Guidelines for Interactions Among Yale Medical Group 

         Physicians and the Pharmaceutical Industry



Introduction
The faculty in clinical departments of Yale School of Medicine (YSM) have developed the following Guidelines for interactions among the physicians of Yale Medical Group and the pharmaceutical industry. These guidelines have been formally endorsed by the Board of Governors of Yale Medical Group (YMG) and apply to all those full-time faculty of YSM who practice in Yale Medical Group (YMG physicians). The guidelines supplement Yale University’s policies on conflict of interest. 

The pharmaceutical industry plays a vital role in drug discovery and in improving the public health. The physicians of YMG are eager to promote a mutually beneficial relationship with industry that facilitates drug discovery and evidence-based use of medications, and that is characterized by the highest professional standards of rigor and integrity. The Guidelines are intended to meet these goals by setting standards for the interactions among YMG physicians and the pharmaceutical industry. The Guidelines specifically seek to preserve and fortify the independence of our faculty; ensure that we incorporate the most objective information in the care of our patients; slow the rising cost of healthcare; reduce the potential for real or perceived bias in our programs of clinical care and education; and ensure compliance with the law. The complexities of relationships with industry preclude us from identifying all circumstances in which a financial conflict of interest may arise or in which an interaction may be inappropriate. We believe that the guiding principles in unclear situations should be to protect the interests of our patients and the independence of the faculty. The overriding goal of these Guidelines is to ensure as much as possible that the integrity of clinical decision-making is not compromised by financial or other personal relationships with industry. 
The Guidelines are not technically binding on YMG Physicians, except in certain areas cited in the Guidelines that are legally prohibited. Adherence to the Guidelines is strongly encouraged, however, to avoid both conflict of interest in clinical practice and violation of the federal anti-kickback statute and other laws. For example, receipt of compensation from the pharmaceutical industry by a YMG physician may be scrutinized by regulators to determine whether the payment was made or received with unlawful intent to influence prescribing or referral practices. Although some such transactions addressed by the Guidelines have not been explicitly prohibited, they have been characterized by the HHS Office of Inspector General (OIG) as having a significant potential for abuse. They can also create an appearance of unlawful intent. The OIG’s views on these subjects can be expected to reflect the federal government’s general approach to assessing the possible criminal consequences of certain actions. The provisions in the Guidelines that either reflect legal prohibition or have been identified as having a high potential for abuse have been boldfaced and italicized in the text below. YMG physicians should be aware, therefore, that although the Guidelines are not binding, breach of the Guidelines may have serious legal consequences in some circumstances.

The Guidelines will need to be revised in the future as the law and the expectations of the public and the medical profession evolve.

1. Provision of Compensation or Gifts from Industry to YMG Physicians
a. 
YMG physicians may not accept any form of personal gift from industry or its representatives. (Although the acceptance of a gift of nominal value is unlikely to violate the anti-kickback law, acceptance of most types of gifts of more than nominal value is suspect and may carry serious legal consequences. Accordingly, this provision has been highlighted, and the policy adopted that YMG physicians should not accept any form of personal gift from industry.)

b.
Meals funded by industry should not be provided on the YSM campus. In addition, Yale faculty and trainees should use discretion in participating in industry-sponsored meals off campus;
c. 
A YMG physician may accept only fair market compensation for specific, legitimate services provided by him or her to the pharmaceutical company. Payment must be commensurate with time and effort. The terms of the arrangements, services provided, and compensation must be set forth in writing;

d. 
YMG physicians may not accept compensation for listening to a sales pitch (e.g., detailing) by an industry representative;
e. 
YMG physicians who are simply attending a CME or other instructional activity and are not speaking or otherwise actively participating or presenting at the meeting, should not accept compensation from companies either for attending or defraying costs related to attending the meeting;

f. 
YMG physicians must consciously and actively divorce clinical care decisions (including referrals, and diagnostic or therapeutic management) from any perceived or actual benefits accrued or expected from any company (including but not limited to personal gifts, research funding, scholarships for Continuing Medical Education attendance, consulting agreements, and the like);

g. 
YMG physicians who are involved in institutional decisions concerning the purchase of or approval of medications or equipment, or the negotiation of other contractual relationships with industry must not have any financial interest (e.g., equity ownership, compensated positions on advisory boards, a paid consultancy or other forms of compensated relationship) in pharmaceutical companies that might benefit from the institutional decision.  This provision is not intended to preclude the indirect ownership, through mutual funds or other investment vehicles, of equities in publicly traded pharmaceutical companies by Yale faculty; 
h. 
YMG physicians may not receive any form of compensation for changing a patient’s prescription; and

i. 
Pharmaceutical representatives are not allowed in patient care areas. Therefore, YMG physicians should meet with pharmaceutical representatives only in non-patient care areas.
2. 
Provision of Scholarships and other Funds to Yale Trainees 
YMG physicians should ensure that support of Yale clinical trainees by the pharmaceutical industry through funding mechanisms such as scholarships, reimbursement of travel expenses, or other non-research funding in support of scholarship or training are free of any actual or perceived conflict of interest. Industry funding of trainees should comply with all of the following: 

a. 
The trainee is selected by the Yale School of Medicine Department, Program, or Section; 

b. 
The funds are provided to the Department rather than directly to the trainee;

c. 
The Department, Section or Program have determined that the conference or training has educational merit; and

d. 
The recipient of the funds is not subject to any implicit or explicit quid pro quo (i.e, “no strings are attached”).

This guideline is not intended to preclude industry support for YMG physicians to travel to evaluate major clinical equipment for prospective acquisition by the School.

3.
Provision of Free Drug Samples to Physicians

a. 
YMG physicians may accept free drug samples from industry for distribution to patients; 

b. 
Since distribution of Non-Formulary Drugs to patients may encourage use of costlier medications, YMG physicians should be cautious in distributing medications that are not on Formulary;
c. 
Free drug samples may never be sold; and

d. 
Free drug samples should not be used by YMG physicians for themselves or family members.
4. 
Industry Support for Educational Events on the Yale School of Medicine Campus

YMG physicians should be aware of the Standards for Commercial Support established by the Accreditation Council for Continuing Medical Education. A complete description of the Standards of the ACCME to ensure independence in CME activities is available at http://www.accme.org/dir_docs/doc_upload/68b2902a-fb73-44d1-8725-80a1504e520c_uploaddocument.pdf. 

All educational events sponsored by industry on the Yale campus must be fully compliant with ACCME guidelines regardless of whether formal CME credit is awarded or not. 

The standards of the ACCME concerning commercial support of CME activities were made more stringent in September of 2004 and are effective for new CME activities after May 2005 and for all CME activities by November 2006. The new elements in the ACCME guidelines now require that, if an event is to qualify for CME credit, its provider must ensure the following:

a. All decisions concerning educational needs, objectives, content, methods, evaluation and speaker are made free of a commercial interest (ACCME Standard 1.1);

b. A commercial interest is not taking the role of non-accredited partner in a joint sponsorship relationship (ACCME Standard 1.2);

c. All persons in a position to control the content of an educational activity have disclosed all relevant financial relationships to the provider of the CME. A relevant financial  relationship is defined as one which an individual (or spouse or partner) has with a commercial interest that benefits the individual in any financial amount that has occurred within the past 12 months; and the opportunity to affect the content of CME about the products or services of the commercial interest. Failure to disclose these relationships will result in disqualification of the individual from participating in the CME activity or its planning or evaluation (ACCME Standards 1.1, 1.2); 

d. The lecturer explicitly describes all his or her related financial relationships to the audience at the beginning of the educational activity. If an individual has no relevant financial relationship, the learners should be informed that no relevant financial relationship exists (ACCME Standard 6.1, 6.2);

e. All conflicts of interest should be identified and resolved prior to the educational activity being delivered to learners (ACCME Standard 2.3). Examples of strategies to resolve conflicts of interest include severing the financial ties with the commercial entity that gives rise to the conflict, having a third party without a conflict conduct the educational event, or having the content of the educational materials reviewed and endorsed by a peer expert who does not have a conflict of interest;

f. Written policies and procedures that govern honoraria and reimbursement of out of pocket expenses for planners, teachers, and authors are in place (ACCME Standard 3.7);

g. Product-promotion material or product-specific advertisements of any type is prohibited in or during CME activities. The juxtaposition of editorial and advertising material on the same products or subjects must be avoided. Live (staffed exhibits, presentation) or enduring (printed or electronic advertisements) promotional activities must be kept separate from CME (ACCME Standard 4.2);

h. A commercial interest is not used as the agent providing a CME activity to learners, e.g., distribution of self-study CME activities or arranging for electronic access to CME activities (ACCME Standard 4.5);

i. The content or format of a CME activity or its related materials must promote improvements or quality in healthcare and not a specific proprietary business interest of a commercial interest (ACCME Standard 5.1)

j. Attendees in the audience are not compensated or otherwise materially rewarded for attendance (e.g., through payment of travel expenses, lodging, honoraria, or personal expenses) (ACCME Standard 3.12); 

In addition to the aforementioned ACCME Standards, educational events sponsored by industry on the Yale School of Medicine campus should comply with the following provisions:

a. Gifts of any type are not distributed to attendees or participants before, during, or after the meeting or lecture;
b. Funds to pay for the specific educational activity are provided to the Department, Program, or Section and not to an individual faculty member.

5. 
Guidelines for Delivering Industry-Sponsored Lectures or Participating in Legitimate Conferences and Meetings of Physicians off the Yale School of Medicine Campus
Clinical meetings and scientific meetings sponsored by professional societies frequently derive a portion of their support from industry. Such sponsorship may give rise to inappropriate industry influence on the content of the conference or its attendees. Grants for meetings and conferences that originate from the company’s marketing division may be particularly problematic. Industry sponsorship generally takes one of two general forms and different standards apply in each case.

a. First, industry may partially sponsor meetings run by professional societies. YMG physicians are expected to participate in meetings of professional societies as part of their CME and professional obligations. Nonetheless, faculty should be aware of the potential influence of industry on these meetings and attentive to the guidelines set forth below in evaluating whether and how to attend or participate in these meetings. 

b. A second type of meeting is fully sponsored by industry. The following guidelines apply in that case. These guidelines apply to all lectures, meetings, and related publications sponsored directly by industry or by intermediate educational companies subsidized by industry. YMG physicians should actively participate (e.g., by giving a lecture, organizing the meeting) in such meetings or lectures only if: 

1. Financial support by industry is fully disclosed at the meeting by the sponsor; 

2. The meeting or lecture’s content, including slides and written materials, are determined by the YMG physician; 

3. The lecturer is expected to provide a balanced assessment of therapeutic options and should promote objective scientific and educational activities and discourse;
4. The YMG physician is not required by the company sponsor to accept advice or services concerning teachers, authors, or other educational matters including content as a condition of the sponsor’s contribution of funds or services;
5. Attendees in the audience are not compensated or otherwise materially rewarded for attendance (e.g., through payment of travel expenses, or provision of food or gifts)

6 Gifts of any type are not distributed to attendees or participants before, during, or after the meeting or lecture;

7. The YMG physician receives compensation only for the services provided and the compensation is reasonable; 

8. Time spent in preparing and delivering the lectures does not impair the YMG physician’s ability to fulfill Departmental responsibilities; 

9. The lecturer explicitly describes all his or her related financial interests (past, existing, or planned) to the audience; 

10. The lecturer makes clear to the audience that the content of the lecture reflects the views of the lecturer and not Yale Medical Group or Yale School of Medicine; and

11. YMG physicians should not facilitate the participation of Yale trainees in industry-sponsored events that fail to comply with these standards. 

6.
Disclosure of Relationships with Industry

a. YMG physicians must disclose all of their related financial interests, including past, existing or expected interests (e.g., grants and sponsored research, compensation from consulting, speaker’s bureaus, advisory boards; investments and ownership interests) to journal editors in manuscripts submitted for publication, and audiences at lectures or presentations; 

b. YMG physicians must provide specific written information on financial interests related to their work at Yale on an annual basis to their respective Department Chair and Yale’s Conflict of Interest and Commitment Committee in compliance with Yale University regulations.  This disclosure must include a description of all sponsored research, and investments held by the YMG physician that are related to industry(See Yale University Policy on Conflict of Interest and Commitment at http://www.yale.edu/provost/html/coi.html);

c. YMG physicians must disclose their actual and potential conflicts of interest related to any institutional deliberations and generally may not participate in deliberations in which he or she has an actual or potential conflict of interest; and

d. YMG physicians with supervisory responsibilities for trainees or staff must ensure that the faculty’s conflict or potential conflict of interest does not affect or appear to affect his or her supervision of the activities or responsibilities of the trainee or staff member.
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