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L PURPOSE
Personal and/or Institutional gain should not jeopardize or appear to jeopardize the integrity of the
research process including the choice of research projects, research design or conduct, or the
~ interpretation and/or reporting of results. The purpose of this policy is:
» to supplement the Institution’s conflicts of interest policy;
» {0 identify when a researcher and/or the Institution should disclose a relationship with a
. Sponsor;
® to describe the mechanism and manner in which the Institution will manage a disclosed
Financial Relationship.

iL DEFINITIONS/APPLICATIONS
a. Definitions
i.  “Institutional Conflict of Interest in Research™ means a situation where the interests of the
Institution might affect or appear to affect institutional processes including the conduct, review
or oversight of research,

il.  “Required Disclosure” means report of any Financial Relationship relevant to the Institution or
to a particular study for which a Researcher is either seeking approval or currently conducting.

ii.  “Researcher” means an employee of Loyola University Chicago or Loyola University Medical

- Center who is involved in extramurally supported research and could influence decision-making,
research design, data-collection, analysis and/or presentation in an IRB or IACUC approved
project or other research activity not governed by either of these two oversight bodies.

iv.  “Financial Relationship” means any gift, investment, fee, honoraria, consulting fee, intellectual
property right, enroliment bonus, and/or payment coupled to results, loan or other financing
arrangement to a Researcher or a member of his immediate family from a commercial entity that
supports the research.

b. Applications — This policy applies to all Research conducted by the Institution through its

Investigators.
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111, PROCEDURE/INFORMATION
a. Research Disclosure Review Committee

i

ii.

Establishment of a Committee — The VP for the Health Sciences shall appoint a committee to
review and make recommendations related to Required Disclosures made by Researchers and/or
the Institution. The committee shall be named the Conflict of Interest in Research Committee
(“CIRC”) and may consist of the following members:

Director, Research Compliance and Safety (Chair)

Senior Associate Dean, Research (ex officio)

Chair, Institutional Review Board or Director of Human Research Protections Program
Assistant Dean for Clinical and Translational Research

Assistant Dean for Basic Science Research and Postdoctoral Affairs

Staff Attorney, Research Administration

Director of Neiswanger Institute for Bioethics and Health Policy

Associate Vice President, Corporate Compliance & Internal Audit

Associate Dean of Research, Marcella Niehoff School of Nursing

10 Two (2) clinical research faculty

11. One basic science research faculty

12. One community member(s)

090N OV A W

Other qualified persons (QP) may be selected by the VP for Health Sciences Research in lieu of
or in addition to the above members. However, at all times, the membership shall consist of
individuals who conduct research, the institutional conflicts of interest officer and individuals
with experience in administrative oversight and conflict resolution. The CIRC shall meet when
necessary to discuss and make recommendations to the Institution regarding Required
Disclosures.

CIRC Responsibilities

1. Develop/oversee processes for required disclosures relevant to research including interface
with other institutional disclosures. (see Appendix [1] Tables 1-3 Algorithms).

2. Review Required Disclosures that may pose a conflict or the appearance of a conflict and
determine whether the disclosure, management, elimination or another course of action is
appropriate (see Appendix [2] HHS guidelines for the disclosure of significant financial
interest).

3. Document the CIRC’s decisions.

4. Establish monitoring procedures and conditions surrounding research involving a financially
interested individual.

5. Communicate as appropriate with the IRB and IACUC.

6. Develop a process by which CIRC decisions may be appealed.
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CIRC Review Criteria —The CIRC shall consider the following factors when analyzing a

Required Disclosure and recommending actions to be taken:

Nature and extent of the Financial Relationship;

Appearance of impropriety;

Risks to subjects and/or to the integrity of the study;

Appropriateness of recruitment techniques;

Whether disclosure of the Financial Relationship to prospective subjects is warranted;

If there should be a separation of responsibilities for financial decisions and research

decisions;

Whether additional oversight or monitoring of the research is in order;

If an independent data and safety monitoring committee or similar monitoring body should

perform additional oversight of the study;

9. Whether reduction or elimination of the Researcher’s Financial Relationship is needed to
avoid a conflict of interest; and

10. If a modification of the roles of the particular research staff or changes in the location for
research activities would mitigate the risk.

A S
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b. Disclosure and Review Procedures —

1.

il.

iii.

v.

Reporting - If a Researcher and/or the Institution has a Financial Relationship that constitutes a
Required Disclosure, the Researcher and/or the Institution shall promptly report such disclosure
to the CIRC through the mechanisms established for applying for protocol approval. If the
Required Disclosure arises during the course of a study, the Researcher and/or the Institution
should promptly notify the appropriate compliance oversight body of the Required Disclosure
(IRB or IACUC, or if neither is applicable disclosure should be made to the Senior Associate
Dean of Research). Irrespective of these study-reporting requirements, the Researcher should
describe the Required Disclosure on his/her Annual Disclosure Statement. See Policy P-17.
Review Process - Once reported, the CIRC Chair shall contact the Researcher and/or the
Institutional official, conduct an interview and gather necessary information so the CIRC can
perform its evaluation. The Chair shall then schedule a CIRC meeting. The CIRC shall meet to
discuss the Required Disclosure. Minutes of the meeting will be recorded. The Chair shall
communicate recommendations made by the CIRC to the Researcher and/or the Institution and
the appropriate oversight board.

Decision-making - The CIRC makes recommendations to the Senior Associate Dean for
Research which may include the reduction, management or elimination of any actual or
perceived research conflict of interest. The final decision is made by the Senior Associate Dean
for Research.

Appeals — Researchers and/or Institutional officials may direct their appeals of decisions made
regarding a Financial Relationship to the Dean of Primary Appointment, Loyola University
Chicago at 2160 South First Avenue, Maywood, Tllinois 60153.
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¢. Sanctions — Any Researcher who fails to adhere to this policy will be subject to disciplinary action
as outlined in the faculty or employee handbook, as applicable.

d. Institutional Conflicts of Interest; identified Institutional conflicts of interest shall be appropriately
managed and/ or ameliorated.

IV. RESPONSIBLE PARTY
Questions about this policy may be directed to the Director of Research Compliance and Safety.

Appendix 1: Table 1 — Income Disclosure

Disclosure of Personal Income *
Reported to Research Compliance Office

Personal Income Disclosure
- Income < $2.5K per annum

Personal Income Disclosure
- Income >%$2.5K— 10K per
annum

A 4

A

Review Level
-No review
- CIRC Chair signs Conflict of
Interest {(COI ) disclosure
clearance
-COI Disclosures reported
monthiy to CIRC

h

Review Level
-Disclosure reviewed by CIRC Chair
to determine management plan
-CIRC Chair signs conditional
clearance
- COI managemeni plan recommend
by CIRC Chair is reported to the
CIRC for review. Additional
management strategies may by
recommended by the CIRC

COI Determination /
Management Requirement

h 4

-Personal income allowable
-No management needed

COI Determination
/Management Requirement
-COI likely compatible with
research roles
-Unlikely management beyond
disclosure to research participant

*salary, consulting fees, (excluding
mutual funds) licensing payments from
inteltectual property, honoraria, and/or
gifts

Personal Income Disclosure Personal kncome
-Income > $10K— 25K per Disclosure
anfnum -Income > § 25K per
annum
Review Level ¥
-Requires full Review Level
CIRC review - Research role and COI overlap
is prohibited. CIRC Chair
communicates pelicy to
Researcher.
A
COI Determination /

Management Requirement
-Management Plan always
reguired and may range from
simple disciosure to prohibition of
research activities where COl
/research role overlap exists.

-May appeal prohibited COI to
CIRC, SSOM Dean and/or VP for
Health Sciences

h 4

COI Determination /
Management Requirement
Management plan precludes
overlap of research roles and
COI except in rare
compelling /necessary
circumstances
-May appeal prohibited COI
to CIRC, SSOM Dean
and/or VP for Health
Sciences
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Table 2 — Equity Disclosure of Publicly Traded Equity Interest
Publicly Traded Reported to Research Campliance Office

Publicly Traded Equity Interest Disclosure Publicly Traded Equity Interest Disclosure

- Value < §10 K per annum - Value >$10K per annum
4 ) 4
Review Level Review Level

- Disclosure reviewed by CIRC Chair to determine - An equity of interest with a value greater
management plan than ten thousand dollars will be prohibited
-CIRC Chair signs conditional clearance during the conduct of the research
- COI management plan recommend by CIRC Chair is
reported to the CIRC for review. Additional management
strategies may by recommended by the CIRC

r

Y

COI DPetermination /Management Requirement

COI Determination / Management Requirement - Management plan precludes overlap of research roles
-Equity interest likely compatible with research roles and COI except in rare compelling /necessary
-Management plan unlikely beyond disclosure to circumstances
CIRC -May appeal prohibited COi 1o CIRC, SSOM Dean

and/or VP for Health Sciences

Table 3 — Equity
Non-Publicly Traded

Equity interest in any non-publicly traded company is prohibited during the conduct of any research with
that same companv.

h 4

Disclosure of Non —Publicly Traded Equity Interest Reported to
Research Compliance Office

A

Review Level
- Any disclosure of this nature will be reported to the CIRC
- The researcher will be notified that interest in a non-publicly traded company during the conduct of research
sponsored by that same company is considered a conflict of interest which may only be managed by excluding either
the equity interest or the research

A

COI Petermination /Management Requirement
- All decisions made by the CIRC may be appealed to the Dean, SSOM and the VP, Health Sciences Research
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Appendix 2:

United States Department of Health and Human Service (HHS) Public Health Service regulatory
requirements cover Institutional management of the financial interests of individual investigators who
conduct Public Health Service supported research (42 CFR Part 50, Subpart F and 45 CFR Part 94). For
more information you may go directly to the HHS final guidance document on financial relationship and

interests involving human subjects @ http://www.hhs.gov/ohrp/humansubjects/finreltn/fguid.pdf.

Examples for managing conflicts are located at 42 CFR 50.605(a), 45 CFR 94.5(a).
a. PHS regulations require grantee institutions and contractors to designate one or more persons to
review investigators’ financial disclosure statement (45 CFR 50.604(b), 45 CFR 94.4(b). The
PHS threshold for significant financial interest:
i. $10,000/year income;
ii. Equity interests over $10,000;
iii. 5% ownership in a company (42 CFR 50.603, 45 CFR)

Website references;

1. http://www.hhs.gov/chrp/humansubjects/finreltn/fguid.pdf

2. http://www.fda.gov/oc/guidance/financialdis.html
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