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FRAMEWORK for a code of conduct 

This framework serves as a guidance when establishing an organisational Code of Conduct. Examples under each heading should be verified against the latest version of the Medtech Code of Conduct and not taken as granted. 

Organisation Guidelines on interactions with Eye Care Professional (ECP) and / or ECP Practice Staff/Advisors
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Introduction

Example: These guidelines shall provide guidance on the communication and interactions of the organisation directors, officers, associates and agents with individuals (both clinical and non-clinical) or entities that purchase, recommend, use or prescribe contact lenses and / or contact lens care products ( ‘ECPs and / or ECP Practice Staff/Advisors’). 

Example: Within the organisation it is recognized that adherence to ethical standards and compliance with applicable laws is critical to the ability to continue the collaboration with ECPs and / or ECP Practice Staff/Advisors and to maintain credibility in the eyes of customers, patients and governmental and regulatory authorities. The organisation encourages ethical business practices and socially responsible conduct related to the interactions with ECPs and / or ECP Practice Staff/Advisors. The obligation of an ECP and / or ECP Practice Staff/Advisors to make independent decisions regarding product recommendation and advice given to their patients is also respected.
Examples: These Guidelines are based on the following key principles:
· The Principle of Separation:

Example: Interaction between the organisation and an ECP or ECP Practice Staff/Advisors should not be misused to influence any decision by an ECP or ECP Staff/Advisors to purchase, prescribe or recommend any products of the organisation through the provision of undue or improper advantages to the ECP or ECP Staff/Advisors. 
· The Principle of Transparency: 

Example: Interaction between the organisation and an ECP or ECP Practice Staff/Advisors should be transparent and comply with national and local laws, regulations or professional codes of conduct. 
· The Principle of Equivalence:

Example: Where an ECP and / or ECP Practice Staff/Advisors are engaged by the organisation to perform a service for or on behalf of the organisation, the remuneration paid by the organisation should be commensurate with, and represent a fair market value for, the services performed by the ECP or ECP Practice Staff/Advisory.
· The Principle of Documentation:

Example: For interactions between the organisation and an ECP or ECP Practice Staff/Advisors, such as where services are performed by an ECP and / or ECP Practice Staff/Advisors for or on behalf of the organisation, there should be a written agreement setting out, inter alia, the purpose of the interaction, the services to be performed, the method for reimbursement of expenses as well as the remuneration to be paid by the organisation. The activities envisaged by the agreement should be substantiated and evidenced by activity reports and the like. Adequate documentation such as the agreement, related reports, invoices etc. should be retained by the organisation to support the need for, and materiality of, the services as well as the reasonableness of the remuneration paid.
Example: The organisation should require that third party intermediaries, both sales intermediaries and other third party agents, including but not limited to, consultants, distributors and marketing agencies, who interact with ECPs and / or ECP Practice Staff/Advisors in connection with the sale, promotion or any other activity involving the organisation’s products comply with standards equivalent to these Guidelines. It is recommended that such arrangements are entered into, the relevant contractual documentation imposing the obligations upon the third party intermediary to comply with these or equivalent guidelines. 
Example: These Guidelines set out the standards appropriate to various types of relationships with an ECP and / or ECP Practice Staff/Advisors. These Guidelines are not intended to supplant or supersede national laws or regulations or professional codes that may impose more stringent or specific requirements upon the organisation or an ECP and / or ECP Practice Staff/Advisors who engage in certain activities in those countries. The organisation should independently ascertain that the interactions with ECPs and / or Practice Staff/Advisors comply with all current national and local laws, regulations and professional codes. 

1. Advertising and Promotion
Example: The term “promotion” encompasses all forms of informational marketing and selling activities undertaken by the organisation, the purpose of which is to promote the stocking, fitting, selling or general distribution of any of the products. It includes, for example, the activities of representatives, various aspects of sales promotion such as customer discounts, consumer promotions, media (including TV etc.) and all forms of advertising, including via e-mail , individual or organisation’s public relations, the use of audio and audio-visual material, exhibitions and trade shows and the provision of samples, gifts, or hospitality.
Materials
Example: The organisation should ensure that all promotional materials, including product claims and comparisons are accurate, balanced, fair, objective and unambiguous. They should be justified by appropriate evidence and should not seek to mislead the intended audience. Advertisements and promotional material, both graphics and text, should be in good taste and presented in such a manner as to maintain and enhance the image of contact lens wear, for the benefit of the organisation, the profession and the industry as such.
Example: When a comparison of products or services is used in or as part of any advertisement/promotional materials developed by the organisation is only permitted if:

· it is not misleading;

· products or services for the same needs or for the same intended purpose are compared;

· one or more material, relevant, substantiable and representative features are compared;
· it is clinically relevant
· no confusion is created between the product or service advertised and that of the organisation’s trade-marks, trade names, other distinguishing marks and those of a competitor;

· the trade marks, trade names, other distinguishing marks, products, services, activities or circumstances of a competitor are not discredited or denigrated;

· no unfair advantage is taken of the reputation of a trade mark, trade name or other distinguishing marks of a competitor; and

· the organisation’s products or services are not presented as imitations or replicas of goods or services bearing another organisation’s trade mark or trade name. 

Example: Where comparative claims are made there should be clear evidence to support the claim and clinical relevance bearing in mind the potential commercial impact of comparative claims. The intent of any comparison should be that it provides valuable, objective and accurate information comparing products and/or associated services for the benefit of an ECP and / or ECP Practice Staff/Advisors and their patients. It should not simply be a means of denigrating an organisation’s product or service.

Example: Care should be taken not to mislead when expressing data as percentages. Patient numbers should be included whenever possible. Differences which do not reach statistical significance should not be presented in such a way as to mislead. Differences that have insignificant or no clinical relevance should not be presented. 
Example: It is acceptable for the organisation to report on the outcomes of comparative testing of products in an advertisement provided: 

· the products have been subjected to the same and appropriate testing; and 

· the outcomes are reported in a fair and balanced manner; and each outcome is referenced and consistent with the body of evidence.
Example: Making comparisons whereby the organisation’s product or service are described as being better or stronger or such like without stating that with which the product or service is compared should not be made.
Activities

Example: The organisation may offer commercial discounts or rebates as part of standard customer pricing arrangements whether in the form of free products or services closely connected to the use, purchase or sale of that product when selling products to an ECP and / or ECP Practice Staff/Advisors when permitted by local laws and regulations and in compliance with applicable antitrust laws and price regulations in that country. 
Example: The organisation should not, either directly or indirectly through an intermediary, offer personal incentives unconnected to the use, purchase or sale of their products to induce an ECP and / or ECP Practice Staff/Advisors to prescribe or purchase their products and services. Examples of the personal incentives that the organisation should not offer includes but is not limited to: 

· Cash, gift vouchers or other cash equivalents;

· Clothing, handbags or cosmetics; 
· Electrical goods such as TVs, computers, watches or cameras;
· Tickets for events or holidays;

· Entry into a competition to win a prize;

· Points that can be exchanged for any kind of personal benefit. 
Example: The organisation may not, either directly or indirectly through an intermediary offer any kind of commercial incentive to an ECP and / or ECP Practice Staff/Advisors connected in any way to the volume or type of organisation’ product sold, recommended or prescribed by that ECP and / or ECP Practice Staff/Advisors to patients, nor to the volume or type of organisation product fitted by that ECP and / or ECP Practice Staff/Advisors to its patients or the order of preference of product fitted which should always remain the clinical decision of the ECP and / or ECP Practice Staff/Advisors.

· The organisation may not provide free of charge products to an ECP and or ECP Practice Staff/Advisors other than in the following limited circumstances: Product provided as a commercial discount or rebate as part of standard pricing arrangements;

· Product provided with the primary purpose of familiarising an ECP and / or ECP Practice Staff/Advisors with the product and/or to enable the patient to be correctly fitted in the most appropriate product – limited to an amount reasonable to achieve this purpose;

· Product for clinical trials;

· Product for bona fide and documented research activities;

· To replace revenue product that was lost or damaged in transit. 
2. Gifts 

Example: The organisation may exceptionally provide modest gifts to an ECP and / or ECP Practice Staff/Advisors, but these should be inexpensive and in accordance with the regulations of the country where the ECP is licensed to practice. Gifts should relate to the ECP’s practice, benefit patients or serve a genuine educational purpose. 

Example: In addition, the organisation may occasionally give an ECP and / or ECP Practice Staff/Advisors branded promotional items of minimal value related to the ECP’s and / or ECP Practice Staff/advisors’ work or for the benefit of patients. Gifts should not be given in the form of cash or cash equivalents. 

3. Supporting Educational Events / Third party organised events
Example: The organisation may sponsor or organise congresses, symposia and other educational meetings that are primarily intended to support the dissemination and exchange of scientific and medical information. These congresses and symposia should be distinguished from product training activities discussed in Section 5 and from activities intended primarily to promote the the organisation’s products described in Section 6 of these Guidelines.

Example: Congresses, meetings or symposia for medical education may be organised by third parties or, where permitted under applicable laws and codes of conduct, directly by the organisation. The organisation’ sponsorship of such activities may consist of financial, scientific, technical, organisational, and/or logistical support. In instances where the organisation is the sole sponsor or is directly organising the event, it is particularly important that these events be organised for the purpose of scientific exchange and not with the primary goal of promoting the organisation‘s products.
Example: In addition, the organisation’ sponsorship of third party congresses, symposia, and similar meetings and/or programs should be clearly disclosed in advance of the meeting, as well as at the event itself. Where consistent with local law and applicable codes of conduct, the organisation may provide or pay for travel, hotel, meals, and fees for an ECP and / or ECP Practice Staff/Advisors to attend third party or organisation-sponsored congresses or symposia. Such support should be consistent with the regulations of the country where the ECP and / or ECP Practice Staff/Advisors is / are licensed to practice. In the case of a third party event, the conference organiser should be responsible for and control the selection of program content, faculty, educational methods, and materials. The support by the organisation should be clearly stated in advance of, at the meeting and in the proceedings. Support for attendance should not be conditioned upon any agreement or promise to prescribe or purchase any organisation products. The organisation should document their selection criteria for supporting any ECP and / or ECP Practice Staff/Advisors to attend a third-party educational event. 
Examples: The organisation may provide financial support to the conference organiser in the form of modest meals and hospitality for program attendees. Venues for the organisation-organised congresses and symposia should be modest and appropriate, and conducive to the exchange of scientific information. Resort locations are not appropriate for the organisation-organised congresses or symposia. Any meals, hospitality and accommodation provided to an ECP and / or ECP Practice Staff/Advisors in connection with an educational event should be modest in value and should be subordinate in time and focus to the purpose of the conference.
Examples: Independent medical specialty or other professional societies may decide to hold congresses and symposia at venues that would not be considered acceptable for the organisation-organised meeting. In these cases, the organisation should consider the appropriateness of paying for travel, hotel, meals, and fees for an ECP and / or ECP Practice Staff/Advisors attendance to a conference at a location known for its entertainment or recreational attractions. In some localities, industry associations may have congress vetting mechanisms or other guidance to identify appropriate locations and the organisation should comply with these rules as required.
Examples: The organisation may often have a promotional or other commercial presence at third party-sponsored congresses or symposia organised independently of the organisation, e.g. an organisation’sbooth, promotional product exhibit, advertising or other promotional effort. In cases where the organisation does wish to undertake promotional activities at such independent conferences, the organisation should carefully consider the appropriateness or otherwise of the activity at a venue chosen by the organiser in light of its entertainment or recreational attractions.
4. Product Training and Education 

Examples: Product training and education covers the demonstration to an ECP and / or ECP Staff / advisor, of the safe and effective use of an organisation products or procedures that are related to the use of the organisation’s products. Product training that is not closely related to the organisation’s products should not be organised by the organisation. Product training may be organised directly by the organisation or by a third party with the organisation providing sponsorship or support. The organisation’s support or sponsorship of third party organised procedure training should be clearly disclosed in advance of the program, as well as at the program itself.

Examples: Product training may only be provided by the organisation where there is a clear need for the training. For example, training on a new product or its particular use, training of an ECP and / or ECP Practice Staff/Advisors who are unfamiliar with the product, or refresher training. Evidence that the training fulfills the established need for such training should be documented and should include the following components:

· Course descriptions/format

· Objectives

· Methods of learning 
· Audience

· Sample agenda

Examples: ECP and / or ECP Practice Staff/Advisors product training should occur at appropriate locations taking account of the convenience of the attendees and the nature of the training. In particular: 

· Programs and events should be conducted in clinical, laboratory, educational, conference, or other appropriate settings, including the organisation’s own premises or commercially available meeting facilities, that are conducive to effective transmission of knowledge and any required “hands on” training. The training staff should have the proper qualifications and expertise to conduct such training. 

· The organisation may provide attendees with modest meals in connection with the program, and, for educational programs necessitating overnight stays, additional hospitality may be appropriate. Any hospitality should be modest in value, subordinate in time and focus to the educational purpose of the training and in compliance with the regulations of the country where the ECP and / or ECP Practice Staff/Advisors is / are licensed to practice 

· The organisation may pay for reasonable travel and lodging costs incurred by an attending ECP and / or ECP Practice Staff/Advsor, in compliance with the regulations of the country where the ECP and / or ECP Practice Staff/Advisor is licensed to practice 

· The organisation should not pay for travel or other expenses for spouses or guests of an ECP and / or ECP Practice Staff/Advisors, or for any other person who does not have a bona fide professional interest in the information being shared at the meeting. 

Examples: Support for ECP and / or ECP Practice Staff/Advisors to attend product training should be based on objective documented criteria related to the purpose of the training and should not be conditioned upon any agreement or promise to prescribe or purchase any organisation’s products. 

5. Promotional Meetings 

Examples: When the organisation employees meet with an ECP and / or ECP Practice Staff/Advisors to promote the organisation’s products, discuss product features, contract negotiations, and sales terms, these meetings should, as a general rule, occur at or close to the ECP and / or ECP Practice Staff/Advisors’ place of business. In connection with such meetings, the organisationmay pay for modest meals and hospitality for attending ECPs and / or ECP Practice Staff/Advisors. However, the organisation should not pay for other costs (such as expenses for travel or lodging) related to an ECP’s and / or ECP Practice Staff/Advisors’ attendance at promotional activities. 
Examples: The organisationshould not pay for meals, travel, or other hospitality of an ECP’s and / or ECP Practice Staff/Advisors’ guest or any other person who does not have a bona fide professional interest in the information being presented at the meeting. 

6. Consultancy Agreements

Examples: ECPs and / or ECP Practice Staff/Advisors may serve as consultants to the organisation, providing valuable bona fide consulting services, including research, participation on advisory boards, presentations at the organisation-sponsored training, and product collaboration. It is appropriate to pay an ECP and / or ECP Practice Staff/Advisors reasonable compensation for performing these services. Bona fide consulting arrangement between the organisation and an ECP and / or ECP Practice Staff/Advisors should adhere to the following guidelines: 

· Consulting arrangements with an ECP and / or ECP Practice Staff/Advisors should be written, signed by the parties and specify all services to be provided. Such arrangements should be consistent with the regulations of the country where the ECP and / or ECP Practice Staff/Advisors is / are licensed to practice 

· Compensation to an ECP and / or ECP Practice Staff/Advisors consultants should represent ‘fair market value’ and be based on the nature of and commensurate to the services provided and in accordance with applicable tax and other legal requirements. The payment of reasonable expenses incurred by consultants in carrying out the subject of the consulting agreement is acceptable.

· Consulting agreements should be entered into only where a legitimate purpose for the services is identified in advance. 

· Selection of consultants should be on the basis of the consultant’s qualifications and expertise to address the identified purpose. 

· The venue and circumstances for meetings with consultants should be appropriate to the subject matter of the consultation. The organisation-sponsored hospitality that occurs in conjunction with a consultant meeting should be modest in value and should be subordinate in time and focus to the primary purpose of the meeting. 

· When the organisation contracts with an ECP and / or ECP Practice Staff/Advisors for research services, there should be a written research protocol and all required consents and approvals should be obtained. 
7. Donations for Charitable and Philanthropic Purposes 

Examples: The organisation may make donations (including grants) for a charitable or other philanthropic purpose, such as supporting genuine independent medical research for the advancement of medical science or education, indigent care, patient education, public education, or the sponsorship of events where proceeds are intended for charitable purposes. Donations should be made only to organisations or entities entitled to receive them under applicable local laws and regulations. All donations should be appropriately documented. 

Examples: Examples of appropriate donations are: 

· Advancement of Medical Education. The organisation may make grants to support the genuine medical education of medical students, residents, and fellows participating in fellowship programs, which are charitable or have an academic affiliation or, where consistent with the preamble to this section, other medical personnel. (For additional considerations regarding educational grants, see Section 4, Supporting Educational Events.) 

· Support of Research with Scientific Merit. The organisation may make research grants to support genuine medical research. The purpose of the grant should be clearly documented. (For guidance as to the limitations that apply when the organisaton contracts with an ECP and / or ECP Practice Staff/Advisors to provide research on behalf of the organisation , see Section, Consultancy Agreements.) 

· Public Education. The organisation may make grants for the purpose of supporting education of patients or the public about important health care topics.
8. Educational Grants 
Examples: Educational grants may be provided to third parties and designated for educational activities that principally benefit the recipients of the health care education and only incidentally benefit the organisation. They may only be made to support specific educational activities, and may not be made for non-educational or promotional purposes. The organisation may thus provide support only for well defined bona fide educational activities directed towards an ECP and / or ECP Practice Staff/Advisors and/or patients, such as:

· Grants to accredited providers of postgraduate medical education

Fellowships and similar programs

· Development and dissemination of educational materials or medical equipment for training purposes

Examples: All requests for educational grants should:

· Be in writing from the requester

· State the nature and objective of the program

· Support specific bona fide educational activities for an ECP and / or ECP Practice Staff/Advisors or patients

· Reflect fair market cost for intended activities

· Be reviewed outside of the sales and marketing function

· Be provided without condition on product use
Examples: Educational grant payments should:

· Be paid to an institution or organisation and not to an individual or private practice group. Typically these institutions are universities or teaching hospitals that receive government funding for education of medical students

· Be made to entities that are permitted to receive such payments under local law 

· Be budgeted and approved outside of the organisation’s sales and marketing department

Examples: Educational grants are not to be given:

· To induce the use of products or as hidden discounts

· For the benefit of any specific ECP and / or ECP Practice Staff/Advisors
· To support normal operating or overhead activities of an ECP and / or ECP Practice Staff/Advisors (e.g. funding for office equipment, additional medical staff, or advertising expenses)

· To support an organisation promotional activities 
Examples: The organisation generally may provide support to teaching institutions for their medical education programs by sponsoring fellowships and similar program awards, subject to the following requirements:

· Grants should be provided to the teaching institution, not to individual fellows

· Selection of the grantee should be within the exclusive discretion of the teaching institution

· The funding should not be tied to an institution’s purchase of the organisation’s products or their formulary status, or otherwise be based on an institution’s past or potential future utilization of the organisation’s products or services

9. Organisation Representatives
Examples: The organisation representatives should be adequately trained and possess sufficient technical knowledge to present information on the organisation’s products in an accurate and responsible manner. The organisation is responsible for ensuring that their representatives are aware of and follow these Guidelines. Representatives should maintain a high standard of ethical conduct in the discharge of their duties.
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