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Ensuring the IRO Reviews Are Independent, 
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The heightened focus on health care fraud, waste, 
and abuse at both the federal and state levels in 
recent years has resulted in increasing numbers 

of voluntary settlements by health care providers sub-
ject to enforcement actions. A growing number of fed-
eral settlement agreements are now executed along with 
a separate corporate integrity agreement (CIA) with the 
Department of Health and Human Services (HHS) Of-
fi ce of Inspector General (OIG).

A CIA is essentially a contract between a health care 
entity and the OIG. Under a CIA, a health care provider 
agrees to assume certain compliance obligations with re-
spect to its future participation in federal health care pro-
grams in exchange for the OIG’s agreement not to exclude 
the provider or entity from participation under its statu-
tory authority.1 A CIA is usually fi ve years in duration 
and is intended “to ensure the integrity of Federal health 
care program claims submitted by [a] provider” in future 
years.2 Generally, a CIA contains a number of compliance 
requirements, including the retention of an independent 
review organization (IRO) to review future claims submit-
ted to federal health care programs or to perform other 
system, arrangement, or transaction reviews.3

The retention of a properly qualifi ed IRO to audit/re-
view compliance with the terms of a CIA is a critical issue. 
Often overlooked in the selection process is the obligation 
for an IRO to conduct its review in accordance with Gen-
erally Accepted Government Audit Standards (GAGAS), 
as established by the U.S. Government Accountability Of-
fi ce (GAO). The failure of an IRO to understand and apply 
these standards may result in continued problems.
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First, the OIG will not receive adequate 
assurances that a health care organization 
is in compliance with all the requirements 
for continued participation in federal health 
care programs. Second, the health care en-
tity will not receive an independent, objec-
tive, and comprehensive review of its op-
erations and identifi cation of defi ciencies 
needing remediation. This can lead to fur-
ther engagements with governmental en-
forcement authorities.

This article focuses on the GAGAS stan-
dards governing the review activities of an 
IRO and the criteria to be used by both a 
health care organization in selecting an IRO 
and the OIG in approving a particular IRO.

BACKGROUND

On July 30, 2001, the OIG, in conjunction 
with the Health Care Compliance Associa-
tion (HCCA), cosponsored a Government-
Industry Roundtable to discuss “issues sur-
rounding the implementation and mainte-
nance of effective compliance programs.”4

Specifi cally addressed in the discussion 
was the OIG’s requirement, in the context 
of health care fraud and abuse settlements, 
that an IRO be retained by a health care 
entity to perform annual billing, systems, 
and/or other compliance reviews. Partici-
pants recognized that:

The OIG requires IROs because the 
OIG does not have the resources to 
conduct the level of review neces-
sary to determine if a provider is 
meeting the requirements of the 
CIA as well as other Federal health 
care program requirements. Addi-
tionally, a review by an indepen-
dent entity provides the OIG with 
assurances that a provider’s compli-
ance program and billing systems 
are objectively reviewed.5

Roundtable participants referenced a 
number of advantages associated with us-
ing an IRO. “IROs provide a broad indus-
try perspective and expertise, are indepen-

dent, help identify system weaknesses, 
make helpful recommendations, and their 
reviews serve as a useful benchmark for fu-
ture reviews conducted by the provider.”6

OIG REQUIREMENTS FOR IRO 
INDEPENDENCE
The obligations for an audit/review organi-
zation, such as an IRO, to meet “indepen-
dence” standards are referenced in GAGAS 
as set forth by the GAO in its “Yellow Book.” 
These standards are applicable to fi nancial 
audits, typically performed by certifi ed 
public accountants (CPAs), attestation en-
gagements, and performance audits, which 
may be undertaken by professionals such 
as consultants and lawyers.7 The great ma-
jority of CIAs do not mandate fi nancial au-
dits but are rather focused on performance 
audits, i.e., those involving claims, systems, 
or arrangements with referral sources that 
may implicate the anti-kickback statute 
and Stark law.8

From the perspective of the OIG, it is 
essential that an IRO conduct its reviews 
with both independence and objectivity. 
A standard requirement in an OIG CIA is 
that “[t]he IRO must perform [its] review in 
a professionally independent and objective 
fashion, as appropriate to the nature of the 
engagement, taking into account any other 
business relationships or engagements…” 
Typically, the IRO is obligated to provide 
a certifi cation regarding its professional in-
dependence and objectivity. Further, the 
usual  CIA specifi es that “[i]n the event OIG 
has reason to believe that the IRO…is not 
independent and objective…, the OIG may, 
at its sole discretion, require” the engage-
ment of a new IRO.9

The OIG has stated that an IRO should 
follow “the standards for auditor indepen-
dence set forth in the General Accounting 
Offi ce (GAO), Government Auditing Stan-
dards (2003 Revision).”10 The OIG has indi-
cated that, under these standards, “CIA re-
views would be considered performance au-
dits and IROs would be subject to the inde-
pendence standards set forth in the Yellow 
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Book that relate to performance audits.”11 
In referencing the GAO Yellow Book’s ap-
plicability to IRO independence, the OIG 
has further noted:

When assessing independence, the 
two overarching principles that must 
be considered are that: (i) audit orga-
nizations should not perform man-
agement functions or make manage-
ment decisions; and (ii) audit orga-
nizations should not audit their own 
work or provide non-audit services 
in situations where the non-audit 
services are signifi cant/material to 
the subject matter of the audits.12

THE GAO YELLOW BOOK STANDARDS

The GAO Yellow Book, fi rst issued by the 
Comptroller General of the United States in 
1972, is intended to:

address the unique requirements of gov-
ernmental entities;
establish general standards for both gov-
ernmental and nongovernmental audi-
tors performing audits in accordance 
with GAGAS;
supplement fi eld work and reporting 
standards of the American Institute of 
Certifi ed Public Accountants (AICPA) 
Auditing Standards Board; and
establish fi eld work and reporting stan-
dards for performance audits.13

In July 2007, the GAO issued its fourth 
revision of the Yellow Book standards. 
With respect to performance audits, such 
as those performed by IROs, the new stan-
dards are applicable to those undertaken 
on or after January 1, 2008.14  

The latest edition of the Yellow Book re-
inforces the principles of transparency, ac-
countability, and quality in government 
auditing. There is an increased emphasis 
placed on governing ethical principles, clar-
ifi cation of the impact of performing nonau-
dit services on auditor independence, and 
enhancement of performance audit stan-
dards. In issuing the 2007 edition, Comp-
troller General David M. Walker noted that 

the revision sets forth “changes from the 
2003 revision that reinforce the principles 
of transparency and accountability and pro-
vide the framework for high-quality govern-
ment audits that add value.”15 A summary 
of the key Yellow Book principles that are 
applicable to performance audits undertak-
en by IROs, pursuant to CIAs, follows.

1. Use and Application of GAGAS
Chapter one of the revised Yellow Book 
highlights GAGAS requirements and states 
that they “provide a framework for conduct-
ing high quality government audits and at-
testation engagements with competence, 
integrity, objectivity, and independence.”16

It notes further that “GAGAS contain re-
quirements and guidance dealing with eth-
ics, independence, auditors’ professional 
competence and judgment, quality con-
trol, the performance of fi eld work, and 
reporting.”17 It explains: 

Performance audits are defi ned as 
engagements that provide assurance 
or conclusions based on an evalua-
tion of suffi cient, appropriate evi-
dence against stated criteria, such 
as specifi c requirements, measures, 
or defi ned business practices. Per-
formance audits provide objective 
analysis so that management and 
those charged with governance and 
oversight can use the information 
to improve program performance 
and operations, reduce costs, facili-
tate decision making by parties with 
responsibility to oversee or initiate 
corrective action, and contribute to 
public accountability.18

For performance audits, such as those 
undertaken by IROs, the revised Yellow 
Book indicates that certain other standards 
also may be utilized by reviewers in con-
junction with GAGAS:

International Standards for the Profes-
sional Practice of Internal Auditing;
Guiding Principles for Evaluators;
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The Program Evaluations Standards; and
Standards for Educational and Psycho-
logical Testing.19

2. Ethical Principles
Chapter two of the revised Yellow Book sets 
forth ethical principles to provide a founda-
tion, discipline, and structure for an audit/
review entity in applying GAGAS. It notes 
that “[e]thical principles apply in preserv-
ing auditor independence, taking on only 
work that the auditor is competent to per-
form, performing high-quality work, and 
following the applicable standards cited in 
the audit report.” Further, “[i]ntegrity and 
objectivity are maintained when auditors 
perform their work and make decisions 
that are consistent with the broader inter-
est of those relying on the auditors’ report, 
including the public.”20 The following ethi-
cal principles are specifi ed as guiding the 
work of reviewers and auditors and need 
to be both considered and addressed by an 
organization serving as an IRO:

the public interest;
integrity;
objectivity;
proper use of government information, 
resources, and position; and
professional behavior.21

3. General Standards
Chapter three of the revised Yellow Book 
specifi es general standards applicable to 
performing audits and reviews consistent 
with GAGAS. These standards focus on:

independence of the audit organization 
and individual auditors;
the exercise of professional judgment in 
the performance of work;
the competence of auditors/reviewers; and
quality control and assurance, as well as 
external peer review.22

While all of these factors are critical 
to activities of an IRO, of fundamental 
importance is the concept of “indepen-
dence.” “[T]he audit organization and indi-
vidual auditor…must be free from person-
al, external, and organizational impair-

ments to independence, and must avoid 
the appearance of such impairments to 
independence.”23 The importance of “in-
dependence” is further highlighted:

Auditors and audit organizations 
must maintain independence so 
that their opinions, fi ndings, conclu-
sions, judgments, and recommenda-
tions will be impartial and viewed 
as impartial by objective third par-
ties with knowledge of the relevant 
information. Auditors should avoid 
situations that could lead objective 
third parties with knowledge of the 
relevant information to conclude 
that the auditors are not able to main-
tain independence and thus are not 
capable of exercising objective and 
impartial judgment on all issues as-
sociated with conducting the audit 
and reporting on the work.24

Key challenges to auditor independence 
are personal impairments, external impair-
ments, and organizational independence. 
Critical to assessing “organizational inde-
pendence” is determining whether the au-
dit organization also performs other profes-
sional, or nonaudit, services for the audited 
entity. The Yellow Book advises that:

External audit organizations can 
be presumed to be free from orga-
nizational impairments to indepen-
dence when the audit function is 
organizationally placed outside the 
reporting line of the entity under 
audit and the auditor is not respon-
sible for entity operations.25

The revised Yellow Book sets forth two ba-
sic principles for determining auditor indepen-
dence when assessing the impact of perform-
ing a nonaudit service for an audited entity:

the audit organization must not provide 
nonaudit services that involve perform-
ing management functions or making 
management decisions; and
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the audit organization must not audit its 
own work or provide nonaudit services 
in situations in which the nonaudit ser-
vices are signifi cant or material to the 
subject matter of the audit.26

In the context of these “overarching prin-
ciples,” the OIG has identifi ed certain situa-
tions in which an IRO’s independence might 
be compromised because of its prior rela-
tionship and work for an audited provider:

If the provider were to outsource its 
internal compliance audit function 
to the IRO, either before or after the 
execution of the provider’s CIA, the 
IRO’s independence likely would be 
impaired for purposes of conducting 
the provider’s CIA reviews. This is 
the case because internal audit is a 
management function and the out-
sourcing of the internal compliance 
audit function likely would result 
in the IRO auditing its own work as 
part of the CIA reviews.27

The OIG has stated that the most impor-
tant consideration in assessing IRO indepen-
dence “is whether the IRO is involved in per-
forming a management function or making 
management decisions for the provider.” It 
notes that “if the IRO participates in any form 
of decision-making…the IRO likely would be 
precluded from performing the CIA reviews 
because the IRO is in the position of making 
management decisions for the provider.”28

4. Field Work Standards for   
     Performance Audits
Chapter seven of the revised Yellow Book 
sets forth fi eld work standards and pro-
vides guidance for performance audits con-
ducted. These standards include planning 
the audit, supervising staff, obtaining suf-
fi cient and appropriate evidence, and pre-
paring audit documentation. Critical to es-
tablishing and following these standards 
are the following concepts:

reasonable assurance;
signifi cance; and

audit risk.29

A performance audit, such as an IRO re-
view, must “provide reasonable assurance 
that evidence is suffi cient and appropri-
ate to support the auditors’ fi ndings and 
conclusions.”30 “Signifi cance is defi ned as 
the relative importance of a matter with 
the context in which it is being consid-
ered, including quantitative and qualitative 
factors.”31 Audit risk is “the possibility that 
the auditors’ fi ndings, conclusions, recom-
mendations, or assurance may be improp-
er or incomplete.”32 Thus, the IRO, in plan-
ning and conducting its review, must be 
cognizant of these factors and ensure that 
the review process and fi ndings are in ac-
cord with these principles.

5.  Reporting Standards for 
Performance Audits

Chapter eight of the revised Yellow Book 
sets forth the form of the report, the re-
port contents, report issuance, and dis-
tribution.33 Critical to issuance of an IRO 
report is the presentation of “suffi cient, 
appropriate evidence to support the fi nd-
ings and conclusions in relation to the au-
dit objectives.”34

OBSERVATIONS AND CONCLUSIONS

The OIG has expressly adopted the GAO 
Yellow Book standards as governing IROs. 
Accordingly, the current Yellow Book 
provisions need to be carefully reviewed 
and followed by a health care entity in 
selecting an organization to serve as an 
IRO. Moreover, the Yellow Book stan-
dards need to be recognized and followed 
by an IRO in conducting its activities.

Critical to successful compliance with 
the terms of a CIA with the OIG is ensuring 
that mandated IRO reviews are conducted 
in an independent, objective, and compre-
hensive manner. This is necessary to pro-
vide assurances to the government that a 
health care entity is qualifi ed, capable, and 
competent to continue participating in fed-
eral health care programs. Both the OIG 
and the subject health care entity are reli-
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ant upon an IRO’s commitment and capa-
bility to conduct its reviews in accordance 
with GAGAS. Therefore, the Yellow Book 
standards must be recognized and adhered 
to by the IRO retained by a health care en-
tity subject to an OIG CIA. In light of this, 
any health care entity that is subject to a 
CIA should address the following questions 
when selecting an IRO:

Does a review organization have knowl-
edge of and past experience in applying the 
GAGAS requirements to its audits and re-
views?
Are there any constraints on an organi-
zation’s independence and objectivity in 
conducting OIG-mandated reviews as set 
forth in a CIA, either in terms of past or 
current engagements with the health care 
organization or other industry activities?
Does the audit/review organization have 
the capability, capacity, and compe-
tence to perform the OIG-required per-
formance audits, e.g., claims, systems, or 
arrangements review?
Does the organization have quality control 
and assurance procedures to ensure the re-
liability and integrity of its audits/reviews?
Can the audit/review organization cer-
tify and attest that it has conducted its 
review in accordance with GAGAS, as set 
forth in the revised Yellow Book?35
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