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Importance of Effective, Robust
COIl Policies

Maintaining integrity of research data
through identification of potential
sources of bias

Preserving public trust in research
process and results
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Elements of COI Policlies

e Guidance or limits on specific activities or
relationships

e |dentification of relevant financial interests
* Review of potential conflicts of interest

 Management of identified conflicts of
Interest

* Public disclosure of certain relationships
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Are we getting the balance

right?
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Potential Impacts on Innovation

Financial Interest vs. Conflict of Interest
Conflict of Interest vs. Misconduct

Perception that all relationships with industry
are tainted

Transparency without context

« Multiple public sources of seemingly conflicting

data present another layer of “administrative
burden”
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Investigator Pharmaceutical
Company

e $2500 consulting fee paid 8/15/13

* Flies from DC to Chicago for Scientific Advisory Board Meeting
12/15/13, stays one night and is paid $1000

e Second Advisory Board Meeting 2/15/14, paid $1000

« Dr.Breports to her institution no Significant Financial Interest

« Dr.B discloses to journal in March 2014 that she has a paid
relationship with Company Rx

« Dr.B gives a presentation in May 2014 and discloses on a slide
that she has received $4500 from Company Rx in the previous
12 months

« In September 2014, Dr. B discloses at a conference that she has
received $1000 from Company Rx in the previous 12 months

 In September 2014, the “Sunshine” database shows a transfer

of value to Dr. B of $5100 g
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Restoring Confidence

in the Pharmaceutical Industry
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NDHI Principles Statement on Collaboration for
Healthcare Advancement

NATIONAL DIALOGUE FOR

Healthcare Innovation

The benefit of patients: Collaborations, must aim to benefit patients
and put patients’ interests first.

The autonomy of healthcare professionals: Healthcare professionals
and scientists must be free to assess independently multiple sources of
Information and treat each patient in a manner consistent with the
patient’s needs.

Transparency: Patients and all those involved in healthcare should
have reasonable access to relevant and meaningful information about
how academic institutions, researchers, healthcare professionals, and
medical products companies engage in collaborative relationships.

Accountability: All participants across healthcare must be responfble
for their actions. ®AAMC







AAMC COI Metrics Project

e Goal: To measure the impact and outcomes of
the new rule on financial conflicts of interest In
federally funded research

e Qutcomes:
* Institution-specific benchmarking
= Aggregate, de-identified data provided to NIH
= Model for “evidence-based regulation”
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AAMC COI Metrics Project
Participating Institutions
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COIl Metrics Project Timeline

Fall 2012 Registration
(Basic Institutional Data)

March 2013 Hlstor_lcal Information
(Prior to new rule)

After August 2013 First Annual Report
(1 year post-implementation)

ING@ LIS Ongoing annual reports
(After 2nd and 3rd year)




Examples of Historical Data

 What did you do to prepare for the new rule?
— Capital investments
— Infrastructure changes
— Personnel additions/changes
— What was the non-monetary impact of the
preparations?
. Wlh%t did you review/find annually prior to the new
rule”

— How many individuals submitted annual
disclosures?

— How many Significant Financial Interests did
you review?

— How many Financial Conflicts of Interest did
you identify and report?
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Examples of Annual Data

* Has any registration information changed?

e What are your ongoing administration costs and
personnel needs for the rule?
* In the past annual disclosure cycle:

— How many individuals submitted annual
disclosures?

— How many Significant Financial Interests did

you review?
— How many Financial Conflicts of Interest did
you identify and report?

o Of these, how many had a value of
between $5,000 and $10,0007
« How many were related to travel?
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AAMC COI Metrics Project

Next Steps

o Early analysis of data from before rule
compliance deadline

* Implementation costs
 COIl Review process and infrastructure

* Non-financial impact on institutions and
faculty

For more information:
www.aamc.org/metricsproject
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