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A Few Important Publications
on Institutional Conflicts of Interest

1. New England Journal of Medicine, “Institutional Conflict of Interest,” Emanuel, Ezekiel J., M.D.,
Ph.D., and Steiner, Daniel, LL. B., Vol. 332:262-268 No. 4 (January 26, 1995)
http://content.nejm.org/cgi/content/full/332/4/262

2. AAU Task Force on Research Accountability, “Report on Individual and Institutional Financial
Conflict of Interest,” October 2001 http://www.aau.edu/research/COI.01.pdf

3. NIH Office of Extramural Research, “Financial Conflict of Interest: Objectivity in Research,”
(Updated July 18, 2002), http://grants.nih.gov/grants/policy/coi/nih_review.htm

4. DHHS, “Final Guidance Document; Financial Relationships and Interests in Research Involving
Human Subjects: Guidance for Human Subjects Protection,” May 5, 2004.
http://www.hhs.gov/ohrp/humansubjects/finreltn/fguid.pdf

5. Council on Governmental Relations (COGR), “Approaches to Developing an Institutional Conflict
of Interest Policy,” http://www.cogr.edu/files/publications_Conflicts.cfm

6.  American Council on Education (ACE), “Working Paper on Conflict of Interest for Review and
Comment,” January 18, 2008 (revised March 20, 2008)
http://www.acenet.edu/AM/Template.cfm?Section=Home& TEMPLATE=/CM/ContentDisplay.cfm
&CONTENTID=26137

7.  AAMC-AAU Advisory Committee on Financial Conflicts of Interest in Human Subjects Research,
“Protecting Patients, Preserving Integrity, Advancing Health: Accelerating the Implementation of
COl Policies in Human Subjects Research,” February 2008,
https://services.aamc.org/Publications/showfile.cfm?file=version107.pdf&prd_id=220&prv_id=26

8&pdf_id=107
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The Conflicts of Interest Mantra

» Disclose always;

 Manage in most cases;

* Prohibit when necessary.

Association of American Universities
Report on Individual and Institutional
Conflicts of Interest (Oct. 2001).
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AAMC-AAU---February 2008

“Protecting Patients, Preserving Integrity,
Advancing Health: Accelerating the
Implementation of COI Policies in Human
Subjects Research”

A Report of the AAMC-AAU Advisory Committee on Financial Conflicts
of Interest in Human Subjects Research

Chapter 2: Policies on Institutional Financial Conflicts of
Interest in Human Subjects Research

Chapter 3: Implementation of COI Policies:
Practical Advice on Putting COI Polices into Practice
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AAMC-AAU:Three General Recommendations

1. POLICY
Develop an institutional COI policy that covers both:
1) financial interests of the institution; and
2) financial interests of institutional officials, in

human subjects research (HSR).
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2. PROCESS Q 4

Implement a reporting, evaluation and management process with a
review by standing internal or external committee and empower
these entities to inform institutional decision-making.

3. HURRY UP!

Complete policy development and implementation by February 2010.

888-580-8373 | www.hcca-info.org




AAMC-AAU: What is an “institutional conflict of
interest?

Two basic types:

« Financial interests of the institution: Institutional transactions and

E holdings.
— Interests in technology/IP (licensing rights, royalties, etc.), equity in start-ups and

i i i i i i research sponsors.

» Financial interests of an institutional official: individual activities and
holdings of people in high level positions, particularly those who
have oversight responsibility for those performing HSR.

— Gifts or other benefits.

— Dean
— Department Chair
— Division Chief, etc.

(Note that ACE Working Paper breaks ICOl into three categories: 1. Institutional financial interest
(e.g., stock or royalty) in company that sponsors research at the institution; 2. Commercial
arrangements that provide collateral benefits to the institution (e.g., vendor gifts or revenue
sharing); 3. Individual senior administrator interests.)
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Example: Institutional Financial Interest Conflict

For Immediate Release (1/15/08):

Jones University is pleased to announce

a $500 million grant from Pharmacorp, Inc.

for the construction of a new research building.

For Immediate Release (8/30/08):

Jones University is pleased to announce that
researchers at its Medical Center have partnered
with Pharmacorp, Inc. to conduct research into a
promising new cure for freckles. A drug to help
the many people who struggle with the shame of
freckles could be worth billions of dollars.
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Example: Institutional Official Financial Interest
Conflict

For Immediate Release (1/15/08):

Adjunct Professor Chip Pharma has been
appointed Dean of Jones University

Medical Center (JMC). Pharma, the son and
sole heir of pharmaceutical magnate and
Pharmacorp, Inc. CEO, George Pharma,
said in a statement that he hopes to build on
JMC's strategic advantages in the areas of
drug discovery and development.
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For Immediate Release (8/30/08):

Jones University is pleased to announce that
researchers at its Medical Center have partnered
with Pharmacorp, Inc. to conduct research into a
promising new cure for freckles. A drug to help
the many people who struggle with the shame of
freckles could be worth billions of dollars.
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AAMC-AAU: Three Principles to Guide
Management of Institutional COls

1. Separation of Administrative Responsibility

— Research separated from other decisions.

2. Rebuttable Presumption Against Doing HSR
when there is an Institutional Conflict

—  “Compelling Circumstances” to overcome presumption.

3. Consistent Implementation

—  Well-defined processes that are consistent across the institution.
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AAMC-AAU: Key Provisions of an ICOI Policy

Institutional Policy Should address these questions

** These are tough ones!!

Are potential conflicts of institutional officials addressed
by the institution’s policy on individual COls or by its
ICOI policy?**

Who are the “institutional officials?”

— Are they identified by title, by function or by both?

What are the reporting standards for institutional
holdings (how much value?); which individual activities
and assets are covered by the individual COI policy and
which by ICOI policy?**
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AAMC-AAU: Process Recommendations

Regular reporting of financial interests  to a designated office.
Establish and empower ICOI committee.

Differentiate between gifts to the University and g rants .
Publicize ICOI policies and make them available.

Develop systems for information flow

Y
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AAMC-AAU: Identifying Institutional COls

Circumstances that may create potential ICOl includ  e:

When institution gets royalties from sale of product or device that is
subject of research.

When institution has an ownership interest (e.g., equity) or entitlement
in a non-publicly traded research sponsor of HSR at the institution.

When institution has an ownership interest or entitlement in a publicly
traded research sponsor that is greater than $100,000.

When institutional officials with direct responsibility for HSR hold a
significant financial interest  in the commercial sponsor or the product
or device.

Also, watch for potential conflicts arising from procurement from
research sponsors and gifts from sponsors
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AAMC-AAU: Two-Step Analysis of Potential ICOls

The question is whether compelling circumstances overcome
the rebuttable presumption  against conducting the research?

Consider:

Nature of science involved in the research

Description of ICOI and how closely it is linked to research

Magnitude of potential risks to research subjects and how risks could be affected
by the ICOI

Degree of benefit to involved parties

Make and document decision about whether
compelling circumstances exist and specify
elements of management plan

Notify IRB (e.g., for disclosure in informed consent)

Notify sponsored research/programs office (e.g., to alert federal or other
sSponsors)

Set out requirements for disclosure (e.g., in publications, presentations, etc.)
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AAMC-AAU: Institutional COl Committee Guidance

Standing ICOI Committee to review and analyze potential ICOls
— Empowered to address situations (e.g., order recusal, divestment, etc.)
— Made up of individuals with experience, independence, seniority
— Independent of line of authority for oversight of HSR.
Authorized to make significant recommendations:

— Prohibiting proposed research at the institution.

— Imposing management plan.
— Eliminating, reducing or modifying institution’s financial stake.

— Requiring steps to separate financial and research decision-making (e.g.,
improving firewalls).

— Setting up ongoing monitoring process for research (e.g., DSMB).
— Isolating/recusing conflicted officials from research.

— Recommending that conflicted officials divest, reduce or modify holdings.
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AAMC-AAU: Managing and Monitoring Conflicts

Manage Conflicts of Interest
— Compelling circumstances
» Nature of the science
» Nature of the interest
» Relation of interest to research

» Degree interest affected by research

— Risk-benefit analysis

» Benefits of research vs risk to subjects, integrity of data, bias, appearance of
conflict
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AAMC-AAU: Managing and Monitoring Conflicts

— Strategies for managing conflicts of interest to ensure integrity,
protection of subjects, and public trust
* Develop Management Plan

— Records provisions, deliberations and decisions, and responsibilities, institutional
precedent, and accountabilities

« Management Techniques
— Disclosure
— Protection of human subjects
— Protection of Students, Trainees and Colleagues
— Research and Data Integrity
— Financial Interests
— Start-up Companies and Small Ventures as Source of Conflict

— Conflicted Administrators and Supervisors
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AAMC-AAU: Managing and Monitoring Conflicts

Monitor Conflicts Programs and Conflicts Management

— Accountability
¢ Oversight
— Integrity and Trust
— Mandated Compliance
« Institutional Databases
— Identify institutional COI
— Establish effective education and oversight
— Demonstrate accountability
— Monitoring
« Certification of adherence to management plan

« Evidence that COI polices and procedures are followed
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AAMC-AAU: Managing and Monitoring Conflicts

» External Professional Activities and Consulting

— Determine degree of oversight
« Minimal reporting requirements

« Prior review and approval of proposed activity

» Education

COl and commitment issues

Required disclosures

Management plans

Responses to objectivity and independence challenges
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AAMC-AAU: Managing and Monitoring Conflicts

+ Enforcement

— Consistency

Fairness

— Transparency ’

Appeals

Sanctions
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Questions???

 Kendra Dimond

—kdimond@daylightforensic.com

e Lori Collins

—Icollins@msm.edu

e Jim Ward

—jewb@qgeorgetown.edu
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