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Q: What are the elements of a research 
compliance program recommended by 
the OIG?

A: The Guidance recommends 
establishing the same seven elements 
of compliance programs that the
OIG has recommended in the past
for other segments of the health
care industry, and adds a new
eighth element for research 
compliance that it considers 
“especially important” for an effective 
research compliance program.

 The seven standard elements are: 
(1) written policies and procedures; 
(2) designation of a compliance 
officer and a compliance committee; 
(3) conducting effective training; 
(4) developing effective lines 
of communication; (5) auditing 
and monitoring; (6) disciplinary 
guidelines; and (7) responding and 
developing corrective action plans.

 The eighth element requires the 
grant recipient to define roles 
and responsibilities and to assign 
oversight responsibility for research 
activities. This means making sure 
that the research organization (1) 
defines the roles and responsibilities 
of individuals involved in research 
or research administration; (2) 
defines oversight responsibility for 
all of the various components of the 
research enterprise; (3) communicates 
such roles and responsibilities and 
oversight responsibility to research 
administrators, departmental 
personnel, principal investigators, 
and others engaged in research; 
and (4) develops a bona-fide system 
of accountability. The Guidance 
recommends including roles and 
responsibilities in the research 
organization’s written policies and

Q: When did the Office of the Inspector 
General (“OIG”) issue the Draft 
Model Compliance Guidance 
(“Guidance”) and when does it go 
into effect?

A: The OIG issued the Guidance on 
November 28, 2005. The Guidance is 
directed at recipients of extramural 
research awards from the National 
Institutes of Health (“NIH”) and 
other agencies of the U.S. Public 
Health Service (“PHS”). The aim of 
the Guidance is to assist recipients 
of PHS biomedical and behavioral 
research awards in developing and 
maintaining processes and controls 
to help ensure compliance with 
research-specific statutory, regulatory, 
and PHS program requirements. The 
Guidance contains elements similar 
to prior guidance issued by OIG for 
other segments of the health care 
industry, but focuses on compliance 
issues of concern in government-
funded extramural research.

 The Guidance currently is “draft” 
only; comments on the Guidance 
were due January 30, 2006. After 
considering comments received, the 
OIG will prepare a final version for 
publication in the Federal Register. 
Until then, recipients of awards from 
PHS should review the Guidance 
in light of their current policies, 
procedures, and practices and begin 
to consider the ways in which the 
information in the Guidance may 
help improve the recipient’s research 
compliance efforts. To view the 
Guidance, go to http://oig.hhs.gov/
fraud/complianceguidance.html.
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 procedures and in its formal training 
and education program.

Q: What risk areas are targeted by the 
Guidance?

A: The Guidance highlights three risk 
areas: (1) time and effort reporting; (2) 
properly allocating charges to award 
projects; and (3) reporting of financial 
support from other sources.

 Time and Effort Reporting
 The OIG identifies time and effort 

reporting as a “critical” compliance 
issue and emphasizes that time and 
effort expended on a project must be 
accurately reported. This is especially 
important given that compensation 
for a researcher’s personal services 
– including direct salary and fringe 
benefits – is usually a significant cost 
of a research project. The failure to 
accurately report the percentage of 
time devoted to projects could lead to 
overcharges to funding sources and, 
in certain circumstances, to civil or 
criminal fraud investigations.

 Properly Allocating Charges to 
Award Projects

 The Guidance also focuses on the 
proper allocation of charges to award 
projects. To ensure proper allocation, 
institutions must have an accounting 
system that properly separates the 
amount of funding from each funding 
source. Research organizations must 
not permit a principal investigator 
to “bank” or “trade” award funds 
among grants.

 Reporting Financial Support from 
Other Sources

 The OIG emphasizes that reporting 
financial support from other sources is 
critical to PHS’s decisions with respect 
to whether and to what extent to fund 
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a particular project. The reporting of 
other financial support is required 
by the application for funding (PHS-
398). Failure to accurately report all 
sources of financial support may lead 
to duplicate funding of the research 
or double-charging of both award 
funds and Medicare (and other third-
party payors) for treatment provided 
as part of the research study. 

 Although the Guidance targets the 
above areas, the OIG states that the 
elements identified in the Guidance 
may be useful in addressing 
compliance with other regulatory 
areas or in connection with funding 
sources other than PHS.

Q: What if a research organization does 
not receive any grants from NIH?

A: The Guidance is addressed to 
recipients of funding from all 
agencies that are a part of PHS, not 
just recipients of NIH grants. These 
agencies include, for example: the 
Food and Drug Administration, 
the Agency for Health Research 
and Quality, the Agency for Toxic 
Substances and Disease Registry, 
the Health Resources and Services 
Administration, the Indian Health 
Service, the Centers for Disease 
Control and Prevention, or the 
Substance Abuse and Mental Health 
Services Administration. 

 Even if your organization or 
researchers do not receive PHS grant 
funds, it is advisable to develop 
a research-specific compliance 
program, or a research-specific 
component of a broader corporate 
compliance program, that tracts 
the elements of the Guidance 
and addresses the various areas 
affecting the research enterprise. 
These areas include, among others, 
clinical research contracting and 
funding, clinical research billing, 
human subject protections, research 
misconduct, and conflicts of 
interest. The Guidance includes a 
bibliography that identifies literature 
on research compliance issues, 
including guidance on establishing a 
compliance program.

Q: Are organizations that conduct 
research required to establish a 
research compliance program in 
accordance with the Guidance,
once finalized?

A: Development of program compliance 
guidance has been a major OIG 
initiative designed to assist various 
segments of the health care industry 
in preventing, detecting, and 
reducing fraud and abuse; however, 
the OIG states in the Guidance that 
the components of the Guidance 
are “suggestions” rather that 
mandatory rules or standards. 
Nevertheless, the emergence of the 
OIG’s “model” compliance plans, 
and the OIG’s focus on compliance 
plans in enforcement actions, 
creates an expectation that the 
organizations to which the OIG’s 
compliance guidance is directed 
will develop a compliance program. 
Moreover, in recent years the OIG 
and other governmental authorities 
have increased their investigation 
of research activities. Compliance 
investigations have resulted in highly 
publicized multimillion-dollar civil 
monetary penalties and onerous 
corporate integrity agreements. There 
also exists the ever-present threat 
of qui tam actions by individuals 
with “inside” knowledge. For these 
reasons, the potential negative impact 
of noncompliance by organizations 
involved with research has become 
too great not to commit resources 
to building effective compliance 
programs.

 The OIG’s publication of the Guidance 
is a further signal that the government 
is focusing its attention on compliance 
in the research arena, including grant 
compliance and administration 
and the “allowability” of costs. 
Organizations that recognize this 
signal and establish a research 
compliance program will realize 
important benefits:
• Several of the elements 

recommended by the Guidance 
are considered “mitigating factors” 
that the OIG would consider if an 
organization’s research activities 
ever came under scrutiny;

• An effective research compliance 
program may help protect an 
organization’s officers and directors 
from civil liability for failing to 
exercise their duty of care to the 
organization;

• Implementation of a research 
compliance program will identify 
the various federal, state and local 
laws, regulations, and guidance that 
apply; will help ensure compliance 
with those requirements; and will 
help identify and correct violations 
at an early stage;

• Development of a research 
compliance program will help 
promote a culture where research 
compliance is expected and high 
ethical standards are valued. 
This in turn may boost morale by 
setting and clarifying standards 
of conduct and encouraging open 
communication concerning research 
compliance matters;

• An effective research compliance 
will help deter whistleblower
suits; and

• The process of establishing a 
research compliance program 
requires an organization to 
inventory and manage its various 
research activities, which could 
serve as the catalyst for creating 
an overall and more unified 
management structure for the 
organization’s research
activities generally. ß

The above information does not 
constitute legal advice, which can only be 
obtained through personal consultation 
with an attorney. The information published 
here is believed to be accurate at the time of 
publication, but is subject to change and does 
not purport to be a complete statement of all 
relevant issues 

If you have any questions about the 
preceding information or have additional 
research compliance questions you’d like 
to discuss, please contact Michelle Wilcox 
DeBarge at mdebarge@wiggin.com,
(860) 297-3702; or Amanda Littell at 
alittel@wiggin.com, (203) 498-4529.


