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Research Compliance—Why It Should Be Part of the Corporate 
Compliance Program
By Leah Guidry, Huron Consulting Group 

Research is increasing across the health care 
landscape and is occurring in more complex forms. 
Community-based health care settings, historically engaged in 
industry sponsored or federally funded (e.g., cooperative group) 
clinical trials, are now more sophisticated with biobanks, 
multi-national trial activity, and alignment with academic 
medical centers (AMCs). AMCs are continuing their pursuit  
of more innovative therapies through research endeavors.  
The increase in personalized medicine evidenced by immuno-
therapy options for patients is one example. 

These complex research activities require commencing or 
expanding compliance oversight. Research operational leader-
ship sometimes advocate for the research compliance positions 
to remain with the research enterprise and report to them. This 
article outlines some historical precedent for this position and 
the reasons that research compliance should instead maintain 
independence from research operations to more effectively 
provide compliance oversight; as such, this article proposes 
that Research Compliance should be a part of the corporate 
compliance program.

Research programs typically have personnel engaged in 
quality assurance (QA) and quality control (QC) activities.  
As the need for more formal compliance oversight is recog-
nized, many of these QC/QA roles have simply been viewed  
as ‘research compliance’ with no job description changes.  
The result is the conflation of compliance as an operational 
responsibility and Compliance as an oversight responsibility. 

Inherent in every job is a compliance obligation. Every job 
in every industry must comply with applicable regulations 
and rules. Yet, all job titles are not compliance titles. Compli-
ance professionals occupy more objective and independent 
roles, similar to internal audit. Yet, audit independence is so 
fundamental to the integrity of the job, it is rarely questioned. 
The same can be said for in-house legal departments. Unfortu-
nately, the conflation of compliance as an inherent job duty and 
Compliance as oversight is common. And the organic growth 
of many Research Compliance Officers from these QC/QA 
functions adds to that confusion. 

Another challenge with teasing out Research Compliance 
is that certain seemingly compliance services reside within the 
organizational research structure. Examples of these are the insti-
tutional review board (IRB) and institutional animal care and use 
committee (IACUC). These boards/committees are integral to 
the research itself and rightfully should be part of the operational 
structure for research leadership to adequately ensure the smooth, 
efficient, and effective functioning of a properly conducted 
research program. Having Research Compliance outside of that 
operational structure enables these boards/committees to be 
audited just like any other part of institutional operations. 

According to the Office of Inspector General, Research 
Compliance programs have the same elements of other compli-
ance programs.1 The synergy suggests Research Compliance 
Programs and their personnel should have the same indepen-
dence and objectivity expected of other Compliance Programs. 
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The objectivity and independence of the Research Compliance 
role also mitigates inherent conflicts of interest. Auditing an 
area within your supervisor’s span of control is more than 
awkward, its conflicted. The same is true for responding to 
a whistleblower complaint within your own department. 
Creating organizational distance eliminates these risks. 
Embedding Research Compliance functions and professionals 
within the Corporate Compliance Program is a natural fit. 

As important as having Research Compliance organization-
ally independent, is having Research Compliance personnel 
that are adequately trained and experienced. Research is inher-
ently risky. Clinical research involves introducing untested and 
unproven drugs, devices, or treatment procedures into human 
beings. These risks differ from clinical risks and any view of the 
research through a clinical risk lens can create problems. Compli-
ance professionals with little to no experience in research can 
misunderstand or misinterpret activities leading to overreaction 
and misguided advice. Yet, because a concern comes from the 
Compliance Department it often carries sway within the organi-
zation; this can result in quickly escalating issues that experienced 
research compliance professionals would likely avoid. 

For research leadership, already skeptical of Research 
Compliance reporting outside of their span of control, embed-
ding Research Compliance activities and personnel in the 
research operational infrastructure seems like the “better” 
option because it ensures an understanding of the research 
environment and its activities. This argument is a red herring, 
though, and acquiescence to it creates a wrong result. The 
answer instead is to ensure Research Compliance personnel 
are adequately trained and experienced in research to recog-

nize risk where it exists and not where it does not. Research 
Compliance staff can assist the research teams by enhancing 
their compliance activities and protecting the integrity of the 
research program in a language they understand. Research 
Compliance personnel can achieve expertise, as well as neces-
sary independence, in a more effective way if they are part of, 
and embedded within, a corporate compliance program. 

Thoughtful consideration to the specialty needs of the 
research program as well as broader organizational integrity 
goals enable each organization to determine their Compli-
ance Program needs relating to research. Having the Research 
Compliance program, with experienced research compliance 
personnel, within the corporate compliance structure allows 
for the innovation of research while ensuring necessary checks 
and balances are in place to protect program integrity. 
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