
•   Institutions must report addi-
tional information on identified 
financial COIs and how they are 
being managed.

•   Investigators must complete 
training related to the regula-
tions and their institution’s fi-
nancial COI policy.
The new regulations were an-

nounced in the wake of increasing 
concern about undisclosed conflicts 
and lack of transparency in indus-
try-sponsored research. As reported 
in the September 2011 AAOS 
Now, The Spine Journal published 
an entire issue devoted to questions 
about industry-sponsored research 
on the use of recombinant bone 
morphogenetic protein-2 in spine 
surgery. 

New definitions
Under the revised rules, “investiga-
tor” is now more broadly defined 
as not only the project director 
or principal investigator but any 
other person, regardless of title or 
position, who is responsible for the 
design, conduct, or reporting of 
the funded or proposed research. 
So, for example, collaborators or 
consultants might be considered 
investigators. 

The rules also specify new 
definitions of “key personnel” and 
“senior/key personnel,” who are 
also subject to public disclosure 
of information. As subsets of the 
broader term “investigator,” both 
key and senior/key personnel must 
disclose financial COIs and the 
grantee organization must post 
that information on a publicly 
available website. 

Several changes in the definition 
of “significant financial interest” 
were also made. For example, sala-
ries, royalties, and other remunera-
tion are now excepted only if the 
investigator is employed or other-
wise appointed by the institution. 
Income from government agencies 
or institutions of higher learning 
for seminars, lectures and teaching 
engagements, or service on advi-
sory or review panels is excluded. 

Kristy L. Weber, MD, chair of 
the Academy’s Council on Re-
search and Quality, has become 
familiar with the new rules as a 
professor on the Committee on 
Outside Interests at her institution, 
Johns Hopkins. She notes the fol-
lowing points:
•   The lowering of the monetary 

threshold to $5,000 “will greatly 
increase paperwork for many 
individuals and institutions.”

•   The $5,000 relates to income 
or equity related to the inves-

tigator’s “institutional respon-
sibilities,” potentially includ-
ing research, teaching, clinical 
practice, institutional committee 
membership, and institutional 
review boards.

•   Honorariums from grand rounds 
at teaching or academic institu-
tions are excluded unless the 
payment comes from industry.

•   The institution is responsible for 
determining whether a financial 
COI exists.

•   The institution must post COI 
information on a public website 
or make it available within five 
business days of a request. The 
information must be available 
for 3 years from last update and 
include details such as a man-
agement plan, the investigator’s 

agreement to comply, and moni-
toring plans.
Dr. Weber advises all research-

ers who have obtained or hope to 
obtain funding from the National 
Institutes of Health (NIH) to care-
fully read the new regulations and 
talk with the COI group at their 
institution to ensure compliance. 

The rules will require institu-
tions to spend more time and 
money on compliance, according 
to Dr. Weber, but they may have a 
positive effect in shaping the public 
perception of orthopaedic surgery. 

“In general I think orthopaedics 
is more susceptible to conflict-of-
interest problems,” said Dr. Weber, 
“given our heavy reliance on the 
device industry and our procedure-
oriented specialty. Such transpar-

ency will help address fears of bias 
and enable outsiders to judge the 
impact of industry support on the 
research.”

The right direction
Charles Carroll IV, MD, chair of 
the Academy’s Ethics Committee, 
says the revised rules “are a good 
thing.” He acknowledges that some 
unknowns may lurk, but that “all 
of this is going in the right direc-
tion. As a step for the public, this is 
the right way to go.”

Dr. Carroll, an associate profes-
sor at Northwestern University, 
notes that the rules “will apply 
more to the academic side than 
to the average surgeon. But if you 
look at all of our activities, this 
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 Table 1: Summary of new conflict of interest rules 

Topic 2011 Final Rule1 

Minimum reporting threshold  $5,000 for payments for services and/or equity interests, including any equity 
 interest in nonpublicly traded entities

What must be disclosed All significant financial interests related to the investigator’s institutional  
 responsibilities

Excluded from disclosure requirement  Income (including travel reimbursements and sponsored travel) from seminars, 
lectures, or teaching engagements sponsored by and service on advisory or 
review panels for a federal, state, or local government agency, an institution of 
higher education, an academic teaching hospital, a medical center, or a research 
institute that is affiliated with an institution of higher education. 

Excluded financial interests  Income from investment vehicles, such as mutual funds and retirement accounts, 
 that are not under the investigator’s direct control

Travel reimbursements and Disclose the occurrence of any reimbursed travel or sponsored travel related to 
sponsored travel institutional responsibilities (including purpose of trip, sponsor/organizer,  
 destination, and duration). The institution will determine if any travel requires  
 further investigation, including determination or disclosure of the monetary value. 

Additional information that must be  INITIAL REPORT  
disclosed to the public health •  Name of the entity with which the investigator has a financial conflict of interest 
services grantor     (FCOI)

 •  Nature of FCOI, (eg, equity, consulting fees, travel reimbursement, honoraria)

 •  Value of the financial interest or statement that a value cannot be readily  
     determined

 •  A description of how the financial interest relates to the funded research and  
    the basis for the institution’s determination that the financial interest conflicts  
    with such research

 •  Key elements of the institution’s management plan  

 ANNUAL REPORT 
 •  Status of the FCOI

 •  Changes to the management plan

Subrecipient institutions/investigators  Must have a written agreement that establishes which institutions’ FCOI policy  
 will apply and deadlines to meet disclosure and/or FCOI reporting requirements.

Public accessibility Certain information must be available on a publicly accessible website; written  
 requests must be responded to, in writing, within five business days; information  
 must be updated as specified.  

FCOI training Required for each investigator before engaging in research related to any  
 PHS-funded grant or contract and at least every 4 years, and immediately under  
 the designated circumstances:

 •  A change in institutional FCOI policies 

 •  A new investigator with the institution 

 •  A finding of noncompliance with the institution’s FCOI policy or management plan

Retrospective review  Required in cases of noncompliance. If bias is found, the institution must notify  
 and submit a report, addressing the impact of the bias on the research and the  
 actions taken to eliminate or mitigate that effect to the grantor. 

1 See http://www.gpo.gov/fdsys/pkg/FR-2011-08-25/pdf/2011-21633.pdf for full text of Final Rule.
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