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Policy

Personnel shall not enter into relationships or use their positions 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.

If Personnel wish to initiate or continue such a conflicting relationship and remain associated
with the Foundation, they shall disclose the relationship and seek a suitable leave of absence,
reduction of appointment or make other arrangements with the Foundation to manage,
reduce or eliminate the conflict.

General Principles

The Minneapolis Medical Research Foundation, its employees and all persons working
under its auspices are committed to the highest standards of ethical conduct in all their
activities and to compliance with all applicable local, state and federal laws related to
conflict of interest and objectivity in research. The MMRF promotes objectivity in research
by establishing standards to ensure that there is no reasonable expectation that the design,
conduct, or reporting of research conducted under its auspices will be biased by any
conflicting financial interest of an investigator.

The purpose of this document is to provide guidelines for determining what constitutes a
conflict of interest; the levels at which this conflict must be disclosed, reviewed and
approved; a procedure for disclosure, review and approval; and information relating to
disciplinary actions which may be taken in the event of policy violations. This policy
applies to all persons appointed, employed and/or compensated by the Foundation or who
are engaged in the conduct of research under its auspices, who are responsible for, or in a
position to influence, the design, conduct or reporting of research or other scholarly activity;
and all persons who have direct or indirect influence over purchasing decisions, or contracts,
or otherwise have official involvement in the purchasing or contracting process.

It is recognized that the involvement of individuals in outside professional activities, both
public and private, often serves not only the participants but also MMRF as a whole and that
no one benefits from undue interference with the legitimate, external activities of individuals
who fulfill their primary full-time duties.
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It has been, and continues to be, assumed that all individuals will be alert to the possible
effects of outside activities on the objectivity of their decisions, their obligations to the
MMRF and MMRF's responsibility to others.

Definitions
1.

PERSONNEL shall mean all persons appointed, employed and/or compensated by the
Foundation and all persons engaged in the conduct of research under the auspices of the
MMRF who are in a position to influence the design, conduct or reporting of research
or other scholarly activity, and all persons who have direct or indirect influence over
purchasing decisions or contracts made on behalf of the Foundation.

IMMEDIATE FAMILY shall mean spouse and/or dependent children.

ASSOCIATED ENTITY shall mean any trust, organization, or enterprise over which the
employee, alone or together with an immediate family member, exercises a controlling interest.

BUSINESS INTEREST shall mean any corporation, partnership, proprietorship, firm,
association, or other legal entity worldwide, excluding government entities in the
United States, organized for profit, nonprofit, or charitable purposes.

INTEREST shall mean any of the following interests in the aggregate held in a
BUSINESS INTEREST, but not in a mutual, pension or other institutional investment
fund whose investment policies are beyond the control of the individual, by
PERSONNEL and/or IMMEDIATE FAMILY. FINANCIAL INTEREST RELATED
TO RESEARCH shall mean FINANCIAL INTEREST in the sponsor, product or
service being tested, or competitor of the sponsor or product or service being tested.

A. For non-research related activities:

An investment comprising equity or options to purchase equity with a total
current value of more than $10,000.00 or representing more than 5% of the
total BUSINESS INTEREST equity as determined through reference to public
prices or other reasonable measures of fair market value.

B. For research related activities:

(1)  Ownership interest, stock options, or other financial interest related to
the research of any value unless it meets all four tests:

@) The value of the interest when aggregated for the
IMMEDIATE FAMILY does not exceed $10,000.

(b) The interest is publicly traded on a stock exchange.

(c) The value of the interest does not exceed 5% interest in any
one single entity when aggregated for the IMMEDIATE
FAMILY.

(d) No arrangement has been entered into where the value of the
ownership interests will be affected by the outcome of the
research.

(2)  Compensation related to the research of any amount unless it meets
two tests:
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€)) The value of the compensation when aggregated for the
IMMEDIATE FAMILY does not exceed $10,000 in the past
year.

(b) No arrangement has been entered into where the amount of
compensation will be affected by the outcome of the research.

(3)  Proprietary interest related to the research of any value including, but
not limited to, a patent, trademark, copyright or licensing agreement.

C. For non-research AND research related activities:

The receipt of, or the right or expectation to receive personal payments
(excluding consulting fees), gifts, and other benefits, including personal loans
and services, from a BUSINESS INTEREST to PERSONNEL within the
previous twelve months with a total current value of more than $10,000.00;
and/or

A consulting arrangement with a BUSINESS INTEREST or other agreement
to provide services to a BUSINESS INTEREST with annual compensation of
more than $10,000.00 (this does not include normal forms of professional
activity such as attendance at professional meetings; the writing of books or
articles; or the giving of lectures or speeches); and/or

Status as a director, scientific director or member of the scientific board of
advisors, officer, partner, trustee, or employee (other than a consultant) of a
BUSINESS INTEREST.

6. SPONSORED RESEARCH shall mean research, training, and instructional projects
involving funds, materials, or other compensation from outside sources under
agreements that contain any of the following: The agreement binds the MMRF to a line
of scholarly or scientific inquiry specified to a substantial level of detail; a line-item
budget is involved; financial reports are required; the award is subject to external audit;
unexpended funds must be returned to the sponsor at the conclusion of the project; or the
agreement provides for the disposition of either tangible or intangible properties that
may result from the activity.

Relationships Requiring Disclosure

PERSONNEL may form relationships with BUSINESS INTERESTS, including acquiring
an INTEREST in a company, provided that such relationships satisfy this policy and any
other applicable policies, and state and federal laws. The Foundation encourages all
PERSONNEL to form relationships with BUSINESS INTERESTS which further its research
and education missions. For example, effective transfer of technology may require that the
PERSONNEL who originally developed the technology have a consulting agreement with or
otherwise assist the BUSINESS INTEREST in acquiring rights in the technology. Under
such circumstances, equity in the BUSINESS INTEREST may be an appropriate means to
compensate the PERSONNEL. The BUSINESS INTEREST may also desire to fund further
Foundation research concerning the technology to be conducted by those PERSONNEL.
These combination relationships and other relationships are permissible, and may indeed be
desirable to meet Foundation objectives, provided that the disclosure requirements in this
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policy are satisfied. Disclosure will allow the opportunity for review to ensure that the
performance of PERSONNEL'S duties is not compromised.

Following are examples of relationships requiring disclosure/review:

1.

SPONSORED RESEARCH and INTERNALLY FUNDED Proposals.
PERSONNEL or their IMMEDIATE FAMILY with an INTEREST in a
BUSINESS INTEREST who propose SPONSORED or INTERNALLY FUNDED
RESEARCH shall disclose the existence of the INTEREST. To the extent allowed
by law, such disclosure shall be considered private until the project is awarded or
internal funds are made available for the work. The disclosure shall be public
information after the project is awarded or internal funds are made available.

RESEARCH Participation. PERSONNEL or their IMMEDIATE FAMILY with an
INTEREST in a BUSINESS INTEREST and who participate in RESEARCH which
may affect the BUSINESS INTEREST shall disclose the existence of the
INTEREST. Such disclosure shall be considered public information.

Technology Transfer. PERSONNEL with an INTEREST in a BUSINESS
INTEREST shall disclose the existence of that INTEREST in the instance that the
FOUNDATION is considering the transfer of rights, by license or otherwise, in
technology developed by PERSONNEL to the BUSINESS INTEREST. To the
extent allowed by law, disclosure shall be considered private.

Contributions. PERSONNEL must provide disclosure when a contribution is given
from a BUSINESS INTEREST in which they have an INTEREST if:

A. the contribution exceeds a value of $10,000 in a given year; and

B. the employee knows or reasonably should know that any portion of the
contribution will be used to benefit the employee’s teaching, research,
outreach, or public service activities.

Other Written Agreements. In addition to restrictions in applicable law,
PERSONNEL with an INTEREST in a BUSINESS INTEREST shall not propose,
negotiate, or approve on behalf of the FOUNDATION a contract or other
commitment concerning that BUSINESS INTEREST without full disclosure of the
INTEREST. The disclosure shall be considered public information. This paragraph
applies to all written agreements, including, but not limited to, lease agreements, and
orders and requests for goods, services, or personnel from BUSINESS INTERESTS
(including equipment, consulting services, and legal services). (Other applicable
policies: the conditions of Hennepin Faculty Associates policy P-110, Gifts and
Gratuities, is incorporated in this policy by reference. See Appendix I for full text.)

Public Statements. PERSONNEL with an INTEREST in a BUSINESS INTEREST
are expected to refrain from making public statements (statements for use by the
press and/or to individuals with an interest in the stock of the BUSINESS
INTEREST) regarding SPONSORED and INTERNALLY FUNDED RESEARCH
prior to publication of the results in recognized scientific literature or presentations
at recognized scientific meetings.
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7. PERSONNEL with an INTEREST in a BUSINESS INTEREST, shall state such
INTEREST when reporting research results and when providing expert commentary
on a subject that may affect the BUSINESS INTEREST.

8. PERSONNEL whose research was sponsored by a BUSINESS INTEREST shall
disclose such sponsorship when reporting research results and when providing
expert commentary on a subject that may affect the BUSINESS INTEREST.

9. PERSONNEL with an INTEREST in a BUSINESS INTEREST who are proposing
to perform research involving human subjects or animal subjects where the research
may affect the BUSINESS INTEREST, shall disclose that INTEREST in the
approved human subjects informed consent form or the animal usage form.

10. Research Collaborations. When PERSONNEL participate in sponsored research
involving sub-grantees, contractors, or collaborators outside the MMRF, the MMRF,
to the extent required by the sponsor, will take reasonable steps to ensure that
investigators working for these outside entities comply with appropriate conflict of
interest disclosure and review requirements. These steps may include requiring the
investigators to comply with the MMRF’s policy or obtaining written assurances
from the outside entity that it complies with applicable federal regulations or
sponsor policies on conflict of interest.

11. The Foundation requires members of the MMRF Board of Directors, its Chief
Operating Officer, Controller, and all MMRF Administrators at the Division
Director level or above and all PERSONNEL to provide an annual
disclosure/certification regarding conflict of interest.

Disclosure Process, Review, and Notification of Change

It is essential that actual and potential conflicts of interest be disclosed and reviewed to
assure that they do not improperly affect MMRF research and other activities.
PERSONNEL may also disclose and seek review where conflict or potential conflict exists
that does not meet MMRF’s stated disclosure criteria. Review will occur and approval will
be granted or denied within two weeks of submission of complete disclosure documents to
the Vice President of Operations.

Disclosure shall be made in the format prescribed by the MMRF Conflict of Interest
Disclosure Checklist with an attached memo outlining the INTEREST of the PERSONNEL
and defining the nature of the contract or other agreement and the BUSINESS INTEREST
involved. Where possible, appropriate documentation shall be attached. This memo shall be
submitted in a timely manner to permit consideration by appropriate administration officials
prior to consummation of the proposed relationship.

The disclosure memo and any associated documentation such as contracts or proposals shall
be submitted to the appropriate department chief for review and approval and forwarded to
the Vice President of Operations. All disclosures shall be reviewed by the Committee on
Conflict of Interest and such consultants as deemed necessary.

Annual disclosure/certification shall be in a format recommended by the Conflict of Interest
Committee and approved by the MMRF Board of Directors.
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It is the responsibility of all Board members and all PERSONNEL to notify the Foundation
of any changes in INTEREST originally reported. Such notification shall be made in a
timely fashion (usually within a month) and in writing to permit reassessment by appropriate
Foundation officials. Change in INTEREST notifications should be sent to the Vice
President of Operations.

The Committee on Conflict of Interest

The FOUNDATION will maintain a Committee on Conflict of Interest to deal with issues
concerning this policy. This committee shall be chaired by the President of the Foundation,
and shall have the following principle functions:

e toassist in the implementation of this policy;

e to answer questions concerning this policy (the identity of PERSONNEL asking
questions and the specific facts of questions shall be kept private to the extent allowed
by law);

e to review disclosures of conflict of interest;
e to develop and approve any plans to manage, reduce or eliminate conflicts;

e torecommend to the MMRF Executive Committee any disciplinary action to be taken
under this policy; disciplinary actions to be approved by the MMRF Board of Directors;

e upon the request of affected PERSONNEL, to review a decision by an administration
official that an INTEREST constitutes an actual conflict of interest; and

e to periodically review this policy, including the set financial thresholds.

This Committee shall be comprised of: the Executive Committee of the Foundation (the
Chairman and Chief Executive Officer of Hennepin Faculty Associates and the President,
Vice President, Secretary/Treasurer, and Vice President of Operations of the Foundation),
the Chair of the IRB and the Chair of the ACURS Committee and a community member to
be appointed by the President of the Foundation. Should the Committee require additional
expertise, including legal counsel, ad hoc members may be asked to participate as non-
voting members.
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Outcomes of Review and Disciplinary Action

Possible recommendations: One possible recommendation as a result of the review is
approval of the activity as proposed if it is concluded that the potential for conflict is so
remote or inconsequential that there is minimal probability for biasing the objectivity of the
activity. Other possible recommendations are to require periodic peer review of the activity
(oversight) by individuals independent of the employee, outside monitors for the activity,
divestiture of the financial or business interest, modification of the plan of work, or
assignment of different employees without a financial or business interest to control the
activity. To the extent possible and reasonable under the circumstances, and in light of the
importance of the activity, the review committees and responsible administrators will work
with employees to develop means for the activity to take place while protecting the integrity
and the reputation of the employees and the MMRF.

Appropriate disciplinary action may be taken by the FOUNDATION against PERSONNEL
who violate this policy. Disciplinary actions, in addition to any legal penalty(ies), may
include oral admonishment, written reprimand, reassignment, demotion, suspension or
termination. Policy violations which involve PHS funded projects shall be reported to a
responsible grantee official and shall specify the type of administrative action taken. Policy
violations which involve other sponsored funds shall be reported to the sponsor as directed
by the terms and conditions of the award.

Revised Policy Approved by MMRF Executive Committee, 06/02/09.

Conflict of Interest 6-02-2009, Page 7



Conflict of Interest Disclosure Checklist

Project Title (if applicable):
Name:
Please provide the following information as applicable:

A copy of the MMRF Application for External Research Support form
(Revised 9/91) if this is a sponsored activity

Copy of scientific proposal stating objectives/specific aims of research

Relevant background material and summary of project significance and
methodology if scientific proposal is unavailable or does not cover
objectives/specific aims of research

Detailed budget for project including personnel salaries, fringe benefits,
capital equipment, supplies, travel, other and indirect costs

Copy of contractual arrangement(s) governing this activity (if
applicable) and a memo describing investigator's relationship to the
company involved

Signature of Investigator Signature of Division Chief

Signature of Department Chief

This form and ten (10) complete copies of the requested information should be sent to Mary
Emmons Bergaas, Vice President of Operations, 914 South Eighth Street, Suite 600,
Minneapolis, Minnesota 55404. Telephone: (612) 347-5098.
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INDUSTRY - MMREF Investigator Surveillance Form

Project Title:
Investigator:

Activity report covering work done during surveillance period

to

Copies of any publications or manuscripts during the surveillance period

Please discuss and document any changes in:
e work scope
e budget
e contractual terms governing this project

e status of relationship with company

Other issues as determined by the committee

Signature of Investigator Signature of Division Chief

Signature of Department Chief

This form and ten (10) complete copies of the requested information should be sent to Mary
Emmons Bergaas, Vice President of Operations, 914 South Eighth Street, Suite 600,
Minneapolis, Minnesota 55404. Telephone: (612) 347-5098.
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Conflict of Interest
Flow Chart of Disclosure

Personnel Determines Conflict or Potential for Conflict Exists

l

Disclosure Memo and Supporting Documentation Sent to Chief/Supervisor

l

All Disclosures Forwarded to Vice President of Operations

l

Disclosure Reviewed by Conflict of Interest Committee

Outcome will be one of the following:

! ! !

Approval of Activity

Approval of Activity Subject to Management of Disapproval of the
the Conflict Activity
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APPENDIX 1

POLICY NO.: P-110

Submitted By: C. Crank
Title: GIFTS AND GRATUITIES Approved By: B. Klick
Effective Date: January 1, 1996 Supersedes No.: Page No.: 1lof2
Revision Date:

l. Purpose

The purpose of this policy is to provide guidance to employees engaged in the
purchasing function concerning the receiving of gifts and/or gratuities.

. Scope
This pol

1. General
It is the
the purc

icy applies to all employees.

responsibility of the Materials Manager to ensure that personnel involved in

hasing function:

1. Read and understand all relevant policy and procedure bulletins when
first employed.

2. Annually review and discuss all relevant policy and procedure
bulletins to ensure that their understanding is current and clear.

No company employee shall accept gifts, personal loans, entertainment or
other special considerations from an individual or business organization doing
business with the company.

Loans are not to be accepted from an individual or organization having
prospective dealings with the company unless such individual or organization
is in the business of making loans to individuals.

No employee shall permit any influence which could conflict with the best
interest of the company, or prejudice the company’s reputation.

Association with supplier representatives at luncheons, dinners, or business
organization meetings are helpful in establishing better business
understanding, and is neither questionable nor unethical, provided the Buyer
keeps himself free of obligations. To ensure this, our Purchasing personnel
are expected to act as hosts on occasion, and such efforts are to be a part of
their operating expenses.

The responsibility for adherence to this policy is a joint one. Individuals who
represent the company must be beyond challenge or reproach in every
business transaction, and not allow themselves to be put in a position

where their judgments can be influenced.
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APPENDIX 1 (con’t)

POLICY NO.: P-110
Submitted By: C. Crank
Title: GIFTS AND GRATUITIES Approved By: B. Klick
Effective Date: January 1, 1996 Supersedes No.: Page No.: 20f2
Revision Date:
F. Any employee who is offered or receives such payment or gift of more than a

nominal value ($25.00) shall refuse it or return it to the giver in a tactful and
dignified manner, advising the giver of his company’s policy prohibiting its
acceptance.

G. A letter outlining the gifts and gratuities policy will be prominently displayed in
the Purchasing waiting room.

H. Any employee not complying with this policy shall be subjected to appropriate
disciplinary action.

l. Management must assure conformity to this policy by insisting on compliance
by their subordinates.
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