meeting or conference, or an individualengaged in distance learning. The term "learner" might also be used, interchangeably.
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3.6 All disclosures specified above must be disclosed to participants.
3.7 For distance learning activities, the user navigation pathway must provide full disclosures prior to accessing the educational content.
3.8 An individual who fails to disclose relevant commercial relationships or other relationships potentially creating a conflict of interest may be disqualified by he organiser/provider from being a planning Committee member, a teacher, an author or a speaker/facilitator.
3.9 The provider must have implemented a mechanism to identify and resolve all conflicts of interest prior to the presentation of any educational activity.
4. Associated Commercial Activities
4.1 Arrangements for exhibits or advertisements cannot influence the planning of a CMEICPD activity, nor interfere with the presentation of the activity.
4.2 Product promotion or product-specific advertisement of any type is prohibited within the educational site3 before, during or after CME/CPD activities. The juxtaposition of educational and advertising material referring to the same products or subjects must be avoided.
4.3 For distance-learning materials any promotional material should be separated from the educational material, and arrangements must be in place for users to bypass the promotional material if they so wish.
4.4 Drug or other commercial advertisement must not appear on any of the written materials (preliminary or final programs, brochures or advanced notifications) for the event.
4.5 Providers/organisers may not allow representatives of commercial interests to engage in sales or promotional activities while in the educational site of the CME/CPD activity.
4.6 Commercial or other sponsors must not use the attendance lists held by the provider/organiser as a vehicle for the distribution of promotional material, unless this has been requested by an individual participant.
3 An "educational site" means the lecture theatre, meetings room or other venue where the educational content is being delivered.
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4.7 The educational programme and materials that are part of a CME/CPD activity, including slides, abstracts and handouts, may not contain any advertising, trade or corporate message or corporate "logo".
5. Guidance on statements regarding allocation of CME/CPD credits:
5.1 The Programme and promotional material for a CMEICPD event must clearly identify the provider/organizer, the accrediting or approving body and the commercial sponsors relevant to the event.
5.2 There should be a single statement of CME/CPD credits that should be a simple factual description of the number of credits/points/hours allocated, and should not be presented in a way that is likely to act, in itself, as a promotional statement.
5.3 The number of credits allocated or applied for must not be stated until this has been confirmed by the approver/accrediting body.
5.4 A statement regarding CMEICPD credits should be included indicating that the number of credits allocated is a maximum, but the number claimed should reflect the extent of actual learning by the individual participant.
Sources
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www.aapa.org1cme

2. Canadian Medical Association. Physicians and the Pharmaceutical Industry (Update 2001). www.cma.ca

3. Council on Ethical and Judicial Affairs, 9.01 1 - Ethical issues in CME

www.ama-assn/org/go/cme

4. The Association of the British Pharmaceutical Industry. Code of practice for the pharmaceutical industry. ABPl 2001. www.abpi.org. uk/links/assoc/PMCPA/pmpca code2006.pdf

5. Royal College of Physicians. The relationship between physicians and the pharmaceutical industry. London, RCP, 1986 and 2002.

6. UEMS document D990812007. www.uems.

7. Organizacion Medica Colegial Consejo General de Colegios Oficiales de Medicos de Espatia. www.cgcom.es2
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SAMPLE DECLARATION ON DISCLOSURE

"In compliance with UEMSIEACCME guidelines, all speakers/chairpersons participating in this programme have disclosed potential conflicts of interest or support.
The Organizing Committee is responsible for ensuring that all potential conflicts of interest relevant to the event are declared to the audience prior to the CME activities."
Disclosure

This disclosure form has to be signed by speakers and organizing/scientific committee members, be archived by the provider, and communicated to the

Approving/accrediting body.

There is an obligation on the organizers, faculty and speakers to declare openly any conflict of interest or support to participants.
Director's Declaration

As the scientific director(s) of the CMEICPD programme [name of the programme] taking place in [city, country] on [date] I/we declare that:
	The scientific programme of the activity was developed under my/our 

supervision and responsibility, that it is scientifically balanced and 

without bias 

	All faculty and other speakers at this scientific event are aware of, and have agreed to sign, the relevant disclosure form, and have disclosed any potential conflict of interest that they may have. This 

must be stated at the beginning of the presentation and in all printed 

material 

 

	I/we are aware of the source and form of commercial funding 

received to develop this programme 

	I/we are aware of the type of evaluation form participants will have to 

complete at the end of the programme 


	I/we have read and understood the guidance on conflict of interest and commercial support that forms part of this application 

	I/we have submitted all information about conflict of interest and commercial support with this approval application 

	To the best of my/our knowledge no conflict of interest exists on the part of the organisers, providers or presenters of/at this event. 

	I/we have read and understood the guidance on sponsorship, and have fully declared all elements of the sponsorship applying to this event. 



Signed ....................................
Print name ...............................
Position.....................................
Date .....................................

