ALBERT EINSTEIN COLLEGE OF MEDICINE

CONFLICT OF INTEREST POLICY


INTRODUCTION
The Albert Einstein College of Medicine of Yeshiva University (“Einstein”), one of the nation’s premier institutions for medical education, basic research and clinical investigation, is steadfast in its core missions: educating students to become caring as well as curing physicians; fostering pioneering research programs in biomedical and translational research; and delivering superb patient care in collaboration with its clinical partners. Guided by the values exemplified by our namesake, Albert Einstein, the College is committed to ensure that the academic, clinical, and administrative activities of staff, students and faculty all are accomplished at the highest level of ethical conduct, free of Conflict of Interest. 
Einstein has taken a leadership position on conflict of interest for more than 2 decades, promulgating up-to-date policy statements and disclosure requirements.  Recent increased societal concerns about conflict of interest with respect to clinical research, medical education and patient care, however, require reexamination and restatement of those policies and procedures.  This revised Conflict of Interest Policy is intended to be responsive to those societal concerns. It also is intended to assure professional autonomy and academic freedom for Einstein’s scientists, educators, clinical practitioners, students
 and staff; these are privileges inherent in the self-regulation of science, education and clinical practice. 
GENERAL STANDARD

Covered individuals must exercise sound judgment, good faith, care and diligence in all matters relating to their participation in the academic programs and activities of Einstein. This responsibility shall include, but not be limited to objectivity, balance, independence, transparency and scientific rigor in the acquisition and interpretation of research data, in the promulgation of medical knowledge and skill, and through evidence-based clinical practice.  

In discharging their responsibilities on behalf of Einstein, all covered individuals shall act in the best interests of Einstein, its students and its patients. Covered individual shall refrain from using their positions at Einstein, or knowledge gained from their positions, for inappropriate personal advantage. Furthermore, the judgment and independence of covered individuals in the discharge of their duties and responsibilities on behalf or Einstein may not be impaired, or appear to have been impaired, because of any personal or financial interest or relationship they may have or any activity in which they may engage. 

An essential element of this policy is to ensure that the integrity of all activities at Einstein will in no way be compromised by past, current, and anticipated relationships between the covered individuals or the institution and any other enterprise. At the same time, it is expected that properly monitored and regulated relationships will allow Einstein to more effectively pursue new knowledge in the biomedical sciences, and to facilitate the transfer of such knowledge to the care of patients and to the promotion of public health.

COMPREHENSIVE POLICY
This document is intended to serve as Einstein’s comprehensive statement with respect to Conflict of Interest in all aspects of institutional function. Specific policy statements pertaining to various areas of concern are attached and should be considered to be integral parts of this comprehensive policy. 

CONFLICT of  INTEREST COMMITTEE and PROGRAM 
· Conflict of Interest Committee 
Einstein has established a Conflict of Interest Committee (COIC) which is composed of a balanced representation of the clinical and pre-clinical faculties, as well as ex-officio representatives of the administration of the College all appointed by the Dean. 
· Conflict of Interest Program
· The chair of the COIC, who is appointed by the Dean, shall serve as Director of Einstein’s Conflict of Interest Program and shall be the compliance office for all COI matters.
· The COI Program shall establish a database for all COI information. This shall be maintained in a confidential manner. COI disclosure information pertaining to faculty employed by clinical affiliates shall be obtained from the affiliated institutions. 

SCOPE and JURISDICTION 
· Institutional Governance 
Yeshiva University has promulgated a Conflict of Interest Policy for Yeshiva University Boards, Committees and Officers, which serves as the COI policy pertaining to institutional governance.  (attachment 1)
· Administration
Policies and procedures pertaining purchasing and procurement, and to non-faculty employees of Einstein have been published (attachments 2 and 3) 
· Academic Programs
The policies and procedures outlined in and attached to this document shall pertain to academic programs and activities conducted at Einstein, sponsored by Einstein, using the Einstein name, or utilizing any Einstein facilities, and to individuals participating in those programs. Such academic programs shall include:  basic, clinical and translational research; premedical, undergraduate, graduate, and continuing medical education; and graduate education in basic and clinical sciences.
· Conflict of Interest in Research

An important part of the academic programs and activities of Einstein is the discovery, development and application of new knowledge that will improve health. In 1980 the United States Congress passed legislation both to facilitate that process and to permit academic institutions and scientists to benefit financially if their federally sponsored research led to commercial products or uses. During the past decade this legislation has stimulated an increasing collaboration between academic scientists and industries concerned with the development of biomedical products. 
All research conducted under the auspices of Einstein is subject to requirements of this Policy on Conflict of Interest. Of particular concern is clinical and translational research involving human subjects in any way. For that reason, Einstein’s Committee on Clinical Investigation (CCI), and its partner institutional Review Board at Montefiore (IRB) have established a detailed, joint policy on conflict of interest.(attachment 4)  
· Conflict of Interest in Education
Faculty must ensure objectivity, balance, independence, transparency, and scientific rigor in all student educational activities.  All teaching faculty are expected to disclose financial relationships relevant to the material being presented and to assist in resolving any conflict of interest that may arise from any such relationship. Presenters must also make a meaningful disclosure to the audience of their discussions of unlabeled or unapproved uses of drugs or devices.
The policy on COI in Education and its related Disclosure for Teaching form are attached. (#5) Disclosure shall be made by all faculty participating as lecturers and preceptors for basic science courses. A summary page listing disclosed information shall be published as part of the course syllabus or as an addendum to web-posting of course material.
· Clinical practice
Einstein has established a Policy on Pharmaceutical and Medical Device Vendor Relationships with Clinical Programs, which shall pertain to the small set of clinical programs operating under the auspices of Einstein (CERC, DOSA, Soundview- Throggs Neck  Mental Health Center). (Attachment 6)

The substantial majority of clinical practice programs related to the Albert Einstein College of Medicine are owned and operated by the College’s clinical affiliates. It is the expectation of Einstein that each affiliate will establish and maintain appropriate policies pertaining to conflict of interest in clinical practice. In particular, such polices must address the status and behaviors of Medical Vendor Representatives. A sample policy for Montefiore Medical Center is attached. (Attachment #7) 
· Conflict of Commitment
External activities can lead to conflicts of commitment with regard to an individual’s academic responsibilities, along with the misuse of institutional resources. As such, this policy is intended to alert covered individuals to the recognition of conflicts of commitment.  
The participation of covered individuals in external activities that enhance their professional skills and constitute public service can be beneficial to Einstein as well as the individual. External activities provide an opportunity to discover and pass on knowledge, with the formation of alliances that enhance the university’s academic and research missions. Covered individuals are, therefore, encouraged to participate and provide leadership in professional organizations, panels, committees, and other broadly defined public and professional service opportunities. These interactions can enhance relationships with a wide variety of governmental, business and not-for-profit entities that enhance the Einstein’s teaching and research missions.
It is Einstein policy that covered individuals are expected to devote their academic work activities to official functions of Einstein, and to use Einstein-derived resources only in the interest of the College of Medicine. Einstein resources may not be committed to external activities not in the interest of the College. (attachment 8)
DEFINITIONS
· Covered Individuals 

The individuals to whom this policy applies shall include faculty employed by Einstein (through its institutional parent, Yeshiva University), and faculty employed by clinical affiliates when participating in Einstein’s academic programs and activities. In addition, this policy shall pertain to non-faculty employees of Einstein and its affiliates, and any other individuals, when they are participating in the academic programs and activities of Einstein (“covered individuals”).

· Conflict of Interest
A conflict of interest occurs whenever a covered individual’s personal interests (financial or non-financial) have the potential to interfere with the objective performance of that individual’s responsibilities in the academic programs and activities of Einstein, or when those interests create the appearance that such objectivity may be compromised. 
· Significant Financial Interest 
Something of monetary value, including but not limited to gifts, salary or other payments for services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options or other ownership interests); and intellectual property rights (e.g., patents, copyrights and royalties from such rights). The specific value thresholds for equity holdings and/or income are intended to be consistent with federal standards and may be modified as those standards are revised.
The term Significant Financial interest does not include:

· Salary, royalties, or other remuneration from the applicant institution;
· Any ownership interests in the institution, if the institution is an applicant under the NIH-SBIR Program;
· Income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities;

· Income from service on advisory committees or review panels for public or nonprofit entities;

· An equity interest that when aggregated for the covered individual and the covered individual’s family members, meets both of the following tests: Does not exceed $10,000 in value as determined through reference to public prices or other reasonable measures of fair market value, and does not represent more than a five percent ownership interest in any single entity; or

· Salary, royalties or other payments that when aggregated for the covered individual and the covered individual’s family members over the next twelve months, are not expected to exceed $10,000.
· Family Members
A  family member may be:
· A covered individual’s spouse or domestic partner;
·  A covered individual’s children, parents or siblings;
· Any person who lives in the same household as a covered individual.
· Equity interest and income sources
Holdings or income in any commercial entity that is pertinent to the covered individual’s academic activities, role and/or responsibilities.  
PROCEDURES GOVERNING the  CONFLICT of INTEREST PROGRAM
· Requirement for Disclosure
All covered individuals must disclose annually for review any activity or association that might constitute a conflict of interest. Such activities include any outside business relationships that are both relevant to the individual's academic or employment activities and that may create a financial gain for the covered individual or the individual’s family members. Full disclosure and review of possible conflict of interest situations is intended to provide assurance to covered individuals, to Einstein, and to the public that such outside business relationships have been examined, and will be conducted in a manner consistent with institutional and public values and policies. 

· Events Requiring Disclosure 

· At time of initial appointment to Einstein; and

· Annually thereafter.
· Whenever circumstances arise that may either:

 (a) constitute a new conflict of interest, or 
(b) change the facts applicable to a previously disclosed potential conflict. 
Such a report must be filed within 30 days; 

· As teaching faculty in a pre-clinical course;
 
· Upon submission of a human subject research protocol or progress report for a clinical research project in which they are an active participant. This shall include recruitment bonuses paid for human subject research participants or for reaching an accrual goal within a specific time frame, as well as being offered a finder's fee for referral of potential research subjects.

· Upon submission of grant application to the Office of Grant Accounting as required by the funding or reviewing agency or other governmental agencies. This includes compliance with PHS and FDA requirements.

· Upon appointment as a member of the Committee on Clinical Investigations/Institutional Review Board (IRB), the Committee on Conflict of Interest, or the Patent Committee; 

· Upon submission of a contract for industry-sponsored research

· Upon establishment of a consulting relationship with a commercial entity.
In addition to individual disclosure by covered individuals, disclosure of possible COI must occur in the following circumstances: 

· Department Chairs should inform the COI Committee if the Department or a faculty/staff member has a financial interest of which they are aware (as defined above) in the outcome of any departmental or institutional research. 

· Should a covered individual conducting or planning research be aware of financial interests such academic effort may create for the institution, this must also be disclosed to the Committee on Conflict of Interest. 

· During the course of a research study, any new information that falls within the reporting requirements of this policy is discovered by a covered individual, this must be disclosed to the COI Committee in a timely manner.
· With respect to grant funded research: any interest that the Institution identifies as conflicting subsequent to the Institution’s initial report under the award, will be reported to the PHS Awarding Component and the conflicting interest managed, reduced, or eliminated, at least on an interim basis, within sixty days of that identification.
· If the failure of an Investigator to comply with the conflict of interest policy of the Institution has biased the design, conduct, or reporting of the PHS-funded research, the Institution must promptly notify the PHS Awarding Component of the corrective action taken or to be taken. The PHS Awarding Component will consider the situation and, as necessary, take appropriate action, or refer the matter to the Institution for further action, which may include directions to the Institution on how to maintain appropriate objectivity in the funded project.

EVALUATION and MANAGEMENT of DISCLOSED CONFLICTS OF INTEREST
The Conflict of Interest Committee will maintain records of all financial disclosures and all actions taken by the Institution with respect to each conflicting interest for at least three years from the date of submission of the final expenditures report or, where applicable, from other dates specified in 45 CFR 74.53(b) for different situations.

The COI Committee will establish a mechanism to promptly review all COI disclosures, to identify those which may indicate potential conflict of interest, and to define measures appropriate to manage identified COI situations. 
· All COI disclosures will be evaluated by a COI screening committee, comprising the COI Committee chair and two senior members of the COI committee. 
· The screening committee shall be empowered to determine whether or not an impermissible conflict of interest exists, provided that such determination must be by unanimous agreement. 
· If the screening committee determines that an impermissible COI exists, it shall, within 7 days, make a recommendation as to what monitoring or other actions would be appropriate in order to remove or adequately mitigate the conflict of interest. 
· The covered individual shall receive a written explanation and justification of the basis for such recommendations.  
· In the event that the screening committee is unable to reach a unanimous determination, or in the event that a covered individual may disagree with the determination and/or recommendations of the screening committee, the matter shall be referred to the full COI Committee. 
· The covered individual may respond either in writing or in person to the determination and/or recommendations of the screening committee.

· The full Committee shall establish a final determination as to whether an impermissible COI exists and shall define requirements for its mitigation as appropriate.  
· Upon receipt of a decision of the Conflict of Interest Committee, the covered individual may, within thirty (30) days, submit new and relevant information that could effect the decision rendered, and may request reconsideration of the decision by the Committee. 
· The Committee shall provide a prompt and thorough review of such documentation and decide whether the initial decision should be implemented, or whether modification of the decision is warranted.

· In the event that an impermissible conflict of interest is identified, the Committee on Conflict of Interest will report its findings and recommendations for the management and/or mitigation of the conflict to the Dean, with copies, as appropriate, to the Executive Dean, the Department Chairman, and to the Committee on Clinical Investigation, research sponsors, and governmental agencies as they may be involved in the matter.  
· When the Conflict of Interest Committee determines that any reported activity is restricted or prohibited, the individual(s) must promptly comply with any directives for monitoring, modification or termination of such activity. 
· Even where a conflict of interest situation is deemed allowable, the conflict may need to be disclosed to government or private agencies that are sponsoring or considering sponsoring the research. 
· It may also be necessary to disclose the conflict of interest to journals, professional meeting, or other public setting in which results relevant to the conflict of interest are presented. 
· In addition, if any reported activity is related to a human subject research protocol, disclosures to potential subjects must be made in accordance with directives from the Committee on Clinical Investigations.

SANCTIONS FOR NON-COMPLIANCE


Einstein expects all covered individuals to fully comply with this policy. A knowing or deliberate breach of policy, including failure to file or to knowingly file an incomplete, erroneous, or misleading disclosure form, or failure to comply promptly with prescribed monitoring, modification or termination requirements will subject the involved faculty member to possible sanctions. In such instances where the continuance of the individual in his/her duties threatens immediate harm to themselves  or others, or may cause irreparable damage to Einstein, a person against whom written charges have been made may be suspended from all or some duties by the Dean pending final action on such charges. In the case of a faculty member such suspension by the Dean could be with salary pending final action upon such charges. 
The procedures described herein shall supersede Sections 5.03 and 5.04 of the Rules and Regulations Providing for a System of Appointments, Titles and Compensation Arrangements of the Albert Einstein College of Medicine of Yeshiva University. The COI Committee is charged with the responsibility to review all instances of non-compliance with this policy and to recommend appropriate sanctions to the Dean. Included in possible sanctions are the following:

· Formal admonition including possible inclusion in the individual’s file of a letter indicating that the individual’s good standing has been called into question;
· Ineligibility of the individual to apply for grants, sponsored research agreements, to seek Committee on Clinical Investigation (CCI) approval, conduct animal or other research, or to teach or supervise students;
· Notice to appropriate parties (including government agencies or otherwise) of the conflict of interest activity found to exist;
· Dismissal from the College of Medicine.
 NON-RETALIATION

No individual will be subjected to retaliation by the College, or by individuals under its direction or control, for good faith reporting of any actual or perceived violation of the requirements in this policy.

Attachment 1 
Conflict of Interest Policy for Yeshiva University Boards, Committees and Officers

The Board of Trustees of the University has adopted this Conflict of Interest Policy. This policy applies to all members of the University’s Board of Trustees and to the members of the Boards of the constituent schools of the University, to all other persons who serve on a University committee or a committee of a constituent school’s Board, and to officers and significant employees of the University designated by the General Counsel from time to time.  This Policy will also apply to the Board of Trustees of Rabbi Isaac Elchanan Theological Seminary, the Board of Trustees of Yeshiva University High Schools, the Board of Directors of Yeshiva University Museum and the Board of Directors of Yeshiva Endowment Foundation, Inc. (the foregoing together with the University’s Board of Trustees, collectively, the “Fiduciary Boards”) upon its adoption thereby. These boards and committees are referred to in this policy as “covered boards and committees,” and the individual members of the covered boards and committees and designated officers and employees are referred to in this policy as “covered persons” or “covered person.”  All covered persons are expected to be familiar with, and adhere to, this policy.

Covered persons commonly have a range of professional and personal associations with and interests in other entities.  Unfortunately, no policy statement can address specifically every situation that might entail a conflict of interest. Accordingly, the University has adopted some general principles that apply to all covered persons, as well as principles that apply to covered persons (and subsets thereof) in connection with Interested Transactions (as described more fully below).

General.  To assure the University’s many constituents of the integrity of its endeavors, all covered persons shall at all times act in a manner consistent with their responsibilities to the University and avoid circumstances in which their financial or other ties to outside entities could present an actual, potential or apparent conflict of interest (“conflict of interest”) or impair the University’s reputation.  For example, covered persons should avoid actions or situations that might result in or create the appearance of: using their association with the University for private gain; according unwarranted preferential treatment to any outside individual or organization; losing independence or impartiality; or adversely affecting the University’s reputation or public confidence in its integrity.  Any questions about whether a particular circumstance or situation would constitute a conflict of interest should promptly be directed to the University’s General Counsel.

Interested Transactions.  For purposes of this Policy, a conflict of interest is presumed to arise when the University has or is considering a transaction or other business relationship with a covered person or a covered person’s Household Member (defined to consist of a spouse, legally dependent or minor child or household member) or with an entity in which the covered person or Household Member has a material financial interest.  Such transactions are referred to in this policy as “Interested Transactions.” 

A financial interest is presumed to be material if it entails:

· Any ownership or investment interest in a publicly traded company, a private operating company or real estate holding company (i.e., excluding non-managing or limited partnership interests in investment funds) in which the covered person and his or her Household Members, taken together, have, directly or indirectly, a 10% or greater ownership interest (assuming the exercise of any options or convertible securities held by the covered person or his or her Household Members);

· Receipt of compensation, including salary, consulting fees, royalty payments, carried interest or other remuneration (but excluding dividends, interest payments and other types of passive investment income), directly or indirectly, of more than $50,000 in any 12 month period in the past 3 years, or the expectation of such compensation in the future; or

· A position of real or apparent authority in an entity, such as director, officer, trustee, manager or partner (other than as a passive limited partner in an investment fund).

A covered person is not deemed to have a material financial interest in a publicly-traded entity by reason of an investment in that entity by an entity (such as through a mutual fund or private investment fund) of which the covered person does not influence investment decisions.

Any question as to whether a transaction constitutes an Interested Transaction with respect to one or more covered persons shall be resolved by the Conflicts Waiver Committee in consultation with the General Counsel of the University.

Rules Governing Interested Transactions.

Non-Investment Transactions.  The following rules apply to all Interested Transactions other than Interested Investment Transactions which are addressed separately below:

· No member of a Fiduciary Board or any Household Member of any Fiduciary Board member may engage in an Interested Transaction with the University unless the Interested Transaction has been approved in advance by the Conflicts Waiver Committee.
  

· In addition, no other covered person involved in the consideration or recommendation of the transaction in question or any Household Member of any such covered person may engage in an Interested Transaction with the University unless the Interested Transaction has been approved by the Conflicts Waiver Committee.  

Investment Transactions.  The following rules apply to all Interested Transactions with respect to the investment and/or management of the endowment and similar investment assets of the University and its affiliated institutions (an “Interested Investment Transaction”):

· No member of the University’s Investment Committee or any Household Member of any such member or any of the President, Chief Financial Officer, Chief Investment Officer, General Counsel or any officer or employee who works in the University’s investment office or any Household Member of any such person may engage in an Interested Investment Transaction.  There will be absolutely no exceptions to this policy.  The General Counsel may, from time to time designate additional officers and employees of the University to which this policy applies.

· In addition, no member of any Fiduciary Board or any Household Member of a Fiduciary Board member may engage in an Interested Investment Transaction except that the Conflicts Waiver Committee may approve an Interested Investment Transaction with respect to a Fiduciary Board member or a Household Member of a Fiduciary Board member if the sole interest involved is employment of such member or Household Member by a publicly traded company in which such individual (i) owns less than a 1% equity interest (assuming the exercise of any options or convertible securities held by such member or Household Member), (ii) is not an executive officer (and does not hold another position having executive authority) and (iii) is not involved in investment management.  

The establishment of ordinary course banking relationships that are not otherwise subject to approval by the University Investment Committee will not constitute “Interested Investment Transactions.”

University Investment Committee members should be sensitive to concerns about the appearance of conflict of interest in other situations as well.  These may involve instances in which the manager or principal of a fund or other entity has significant ties to the University, such as a member of a non-fiduciary board or committee, even if not a covered person within the coverage of this policy, or has a relationship with a covered person.  While it is neither feasible nor prudent to try to identify every circumstance that might entail appearance of conflict, the risk of perceived conflict, and the attendant reputational risks to the University, are among the considerations that Investment Committee members should weigh.

Audit Committee and Conflicts Waiver Committee.  No member of the University’s Audit Committee or Conflicts Waiver Committee or any Household Member of any such member may engage in an Interested Transaction (including Interested Investment Transactions) with the University.  There will be absolutely no exceptions to this policy.

Loans.  The University will not make loans to covered persons or to any entity in which a covered person or Household Member has a substantial financial interest unless approved by the Conflicts Waiver Committee and otherwise consistent with this and other University policy.  This policy will not prohibit student loans made in the ordinary course to any covered person or Household Member of a covered person.
Customary Reimbursement and Compensation.  This policy is not intended to prohibit (i) reimbursement of covered persons for expenses and meals routinely provided in connection with attendance at board or committee meetings or other similar incidental expenditures or (ii) with respect to covered persons and Household Members of covered persons who are employees of the University, customary employee compensation and benefits and reimbursement for out-of-pocket expenses actually incurred while on University business.

Existing Transactions.  Existing transactions which would be impermissible or would require the approval of the Conflicts Waiver Committee under this policy and which can be terminated without any material termination costs to the University will (i) with respect to those transactions which would be impermissible under this policy, be terminated in such manner as the administration of the University determines to be appropriate, and (ii) with respect to those transactions which would require the approval of the Conflicts Waiver Committee, either be ratified by the Conflicts Waiver Committee or terminated in such manner as the administration of the University determines to be appropriate. 

Existing transactions which cannot be terminated without any material termination costs to the University or which are otherwise impracticable to terminate may be grandfathered under this policy and will remain in place. Any extensions, expansions and other ongoing material decisions (e.g., exercise of termination or other rights) related to a grandfathered transaction will be subject to this policy in all respects.  The General Counsel’s office will maintain a list of any such grandfathered transactions.

Disclosure of Financial and Other Interests.

Annual Disclosure Statement and Updates. Each covered person shall annually sign and submit to the General Counsel a disclosure statement in the form promulgated by the General Counsel from time to time.  Each covered person shall promptly notify the General Counsel of any change in the information reported on such covered person’s annual disclosure statement and, upon the request of the General Counsel, furnish any supplementary information as may be appropriate.  In addition to the annual disclosure statement, the General Counsel may from time to time request confirmation from any covered person that such covered person’s disclosure statement currently on file remains accurate at such times and in such manner as the General Counsel determines to be appropriate.

The Governance Committee of the Board of Trustees, in consultation with the General Counsel, shall have the authority to address any non-compliance by covered persons with the requirements of this provision and other provisions of this policy and may, on the basis of such non-compliance, recommend to the appropriate board or officer removal or other actions with respect to any covered person who fails to comply with this policy.  

Disclosure of Specific Interests.  A covered person who believes a current, pending or proposed transaction or business arrangement involving the University would constitute an Interested Transaction or otherwise constitute a conflict of interest or appearance of conflict with respect to such covered person or a Household Member of such covered person shall promptly disclose to the General Counsel and to the chair of each covered board and committee of which the covered person is a member, the existence of the conflict (or appearance) and other material information that the covered person may have regarding the transaction or arrangement.

Transaction Monitoring.  The General Counsel and the Chief Financial Officer shall develop and administer a database of interests of covered persons and a system for monitoring current, pending and proposed transactions for potential Interested Transactions based on the disclosures made in each covered person’s annual disclosure statement and any periodic updates solicited or submitted pursuant to this policy.  The General Counsel shall inform the President of any Interested Transaction or other conflict of interest reported pursuant to this policy and the President, in consultation with the General Counsel, may refer such matters to the Conflicts Waiver Committee for determination in accordance with the procedures described below.

With respect to each real estate transaction under consideration by the University, the General Counsel shall obtain such supplemental information regarding real estate interests held by covered persons and their Household Members as the General Counsel deems appropriate to determine whether the transaction is subject to approval by the Conflicts Waiver Committee. Generally, such information will only need to be obtained from Fiduciary Board members and those covered persons who are involved in the consideration of the transaction who, in each case, indicated on their annual disclosure statement that they or their Household Members own interests in commercial real estate in the applicable jurisdiction. 

Conflicts Waiver Committee.

Composition.  The Conflicts Waiver Committee will be comprised of the Chair of the Board of Trustees, Chair of the Governance Committee of the Board of Trustees and the voting trustee members of the University Audit Committee.  The Chair of the Governance Committee will act as Chair of the Conflicts Waiver Committee. 

Approval of Transactions.  Any transaction which requires the approval of the Conflicts Waiver Committee pursuant to this policy may be approved by the Conflicts Waiver Committee, with the concurrence of the President in consultation with the General Counsel, if the Conflicts Waiver Committee determines that the transaction is in the bests interests of and fair to the University. 

The members of the Conflicts Waiver Committee may review such information as those members participating in the Committee’s consideration of the matter deem pertinent, including posing questions to the interested covered person.  The Conflicts Waiver Committee shall determine by majority vote of those members present and voting whether the transaction is an Interested Transaction or otherwise presents a conflict of interest and, if so, whether the transaction is in the bests interests of and fair to the University.  The Conflicts Waiver Committee may engage such advisors and consultants as it deems necessary or useful to assist its determination of these issues.  The members of the Conflicts Waiver Committee shall be sensitive to any pertinent privacy and confidentiality interests of covered persons as well as substantial interests of the University.  The interested covered person shall be advised of the Conflicts Waiver Committee’s determination.

In connection with the review of any transaction by the Conflicts Waiver Committee pursuant to this policy, the appropriate officer of the University shall prepare a memorandum describing the terms of the transaction and the basis on which such officer has concluded that the transaction is in the best interests of and fair to the University and addressing the following factors:

· Whether the terms of the transaction are at least as favorable to the University as comparable arms’-length transactions entered by the University or other parties.

· Whether the standards imposed in selecting the counterparty (such as creditworthiness, experience and background) are as least as rigorous as those applied to other counterparties of the University for similar engagements.

Each such memorandum shall be filed with the minutes of the Conflicts Waiver Committee and, if the transaction in question is approved by the Conflicts Waiver Committee, provided to each other board or committee which considers such transaction prior to or at the time of their consideration of the transaction.   

At each regular meeting of the Board of Trustees, the Chair (or, in his absence, any other member of the Conflicts Waiver Committee) shall report to the Board of Trustees any transactions considered by the Conflicts Waiver Committee since the prior regular meeting of the Board of Trustees and the actions taken with respect thereto.  For the avoidance of doubt, this policy is not intended to remove from the jurisdiction of the Board of Trustees or any other covered board or committee any matter that would otherwise be subject to its review or approval.  Any transaction that requires the approval of the Conflicts Waiver Committee pursuant to this policy shall still be subject to review and approval by the Board of Trustees and other covered boards and committees to the same extent it otherwise would have been subject to such review and approval.  For any transaction which is approved by the Conflicts Waiver Committee and is also subject to review or approval by the Board of Trustees or any other covered board of committee, the conflict of interest considered by the Conflicts Waiver Committee and the Conflicts Waiver Committee’s determination with respect to such transaction shall be disclosed to the Board of Trustees or such covered board or committee at the time of its consideration of the matter.  In any event, no covered person shall participate in the discussion of, or vote with respect to, any transaction or arrangement which constitutes a conflict of interest with respect to such covered person except that, upon its own initiative or upon the request of the covered person, the covered board or committee shall permit the covered person to make a presentation regarding the matter.

In the event application of this policy would otherwise assign to a covered person who has a financial interest in a transaction under review any responsibility for review of that transaction, the Chair of the Board of Trustees shall appoint an alternative covered person to serve in that person’s stead.

Record of Proceedings.  Whenever a covered board or committee holds a meeting at which a covered person’s financial interest in a matter is disclosed, a determination regarding the existence of a conflict of interest is made, or a transaction or arrangement with respect to which a covered person has a conflict of interest is considered, the board’s or committee’s consideration of these issues (and any prior determination made by the Conflicts Waiver Committee or any referral of the matter to the Conflicts Waiver Committee) shall be reflected in the minutes of the meeting.

Gifts.  Covered persons shall not encourage or accept gifts, favors or gratuities from any person or entity that to the covered person’s knowledge has or seeks to have a business relationship with the University; provided that nothing in this policy forbids a gift, favor or gratuity that manifestly was not intended to influence a University decision, but rather derived from bona fide personal friendship and is of negligible value.

Appropriation of University Opportunities.  If a covered person becomes aware of a business, investment or other potentially valuable opportunity that is reasonably foreseeable as being of interest to the University or rightfully belongs to the University, and not to the covered person individually or another entity with which the covered person is affiliated, the covered person shall bring the opportunity to the attention of the Board of Trustees.

Confidentiality.  Covered persons may not use confidential information acquired as a result of service to the University for any purpose unrelated to University business, or provide such information to any third party, without the consent of the Board of Trustees.  Wrongful use of University information includes, but is not limited to, use or disclosure of information to engage, invest or otherwise participate in any business, project, venture or transaction other than through the University.

Actions Not Void or Voidable.  No transaction or action undertaken by the University shall be void or voidable, or may be challenged as such by an outside party, by reason of having been undertaken in violation of this policy or the principles set forth herein.
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THE ALBERT EINSTEIN COLLEGE OF MEDICINE OF YESHIVA UNIVERSITY

HUMAN RESOURCES POLICY

CONFLICT OF INTEREST

	Date Issued:  9/8/09  

	Original Issue date: 4/18/94




I.
INTRODUCTIONPRIVATE 


A.
Application


This policy applies to all non-faculty employees at Einstein who are on the payroll of Yeshiva University except for trainees who are covered by the Conflict of Interest policy for Faculty.


B.
Purpose


The purpose of this policy is to set standards for the highest ethical conduct with respect to the actions and business relationships of all employees and to ensure that the Institution meets its obligations in connection with the use of grants and other public funds.

II.
CONFLICT OF INTEREST


1.
Conflict of Interest:  Employees are prohibited "...from using their position for purposes that are, or give the appearance of being motivated by a desire for private financial gain for themselves or others such as those with whom they have family, business, or other ties."




Each employee is responsible for recognizing the possibility of a conflict of interest and for disclosing it pursuant to the procedures described below.  Where one is uncertain as to whether a conflict may exist, one is expected to disclose the situation.  Furthermore, employees are obliged to identify and disclose new potential conflicts when they arise.




It is not possible to describe every instance in which a conflict of interest might arise.  However, when an employee (or family member) has a direct or indirect financial or other interest in a business transaction involving Einstein, coupled with some degree of influence or control over the outcome, the employee is vulnerable to the charge that his1 influence within the College might be used to advance this private interest or benefit.

____________________________



1  All references to one gender apply equally to both genders.
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2.
Gratuities/Bribes:  Employees are prohibited from soliciting or receiving any gifts or gratuities of any nature that would, or reasonably could, be expected to influence their responsibilities to the Institution.  Thus, all gifts or gratuities of more than de minimus value from companies or individuals doing business or seeking to do business with the Institution are prohibited.  Obviously, any attempt to offer a bribe should immediately be reported to the employee's Supervisor and to the Chief Human Resources Officer.

3.
Nepotism:  An employee may not hire or influence the hiring or promotion of any member of his or her immediate family or household into a position in which the employee would then have supervisory or judgmental responsibility over that individual.  If any such situation is contemplated, the employee must first disclose same in advance and obtain authorization from the Chief Human Resources Officer, if there are compelling reasons for an exception to be made to this policy.

4.
Use of College Name:  An employee may not use the name of the college or any of its departments, programs or units, nor use stationery bearing the name of the College except in connection with his responsibilities to the College.

5.
Use of College Facilities and Equipment:  College materials, supplies, networks, email, cell phones, facilities, or personnel must not be diverted by an employee to promote an outside activity or interest, and can only be used in connection with his responsibilities to the College.

6.
Use of Information:  Information that is not in the public domain that an employee has acquired by reason of his position at the College may not be used for private financial gain for himself or others with whom he has family, business or other ties.

7.
Political Participation:  An employee engaging in political activities may not utilize institutional resources for this purpose and, if referring to his institutional affiliation, must expressly note it is for identification purposes only.

III.
CONFLICT OF COMMITMENT

An employee's outside activities and interests must not interfere with his obligations to the College, or his ability to fulfill the demands of his position.


All those subject to this policy are obligated to disclose in writing to their supervisors and to the Chief Human Resources Officer any already existing or anticipated outside employment where there is a real or perceived conflict of commitment.

IV.
DISCLOSURE OF POTENTIAL VIOLATIONS

All non-faculty employees who are involved in activities, interests or relationships that might constitute a violation of this Policy are required to complete the attached Disclosure Form and to submit it to the Chief Human Resources Officer within 20 calendar days of the effective date of this Policy or in the case of employees hired thereafter within 20 days of their employment.  If any situation involving a potential violation of this policy should develop subsequently, the Disclosure Form must be submitted to the Chief Human Resources officer within 20 calendar days of the time such situation becomes known or should have reasonably been knowable to the employee.
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The Chief Human Resources Officer, after obtaining any additional information he considers relevant, will review the potential violation and advise the employee involved as to whether there is a violation of this Policy.  If so, the Chief Human Resources Officer will set forth any required monitoring, or direct that the employee modify or terminate the activities that violate this policy.

V.
NOTIFICATION OF VIOLATIONS

All members of the Einstein community have an obligation to promptly report violations of these policies to the Chief Human Resources Officer.


OPERATING DEFINITIONS

a "Business" is any entity or sole proprietorship organized for profit or non-profit purposes, but excluding any activity controlled by Einstein and/or its affiliates if such affiliates activities are related to the Einstein duties, services include consultantship and other business relationship


an "Executive Position" refers to any position which includes responsibilities for a material segment of the operation or management of a business 

an "Administrator" is any person who is a supervisor, administrator or manager or other administrator the "Family" of an employee includes spouse, children, siblings, parents and those in a similar relationship by marriage or member of the employee’s household.


"Financial Interest" is an interest in a business consisting of:  (1) any stock, stock option or similar ownership interest in such business (but excluding any interest arising solely by reason of investment in such business by a mutual, pension or other institutional investment fund over which the individual does not exercise control), or (2) receipt of, or the right or expectation to receive any income from such business, whether in the form of a fee (e.g. consulting), salary allowance, forbearance, forgiveness, interest in real or personal property, dividend, royalty derived from the licensing of technology, rent, capital gain, real or personal property, or any other form of compensation, gifts, or any combination thereof.


DISCLOSURE FORM
Pursuant to the Policy Regarding Conflict of Interest or Commitment For Non-Faculty Employees of 
Albert Einstein College of Medicine of Yeshiva University


I hereby disclose the following activities, interests or relationships in which I am, or may become, involved to determine if they violate the College's Policy Regarding Conflict of Interest or Commitment.  (Adequate detail must be provided; if necessary, additional sheets should be attached.) 

______________________________          _______________________

Name (Print)                                                Date

Address:_____________________            _______________________

                                     
                     Social Security Number

_____________________________            

_____________________________            _______________________

Signature
                                             Extension


This form is to be returned to Ms. Yvonne M. Ramirez, Chief Human Resources Officer, Belfer Educational Center, Room 1209, Albert Einstein College of Medicine, 1300 Morris Park Avenue, Bronx, New York 10461.
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Policy on Disclosing Financial Conflicts of Interest to the
Committee on Clinical Investigations and the Institutional Review Board 

I. ETHICAL CONTEXT AND PRINCIPLES
1. The basic ethical principles that underlie research are respect for persons, beneficence and justice. The first two principles require an open and honest sharing of information so that potential human subjects may make informed choices about participating or refusing participation in research. 

2. Patients are already concerned about conflicts of interest related to managed medical care and may become increasingly concerned over conflicts of interest in the conduct of research. 

3. There have always been conflicts of interest imbedded in research, as academic advancement and professional reputations were dependent upon the publishing of results in the research arena. When there is a possibility for financial gain, an additional potential source of conflict becomes evident.

4. The doctrine of informed consent, which requires a patient to consider the risks, benefits, and alternatives to the suggested research intervention, requires that patients be given all the information that would be reasonably relevant to their choice.

5. Research subjects are asked to trust that the researcher has considered the patient's interests in suggesting entrance into a protocol, that the risks to the patient have been minimized, and that the patient’s course of treatment will be monitored carefully. These goals may be compromised if the self-interest of the researcher interferes with professional judgments.

6. Research is ethically justified by the continuing need to search for knowledge, to enhance scientific understanding, and to improve patient care.

7. Disclosure of significant potential conflicts of interest is essential to the integrity and ethical propriety of the informed consent process and to maintaining public trust in and support for the research endeavor.

8. The IRB and CCI should be composed of impartial members who are not under undue influence by institutional pressures to approve research in which the individual or institution has a financial interest.

II. DEFINITIONS
Financial interests may include anything of monetary value related to this research or its sponsor, including cash, consulting fees or honoraria, stocks or other ownership interests, patents, copyrights or other intellectual property rights, and royalties from intellectual property rights, if all of the payments or ownership interest in one year to the Investigator (including payments to his or her spouse and dependent children) are expected to be more than $10,000 and/or constitute more than a five  percent (5%) ownership interest in a single organization. The term does not include: 

a. salary or other remuneration received from the medical center / medical school;

b. holdings in mutual funds;

c. de minimis gifts whose aggregate value does not exceed $250 per annum; or reasonable business expenses, including travel and meals provided in the regular course of business.

III. DISCLOSURE TO THE IRB AND CCI
1. As part of the protocol submission, investigators must inform the IRB and/or CCI whether or not they or other Key Personnel have an interest in the research or its sponsor that meets or exceeds the definition of a financial interest, as set forth in this policy and must describe the nature of that interest. As with other parts of the IRB/CCI packet, IRB/CCI review should be contingent on completion of the information about conflicts of interest.

2. Department Chairs should inform the IRB/CCI if the Department has a financial interest of which they are aware (as defined above) in the outcome of the research.

3. Investigators must also disclose recruitment bonuses paid per participant or for reaching an accrual goal within a specific time frame, as well as being offered a finder's fee for referral of potential participants.

4. Payments to physicians for referring patients into research protocols in which the physician does not participate as an investigator are prohibited.

5. Investigators must also disclose financial interests as required by the funding or reviewing agency or other governmental agencies. This includes compliance with PHS and FDA requirements. In addition, investigators are responsible for complying with Montefiore Medical Center's general Conflicts of Interest policy (Administrative Policy and Procedure No. JH20. 1), and/or with AECOM’s Policy on Conflict of Interest, and/or with NYC Health and Hospitals Corporation policies, informing the IRB and/or CCI, as applicable, does not relieve the individual of this responsibility.

6. Financial interests of the institution, known to the Principal Investigator or Key Personnel, must also be disclosed to the IRB and/or CCI.

7. During the course of the study, new information that falls within the reporting requirements of this policy must be disclosed to the CCI and/or IRB in a timely manner.

IV. ROLE OF THE IRB AND THE CCI
1. An IRB or CCI member with a financial conflict of interest in a specific study or its sponsor, as determined by the IRB and/or CCI, should not participate in review and approval of that study, except to provide information as requested by the IRB and /or CCI.

2. The IRB and/or CCI should be cognizant of the source of funding and funding arrangement for each protocol. Specifically, the IRB and/or CCI might wish to consider the answers to the following questions in its deliberations: 

a. Who is the sponsor?

b. Who designed the clinical trial?

c. Who will analyze the safety and efficacy data?

d. Is there a Data Safety Monitoring Board (DSMB)?

e. What are the financial relationships between the Clinical Investigator and the commercial sponsor?

f. Is there any compensation that is affected by the study outcome?

g. Does the Investigator (or spouse, dependent children) have any proprietary interests in the product, including patents, trademarks, copyrights, and licensing agreements?

h. Does the Investigator (or spouse, dependent children) have equity interest in the company-- publicly held company or non-publicly held company?

i. Does the Investigator receive significant payments of other sorts? (e.g. grants, compensation in the form of equipment, retainers for ongoing consultation, or honoraria)

j. What are the specific arrangements for payment?

k. Who receives the payment? The Institution? The Investigator?

l. Is payment amount based on the number of subjects enrolled? What is the payment per participant? Are there other arrangements? 

3. When a potential conflict of interest is identified, the IRB and/or CCI should review the institution's or investigator's financial relationship to the Sponsor of a specific trial and determine whether the trial should be permitted to be carried out at MMC and/or AECOM and/or the North Bronx Healthcare Network. If so, the IRB/CCI should consider how this should best be managed, including what modifications might need to be made to the protocol or to the consent form. One factor to be considered is whether a financial interest is so high that simply disclosing it is not sufficient. If this is the case, the IRB and/or CCI should consider, in consultation with the institution-wide COI committee structure and legal counsel, whether additional steps should be taken to manage, reduce, or eliminate the conflict.

4. The IRB and/or CCI should carefully consider the specific mechanisms proposed to minimize the potential adverse consequences of the conflict in an effort to optimally protect the interests of the research subjects. In general, if there are any significant financial conflict of interest issues on the part of the Investigator, as determined by the IRB and/or CCI, he or she should not be directly engaged in aspects of the trial that could be influenced inappropriately by that conflict. These could include: the design of the trial, monitoring the trial, obtaining the informed consent, adverse event reporting, and analyzing the data. In all cases, good judgment, openness of process, and reliance upon objective, third party oversight can effectively minimize the potential for harm to subjects and safeguard the integrity of the research.

V. DISCLOSURE TO POTENTIAL SUBJECTS
1. As part of the informed consent process, potential subjects should be informed about financial conflicts of interest in language that conveys the nature of the conflict and facilitates comprehension, as determined by the IRB and/or CCI. In general, financial interests that could affect, or be perceived as affecting, the conduct of human research should be disclosed to potential subjects. Subjects do not necessarily need information about the size of the institution's or investigators' holding to make an informed decision about participating in research.

2. The language used to describe conflicts of interest to research participants should be designed to inform subjects without creating a barrier to research.

3. Disclosure should be provided under a newly created section of the informed consent form, entitled "Conflicts of Interest," which should be drafted by the investigator and approved by the IRB and/or CCI. This section may contain the following statement, or the IRB and/or CCI may require more specific language:
This research, as with most drug studies, is funded by the company that 
manufactures this new drug.

4. Financial conflicts of interest should be disclosed to subjects, as determined by the IRB and/or CCI, in the circumstances listed below. (The threshold in determining whether a financial interest exists of sufficient magnitude to warrant disclosure will be determined by the IRB and/or CCI on an individual basis for each protocol.)

5. The IRB/CCI may require that the following be disclosed to subjects : 

a. The study is sponsored by the manufacturer of the drug or device under investigation;

b. The medical school/medical center holds a financial interest in the company and could benefit from the study findings or in the drug or device under investigation. The Department Chairperson or study investigators have knowledge of such an interest;

c. The PI or other investigators or their family members (spouse or dependent children) have a significant financial interest in the company and could benefit from the study findings;

d. The PI’s or their spouses or minor children have a significant financial interest in the particular drug or device under investigation; and

e. The Principal Investigator's Department has a significant financial interest in the outcome of the research or in the company and could benefit from the study findings. 

VI. CONFLICT OF INTEREST DISCLOSURE FORM
You are required to disclose any financial interest that you or your spouse or your dependent children have related to this research or its sponsor. ‘Financial Interest’ includes anything related to this research of monetary value, including cash, recruitment bonuses, consulting fees or honoraria, stocks or other ownership interests, and patents copyrights or other intellectual property rights, and royalties from intellectual property rights (including future royalties), if the total payment or ownership interest in one year to the Investigator (including payments to his or her spouse and dependent children) is expected to be more than $10,000 and/or constitutes more than five percent (5%) ownership interest in a single organization. The term ‘Financial Interest’ does not include: 

a. Salary or other remuneration received from the University or Medical Center

b. Holdings in mutual funds;

c. De minimis gifts whose aggregate value does not exceed $250 per annum; or reasonable business expenses, including travel and meals provided in the regular course of business.

Please answer all questions below: 

1. With relationship to this research or its sponsor, do you or your spouse or dependent children have ‘financial interest’ that may yield income exceeding $10,000 over the prior twelve months or anticipated during the forthcoming twelve months? (  ) Yes*    (  ) No*If YES, describe amount and identity of person with interest: 
______________________________________________________________
______________________________________________________________

2. With relationship to this research or its sponsor, do you or your spouse or dependent children have an equity interest with a value greater than, or equal to, $10,000 (current market value) or 5% or greater ownership interest? (  ) Yes*    (  ) No*If YES, describe amount and identity of person with interest: 
_____________________________________________________________
_____________________________________________________________

3. Do you or your spouse or dependent children have an intellectual property interest on an actual or planned patent, patent application, or a copyright of software for the product under study that is assigned or will be assigned to a party other than the University or the Medical Center? (  ) Yes*    (  ) No*If YES, describe amount and identity of person with interest: 
_____________________________________________________________
_____________________________________________________________

4. Are you aware of any financial interests of either AECOM, MMC, or the NYCHHC that exceed $10,000 (current market value) in income, $10,000 or 5% or greater equity interest, or intellectual property/patent income that exceeds these limits? (  ) Yes*    (  ) No*If YES, describe amount and identity of institution with interest: 
_____________________________________________________________
_____________________________________________________________

An answer of ‘YES’ to any of the above questions requires review of the potential conflict of interest by institutional procedures. You may be asked by either the MMC or the CCI Administrative Office to provide additional information to facilitate further review by the Committees.I will notify the Institutional Review Board promptly if a change occurs in any of the above during the course of the research study.

CCI/IRB Joint Policy - approved February 2002
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Conflict of Interest: Faculty Disclosure
It is the policy of the Albert Einstein College of Medicine to ensure objectivity, balance, transparency, and scientific rigor in all medical student educational activities. All teaching faculty are expected to disclose any financial interests or other relationships relevant to the material they are presenting that may create (or create the appearance of0 a conflict of interest, and to help resolve such conflicts. Presenters must also make a meaningful disclosure of any discussion of unlabeled or unapproved uses of drugs or devices.

Procedures for Teaching Faculty Disclosure and Participation
By signing this form the faculty member acknowledges and accepts the following rules as required by the Albert Einstein College of Medicine. The intent of this disclosure is not to prevent a speaker with financial interests or other relationships from making a presentation, but rather to provide students with information relevant to their own judgment about information being presented.

1. Disclosure: Faculty participating in a basic science course must complete and submit a disclosure statement prior to their participation; this statement must be complete and truthful to the best of the faculty member’s knowledge. 

2. Fair balance: Faculty are required to prepare fair and balanced presentations; these should be objective, evidence-based, and scientifically rigorous.

3. Transparency: Faculty are required to disclose any financial or other relationship they or a related party (spouse, domestic partner or child) may have that pertains to any product or class of products they will discuss in their educational presentation. 
4. Unlabeled, unapproved and experimental uses: Faculty should make clear in their presentations when they are discussing unlabeled, unapproved or experimental uses of drug products and/or devices. 

5. Generic vs. trade names: Faculty preferentially should use scientific or generic names in referring to products in their presentations. If a trade name is used the discussion must include both the benefits and the limitations or risks of that product and appropriate reference to other products of the same class or type. There should be no preference of one product over another without a scientific, evidence-based reason for the recommendation.

6. Content validation: Faculty should deliver content that is evidence-based and conforms to the generally accepted formats of scientific information presentation. Recommendations for evaluation or treatment should include discussion of the risks as well as the benefits of the recommendation.

7. Commercial support influence: Faculty must disclose commercial support received and used in the preparation of an educational presentation to be given at the Albert Einstein College of Medicine. Any content materials provided by a commercial entity should be so identified and must be approved by the course leader. 

8. Publication of disclosures:  (work in progress)

Faculty disclosures will be collated and included in course information materials (syllabus or web-site) with a summary statement as follows:

“None of the faculty participating in this course has any significant financial or other relationships to disclose.”

Or

“The following faculty have disclosed significant financial or other relationships pertinent to the material they will present in this course.”

Dr. X….

Dr. Y…  
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Conflict of Interest: Faculty Disclosure
It is the policy of the Albert Einstein College of Medicine to ensure objectivity, balance, transparency, and scientific rigor in all medical student educational activities. All teaching faculty are expected to disclose any financial interests or other relationships relevant to the material they are presenting that may create (or create the appearance of0 a conflict of interest, and to help resolve such conflicts. Presenters must also make a meaningful disclosure of any discussion of unlabeled or unapproved uses of drugs or devices

Faculty Disclosure Form
Name:______________________________


Course Title:__________________________

Role:_________________________________       

(lecturer, preceptor, etc.)

Disclosure statement:
· I or a related party have no relevant financial or other relationship to disclose.  ___

· I or a related party have the following relevant financial or other relationships to disclose (check all that apply):

	Performance of work for any commercial entity that has a product or class of products that will be discussed in my presentation*
	Consultant/Advisor
	Employee
	Contractor
	Officer/

Director
	Fiduciary role
	Research Support

	1.
	
	
	
	
	
	

	2.
	
	
	
	
	
	

	3.
	
	
	
	
	
	

	Compensated service for any commercial entity relevant to my presentation*
	Consulting fees
	Honoraria
	Salary or Directors fees
	Gifts/

Gratuities
	Advisory Board Fees
	Royalties

	1.
	
	
	
	
	
	

	2.
	
	
	
	
	
	

	3.
	
	
	
	
	
	

	Ownership interest, stock, or stock options in any entity relevant to my presentation.*
	Ownership interest
	Stocks
	Stock Options
	Other forms of Ownership
	Publicly traded (P) or not (NP)
	

	1.
	
	
	
	
	
	

	2.
	
	
	
	
	
	

	3.
	
	
	
	
	
	


*List only proprietary entities (commercial interests), not-for-profit organizations and governmental agencies pertinent to the material to be presented in this course. 
Unlabeled/unapproved/experimental/investigational uses:
I intend to discuss Unlabeled/unapproved/experimental/investigational uses of the following products:

1.

2.

3. 
I agree to the Procedures for Teaching Faculty Disclosure and Participation (see other side) .  ____

Signature:____________________________________   Date:____________________________ 
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MONTEFIORE MEDICAL CENTER 
Medical Vendor Representative (MVR) Access Policy

Policy Statement: 
The purpose of this policy is to ensure that the best interest of the patient is the principal factor in any decisions to use pharmaceuticals, medical equipment and devices or clinical services in patient care. Circumstances in which commerce and care planning coexist are ethically challenging. At times care providers are involved in the development or marketing of a product and will derive benefit from its use. This creates a conflict of interest that is precluded by medical codes of conduct and by standards of medical professionalism. Furthermore, the acceptance of gifts—even very small gifts—may also create conflict of interest, because of relationships and sense of obligation these gifts engender. Choices of marketed products present opportunities to meet the needs of the patients with the most recent and appropriate technology. But the uncritical acceptance of promotional material may lead providers to overlook data about less innovative and less profitable products that may be as good or better for the patient. This policy is designed to assist physicians and other care providers in balancing potential influences with benefits, including knowledge of new treatments and devices, by providing guidance for the conduct of medical vendor representatives. 
Definitions: 
Medical Vendor Representatives (MVRs): Defined as vendors’ representatives from pharmaceutical companies, manufacturers and distributors of medical device and durable medical equipment, nursing home and home health vendors, and other patient care vendors. 
PROCEDURE FOR VENDOR REGISTRATION: 
1. All Medical Vendor Representatives must be approved and pre-registered prior to seeking access to any Montefiore site. Access is sought on a per visit basis or as a standing appointment for a specific period of time, at the discretion of the specific clinical or administrative department and as approved as follows: 

a. Any MVR seeking access should complete the Request for Medical Vendor Representatives Access Form (Attachment I available on the internet at www.Montefiore.org) and submit to the appropriate department indicated below: 

i. Pharmaceutical Vendors: The Pharmacy Department is responsible for screening and approval of all pharmaceutical representatives; 

1. Pharmacy Sales Representatives are not permitted on Montefiore premises, unless to meet with the Director of Pharmacy or Designee. Pharmaceutical Scientific Liaisons, or other similar position whose specific job responsibilities explicitly prohibit the detailing of medications, may be permitted to have access to Montefiore with appropriate approval. 

ii. Medical Device Vendors: The Acquisition Department will screen and approve medical device representatives; 

iii. Durable Medical Equipment, Home Health and Nursing Home Vendors: The Care Management Organization (CMO) will screen for approval of these representatives, except that Montefiore Home Health will screen and approve its own related vendors; 

iv. Other: Other patient care vendors not explicitly covered above are obligated to comply with the policy and procedures for vendor registration. 

b. The above departments are responsible for ensuring that the Medical Vendor Representatives receive a copy of the application package, including but not limited to this policy and procedure, and that they sign an attestation that they have read and will abide by the conditions outlined. MVRs are responsible for signing and submitting this attestation to the appropriate department annually. 

c. Copies of the approved applications are provided to the MVR and to security via fax for processing. Electronic notification of the approval to the Security Department Supervisors is requested. 

d. If the application is not approved, the authorized department indicates on the form and faxes to Security. 

e. If approved, MVRs must present to Security at 3324 Rochambeau with a copy of the signed access form to receive their vendor identification badge. 

f. In no circumstance is the expiration date of the badge to exceed one year from date of issuance. 

VENDOR ACCESS AND AUTHORIZATION: 
1. MVRs must enter through one of the following entrances: 

• East 210th Street at the Moses Campus 

• The MAP building at the Moses Campus 

• Eastchester Road at the Weiler Campus 

• East 233rd Street at the Montefiore North Campus 

• Fordham offices-- home health MVRs only 

• No access is allowed through the CHAM, Gunhill Road or other Montefiore entrances. 

2. MVRs are not authorized to be present on any Montefiore Medical Group (MMG) site, unless written permission is received in advance from the MMG Director of Clinical Services. 

3. MVRs are not permitted in any patient care area, including waiting rooms, inpatient units or faculty practice sites, unless to provide in-service training on devices or other equipment and then, only by appointment and with the appropriate approval. 

4. MVRs may not loiter in common hospital areas, such as lobbies, cafeterias, Medical Library, etc, for the purpose of initiating unsolicited contact with health care professionals and detailing products. Under no circumstances may MVRs initiate contact with housestaff or medical students on Montefiore premises. 

5. Access to patient information: 

a. MVRs will not be permitted access to any patient information, clinical data or billing information. Montefiore associates and medical staff shall not provide such information to MVRs. In the event that provision of such information is required for patient care reasons, patient consent to release information to the MVRs shall be sought in all instances. 

b. Proprietary information related to prescribing practices, product consumption or prices may not be provided to MVRs except by individuals authorized by Montefiore to negotiate contracts. 

VENDOR OBLIGATIONS AND AUTHORIZED ACTIVITIES: 
1. Medical Vendor Representatives will abide by the policies and procedures of Montefiore Medical Center, including the determinations of the Pharmacy and Therapeutics Committee and the Medical Device Committee, the Medical Staff By-laws and Rules and Regulations. MVRs are not permitted to promote medications, supplies or equipment contrary to Montefiore policies or guidelines as approved by medical center committees. 

2. MVRs are required to wear their ID at all times when on Montefiore premises. They must also wear a Photo ID issued by their employer. MVRs are required to return their Montefiore ID badge to Security in the event they leave their job or they no longer require access to Montefiore premises for any reason. 

3. Authorized MVRs are only permitted to discuss drugs available through the Montefiore Hospital Formulary. Distribution of literature or promotional materials for non-formulary products to the house staff or the Medical Center community at large is prohibited. Authorized MVRs may, however, discuss non-formulary products with healthcare professionals during office appointments arranged in advance, provided, however, that all promotional literature and materials being detailed are first provided to and approved by the Department of Pharmacy prior to any discussions. 

4. New drugs for consideration by the Pharmacy & Therapeutics (P&T) Committee shall be discussed with the Director of Pharmacy Services or designee. The Director of Pharmacy may then schedule a discussion of the new drug for addition to the Formulary on the agenda of the P&T Committee meeting after completion of the application process. No statement may be made to any health care professional as to the availability of a product/medication at Montefiore until such time as it has been approved by the P&T committee. 

5. Sample medications and/or devices are not permitted at all and may not be distributed or left in any area within Montefiore Medical Center. In rare circumstances, a sample may be permitted if approved by the Director of Pharmacy or other authorized party. 

6. MVRs are not permitted to solicit business via displays or organize gatherings of the professional staff for the purpose of presenting their products; nor may a representative post any brochures, notices, or promotional material in any part of Montefiore. Appropriately scheduled in-services or educational programs, such as for approved devices, must be coordinated and approved by the departmental supervisor. 

7. No food shall be provided by a MVR at any educational program offered at Montefiore. 

8. No gifts or inducements of any kind, even of nominal value, may be distributed by Medical Vendors Representatives on Montefiore premises. Examples of banned items include pens, stick pads, 

mousepads, conversion charts or food or meals of any kind, even in connection with an educational program. 

9. Patient education materials produced by vendors may be used provided they have been reviewed and approved by the Patient Education Department. 

10. Off-sites activities arranged specifically for clinical or administrative departments that are sponsored or otherwise supported by MVRs, such as educational lunches or dinners for Montefiore medical staff, housestaff or associates, also are not permitted. 

11. No expenses for travel or attendance at lectures of conferences of any type may be provided by MVRs. 

12. Medical Vendor Representatives seeking to contribute to continuing education may do so by coordinating through the Office of Continuing Medical Education. Those seeking to provide grant money for trials should coordinate through the Office of Sponsored Research. 

VIOLATIONS: 

MMC associates and medical staff that observe vendor representatives violating this policy and procedure should notify the Office of Compliance. Violations of this policy by MVRs will result in disciplinary action, up to and including suspension or termination of access privileges at Montefiore. In the event violations occur, appropriate notice will be sent to the MVR’s employer. Montefiore associates and medical staff violating the terms of this policy also may be subject to disciplinary action, including warning, suspension or discharge. 
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MONTEFIORE MEDICAL CENTER 
Medical Vendor Representative (MVR) Access Application 
MVRs must apply for and receive prior authorization to be permitted on designated Montefiore premises. As per the MVR Policy and Procedure, any MVR seeking access must complete this application and submit by fax to numbers indicated below or via mail. If faxed, please bring original application to Security for your ID badge. 

Please check one: 􀀀 Pharmaceutical #718-798-0722 􀀀 Medical Device #914-378-6378 
􀀀 Durable Medical Equipment #718-920-4145 􀀀 Nursing Home Representative #718-920-4145 
􀀀 Home Health Representative #718-920-4145 􀀀 Montefiore Home Health Vendors #718-561-7540 
􀀀 Other ________________________________________________________________________ 

Name: ___________________________________________________________________________ 

Position/Job Title: ___________________________________Credentials: ___________________ (i.e., MBA, MD, etc. 

Company: _________________________________________________________________________ 

Address: __________________________________________________________________________ 

Bus. Phone: _______________ Cell phone/pager:_____________ Email:______________________ 

Rationale for access: ___________________________________________________________________________ 

Department(s) contacted: ________________________________________________________________________ 

Department Contact person(s) Telephone 

Do you need access to patient care areas? 􀀀 Yes 􀀀 No 

If yes, indicate areas and rationale: ___________________________________________________ 

CERTIFICATION: To be completed by the MVR and MVR’s supervisor: 

I attest that I have obtained and read the Montefiore MVR Policy and Procedure and agree to abide by it when visiting Montefiore. I understand that: 1) I will wear my ID badge at all times on Montefiore premises; 2) I am not allowed in patient care areas (unless by permission) and will not loiter in common Medical Center areas; 3) I am not permitted to promote medications, supplies or equipment contrary to the Montefiore policies or guidelines; 4) I will protect the confidentiality and security of any protected health information in accordance with applicable laws and hospital policy; and 5) If I am seeking access to patient care areas, I am up-to-date with MMR vaccination and PPD testing. I understand that violations of this policy will result in disciplinary action, up to and including suspension or termination of access privileges. 

MVR Signature: ____________________________________________Date:______________________ 
Supervisor Name: __________________________ Supervisor Signature: ______________________ 
AUTHORIZATION: To be completed by authorized Montefiore management and faxed to Security: 

􀀀 The above MVR has been approved and should receive a designated ID badge with an expiration date of ___________ in order to have access to MMC premises as set forth in the Administrative Policy and Procedure that they have read and agreed to abide by. I have contacted the MVR of the approval, expiration date and directions on how to obtain the ID badge. 

􀀀 The above MVR application is not approved and I have faxed to security at 718-798-3375. 

Name: __________________________________________________Date: __________________ 

Signature: _______________________________________________________________________ 
Attachment #7

[image: image4.emf]
� As used in this document, “students” shall refer to: undergraduate medical students and graduate students in the basic and clinical sciences enrolled in Einstein; students enrolled in other educational institutions while on academic assignment at Einstein whether required or elective; residents and fellows enrolled in graduate medical education programs under the sponsorship of Einstein or its clinical affiliates.


� Faculty disclosures will be available as part of the course description. See attachment #5


� 	Although this policy applies to members of all Fiduciary Boards whether or not they are considering the matter in question, one of the factors that the Conflicts Waiver Committee may take into account in determining whether to approve an Interested Transaction is whether the transaction is subject to approval by, or within the authority of, the Fiduciary Board of which the interested covered person is a member.
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PROCUREMENT SERVICES POLICIES

HTTP.//WWW.YU.EDU/PROCUREMENT/INDEX.ASPX?ID=6530

CONFLICTS OF INTEREST

University employees involved in committing any University managed funds shall not have a
business interest or a family relationship with a supplier of goods of services to the University so
as not to impair the integrity and objectivity of the purchase. An apparent conflict of interest, or
at a minimum, the appearance of one, may exist if any employee has a direct or material indirect
financial interest in a vendor company or when there is a family or other personal relationship.

All instances where conflicts of interest appear or are suspected must be brought to the
immediate attention of the Chief Procurement Officer of Procurement Services.

GIFTS AND GRATUITIES

As stated in this policy under Standards and Ethics, University employees are to "Decline ALL
personal gifts and gratuities". If offered from a vendor, you should reject it courteously and
explain to the vendor the policy of this University.

The University's Policy on personal business is as follows:

"In order to avoid improprieties, or the appearance of improprieties, employees of Yeshiva
University are prohibited from purchasing personal items from vendors who transact business
with the University unless said vendor has a retail operation normally open to the public. Even
in that case, employees may not use their employment with Yeshiva University to influence the
vendor in any way. (Caution must be exercised as to the appropriate invoicing for personal
purchases which, to avoid the possibility of error, should be billed and shipped to the employee's
home address.) Salespersons normally servicing University accounts are not to be involved in
any personal transactions."
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| GENERAL CRITERIA

OUTSIDE PROFESSIONAL INCOME

For a full-time member of the faculty who is an employee of Yeshiva Univer-
sity, the System of Appointments, Titles, and Compensation Arrangements
requires that:
“The Faculty Member having Full-Time Status is required to devote his profes-
sional time to his engagements on behalf of the College of Medicine and is
required to turn over professional fees to the College of Medicine, in accor-
dance with the rules and regulations prescribed by the College of Medicine
from time to time”

The rules and regulations of the College of Medicine pertaining to outside
income earned from professional activities are set forth herein. For purposes
of this document, outside activity and outside income refer to activities car-
ried out or income generated in a field directly related to the faculty mem-
ber’s academic expertise.

For full-time faculty on the payroll of Yeshiva University, professional income
or fees, other than salary, practice distribution, and other compensation

paid directly by Yeshiva University, may be retained only if the activity meets
all the criteria of Section I, meets the specific requirements for the particular
type of outside income set forth in Section Il, and has not been prohibited
by the Dean or Department Chairperson, as set forth in Section Ill.

[A] Outside activities may be undertaken only when the nature, scope, and
frequency of the activities do not interfere with the individual’s obligation to
and assignments from his department or the College.

81 The activity must not be in competition with clinical activities, practice
plans, or current or potential grant applications in which the College has an
interest; nor may it serve the competitive interests of any persons or institu-
tion at the expense of the College.

[c] The activity must not utilize College resources or facilities or cause any
expense to the College.

[0] The activity must be consistent with all applicable agreements between
the College and its affiliated institutions and with applicable requirements of
governmental and non- governmental grants and contracts.

[E]  The activity involved and the income received must not involve any con-
flict of interest as set forth in AECOM policies from time-to-time.
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Il FURTHER
REQUIREMENTS

[A] PRIZESAND ROYALTIES Prizes received for professional accomplishments
and royalties received for scientific or medical publications may be retained

RELATING To sPecIFic Without the need for prior authorization.

TYPES OF OUTSIDE
INCOME

111 PROHIBITION OF
OUTSIDE ACTIVITIES
BY DEPARTMENT
CHAIRPERSON OR
DEAN

IV OBLIGATION OF
FACULTY MEMBER TO
DETERMINE APPLICA-
TION OF POLICY TO
OUTSIDE INCOME

[B] HONORARIAAND FEes:  The following income may be retained contingent
upon the requirement that the department chairperson be informed of the
nature and scope of the activities.

Honoraria or fees for service on governmental and other noncommercial
scientific advisory committees. Honoraria or fees received from companies
or institutions not affiliated with the College, for occasional lectures or par-
ticipation in seminars, where the annual total of such payments is minimal;
honoraria or consultation fees in research areas for occasional service pro-
vided to commercial or noncommercial organizations, where the annual
total of such payments is minimal. Fees received for service as an expert wit-
ness, where such activity is occasional.

[C] INCOME FROM OUTSIDE CLINICALACTIVITIES All clinical activities, including
private practice and consultations, are permitted only as part of a faculty
member’s departmental responsibilities. Although moonlighting is discour-
aged, an exception to this policy can be made by the Department Chairper-
son, subject to the approval of the Dean, providing that there is no conflict
with any of the above provisions.

[D INCOME FROM COMMERCIAL ENTITIES Income, whether in the form of
monetary payments or equity, from relationships with commercial entities
for consulting or service on the Scientific Advisory Board or Board of Direc-
tors of a company must be disclosed and approved by the Chairperson and
the Dean. All such activities must be conducted according to the Policy on
Industrial Research Collaboration.

Any outside professional activity, even if not otherwise prohibited by these
rules, may be prohibited if deemed inappropriate in the judgment of the
department chairperson or the Dean.

In the event that these rules do not clearly permit the outside activities being
considered, the faculty member is obliged to make written inquiry to the
department chairperson, who will make a recommendation to the Dean.
The Dean will make every effort to respond to the faculty member within 14
days from receipt of full information from the chairperson.
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V DISCLAIMER OF
RESPONSIBILITY EVEN
FOR PERMITTED
OUTSIDE ACTIVITIES

VI APPLICATION OF
RULES ON OUTSIDE
ACTIVITIES TO FAC-
ULTY ON THE PAYROLL
OF AFFILIATED
INSTITUTIONS

VII PENALTY FOR
VIOLATION OF POLICY

Activities that are outside the scope of the faculty member’s assigned profes-
sional responsibilities are not covered by the College’s malpractice or liabili-
ty coverage and the College accepts no responsibility for such activity. In
addition, the faculty member must take affirmative steps to make clear that
such activity is not being undertaken as part of the faculty member’s respon-
sibilities to the College.

Outside activities by faculty on the payroll of affiliated institutions are subject
to all the criteria in Section | above, to the Disclaimer in Section V above,
and to Section VII below.

Violation of these provisions may subject the faculty member to disciplinary
action. The provisions of Article V of the System of Appointments, Titles,
and Compensation Arrangements for the faculty of the Albert Einstein
College of Medicine may apply to the degree applicable.

Effective April 5, 1995
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