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Changing the Rules on Conflicts of Interest
(42 CFR Part 50)

* Prior regulations promulgated: 1995
 Advance Notice: May 8, 2009

* Proposed Rule: May 21, 2010

* Final Rule: August 25, 2011

 Compliance Date: August 24, 2012 or
when the new COI policy was on the
Institution’s website
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2012: Investigators Disclose Significant
Financial Interests (SFIs):

Related to Professional Responsibilities

Related to PHS funded Research
> $10,000

Is the SFI

“related” to the _>

research?

< Is the “related”
SFl an FCOI?




The AAMC COIl Metrics
Measuring the Cost, Effect, anc

of the PHS FCOI Regu

Project:
Effectiveness
ations
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74 AAMC member institutions are providing
annual aggregate data to AAMC

CAAMC



Information Collected and Analyzed

» Baseline data — one year before implementation of
the regulations

« Up to 3 years after implementation
 Data include:

- One-time investments and ongoing administration
costs

- Significant Financial Interests reviewed and
FCOIls reported (including assessment of $10K -
$5K threshold change and travel reporting)

- Policy changes

- Personnel changes
« Benchmarking data to each participating institution
 De-identified data to NIH for retrospective review
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Results: Institutional Investment to
Implement and Administer the Rule

$25,000,000

$20,000,000

71 institutions spent
$23 million in one-time COStS sis,000,000
to implement the rule

$10,000,000

$5,000,000

Average ~$318,000
Median ~$126,000
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One-Time Investments Made Before and After
the Implementation Deadline

$2,000,000

$1,800,000
Institutions made 61% ($14 million)
of the one-time additional
Investments before implementing
the rule

$1,600,000

$1,400,000

$1,200,000

$1,000,000

39% ($9 million) of the one-time $800,000
investments were made the year

following implementation $600,000
$400,000
A =
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B PRE-RULE POST-RULE
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Change in the Number of SFIs Disclosed and
FCOIs Reported

Significant Financial Financial Conflicts of
Interests Disclosed Interest Reported to a
to the Institution Federal Funding Agency

85000 1150
80000 1100
75000 1050
70000 1000
65000 950
60000 900
55000 850
50000 800
45000 750
40000 700

Prior to Rule After rule Prior to Rule After Rule

Disclosed SFls found to be FCOIls decreased from 4.8to 1.4%
after implementation of the regulations
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as a Function of the Change in Disclosed SFls

Change in the Number of FCOIs Reported

Change in Number of FCOI Reported
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Pre-Rule SFI 0-100

80

Pre-Rule SFI 101-1000

80

Pre-Rule SFI 1000+

Of these institutions, only 5 increased the
number of FCOIs by 20 FCOIs or more
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Administering the COI Program

In 2012, 61 Institutions estimated that it would cost
on average $289,016 annually

In 2013 those institutions reported spending
$329,078

Personnel administering the program
Increased from 1.9to 2.7 FTE employees
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IN BRIEF

Association of
American Medical Colleges

Implementing the Regulations on Financial Conflicts of Interest:
Results from the AAMC Conflict of Interest Metrics Project

Revised regulations related to the
identification and management of
potenttal condlicts of tnierest had a
substantial impact on the costs and
personnel at medical schools and teaching
hospitals conducting federally funded
research. In 2011, the ULS. Department
of Health and Human Services tssued
changes to the regulations designed

to promote objectvity in research by
establishing standards that provide a
reasonable expectation that the design,
conduct, and reporting of research
funded under Public Health Service
(PHS) grants or cooperative agreements
will be free from bias " The revised rule
maintained the previoas regulatory
framework but made spectfic changes o

the values and types of financtal interests
thal investigators must disclose to their
o institutions {slgnificant fAinancial
interests, or SFs)® as well as the processes
Institutions must undertake 1o review
5FIs and manage any Identified financial
conflicts of interest (FCOIs)" This
situation posed a unigue opportunity

o assess the Institulional impact of a
single regulatory schems and to create

a mode] for a retrospective evaluation
of regulatory burdens and benefits.

This Analysis in Brigf presents key results
from the first two years of the AAMC
Conflict of Interest { O01) Metrics Project,
which was mitiated to understand the
impact of these changes by comparing
the mformation reviewed by institubions

Figure: Change In the Hurnlterofﬂr:am.:lal Conflicts of Interest Reported as a Function
of the Number of Significant Finandal Interests Disdosed to Institutions Bafore

and After Rule Implementation
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and the resources needed o comply
with the regulations in the year prior to
the implementation deadiine with the
respurces needed for compliance in the
following years.

Throwgh the COT Metrics Project,

the AAMC will provide the National
Institutes of Health (MIH) with detailed,
de-identified aggregate datas to assist

In the agency’s assessment of this rule,
should it undertake such a review:
Agency-level review of regulatory burden
15 mandated by a lanuary 2011 Executtve
Crrder recognizing that “our regulstory
syslem must ... identify and use the best,
miost innovative, and least burdensome
tools for achieving regulatory ends™

and requiring that federal apencies
“conssder how best to promote
retrospective analysis of rules thal may
be outmoded, ineffective, insufficlent, or
excessively burdensome, and to modify,
streamline, expand, or repeal them in
accordance with what has been learned™

Methods

The AAMC invited all member medical
schools and teaching hospitals to
participate in the OO Metrics Project
by providing the assoclation with

annual aggregate data related o their
comphiance with the revised regulations.®
The 74 participating Institutions vary in
peographic location, size, public/private
siatus, otal amount of PHS funding, and
number of funded Investigators.

www.aamc.org/dataldib
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Additional Data and Next Steps

Survey includes policy and COI office structure
guestions

Benchmarking reports to participating institutions
Aggregate, unidentified data to NIH
Second annual survey Is ongoing

Future analysis will include retrospective reviews,
public accessibility, FCOls
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Addressing the Burden of Disclosure

Institute of Medicine Report: Conflict of Interest
In Medical Research, Education, and Practice

IOM Multi-Stakeholder Event
[Sunshine Act]

2011 |IOM-Convened Working Group
[PHS FCOI Regulations]

2012 Discussion Paper and JAMA Editorial

2013 IOM Implementation Committee
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From IOM Recommendation to Prototype

e Secure, user-controlled

e Draws from single source of financial interests

* Interoperable with COl management systems —
pased on data standards

 Intuitive and easy to use for both individuals and
subscribing organizations

Provides relevant disclosure information based
on organization criteria and user assessment

Convey

Global Disclosure System
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Convey & =

Global Disclosure System Send Disclosure My Convey Profile History

Welcome to Convey Send a Disclosure
Name Mike Suman Here you can disclose relevant financial interests to
organizations that use Convey or create a disclosure to send on
Email Address msuman@aamc.org your own.

View/Edit Personal Profile l Send a Disclosure + l

My Convey Profile History

Here you can see all your financial interests that are stored in Here you will find a record of all disclosures that you have
Convey. You can view your full repository, add financial created or sent to an organization through Convey.
interests, or edit any of the information you have entered.

)

wwwww.aamec.org/convey
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Questions and Discussion

hpierce@aamc.org
(202) 478-9926
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