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Editor’s note: Dan Mohan is a partner in the 
Atlanta, Georgia office of the law firm of  
Morris, Manning and Martin, LLP. Mr. 
Mohan is a health care attorney and represents 
hospitals, integrated health care delivery systems, 
and other providers in health care transactional 
and regulatory matters. He routinely counsels 
clients in structuring transactions and business 
relationships in compliance with the federal 
Anti-kickback Statute, Stark Law, and state self-
referral statutes. Dan may be reached by e-mail 
at dmohan@mmmlaw.com or by telephone at 
404/504-7610.

Hospitals and health care systems 
are increasingly using physician 
practice acquisitions and employ-

ment relationships as a primary physician 
alignment strategy. In contrast to the physi-
cian employment wave that took place in 
the 1990s, however, hospitals and health 
care systems appear to be targeting specialists 
for employment. Specialty physician groups 
often compensate their member physicians 
under very unique and complex compen-
sation plans. These specialists frequently 
demand that the hospital system create 
unique compensation methodologies which 
meet the objectives of the newly-employed 
physicians. The purpose of this article is to 
identify key issues and concepts that a hos-
pital system must keep in mind in order to 
structure physician compensation arrange-
ments that remain compliant with the federal 
Stark law.

Legal and compliance issues in physician 

compensation 

A critical question in any physician employ-
ment model is: How will the physicians be 
paid?  A variety of considerations come into 
play in determining whether the system 
will utilize a direct employment model, or 
whether it will create a physician organization 
which meets the “group practice” definition 
under Stark, with the physicians providing 
services as members of or physicians in the 
group practice. The proposed compensation 
method will have a significant impact on the 
system’s choice of employment model. In fact, 
it is not always clear if the employment model 
drives the structure of the compensation 
model; or, if promises made to the physicians 
during the compensation negotiations will 
drive the structure of the employment model.

Choosing the compensation model 

As mentioned above, there are a variety of 
factors that come into play in deciding which 
physician employment model is the best 
“fit” for the hospital system and the physi-
cians. Whether the hospital is for-profit or 
tax-exempt, the size and nature of the group 
of physicians to be employed, whether the 
hospital is located in a strong “corporate prac-
tice of medicine” state, and other factors will 
affect that decision. Physicians’ expectations 
and desires regarding their compensation will 
also be a significant factor, if not the most 
significant factor, in dictating the preferred 
physician employment model.
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Any type of employment arrangement with 
a referring physician will create a “financial 
relationship” between the hospital system and 
the physician. The employment relationship 
will therefore implicate the Stark law. The 
hospital system must structure the relation-
ship with the physicians as either (1) an 
employment relationship which meets all of 
the criteria of the “bona fide employment 
relationships” exception, and pay compensa-
tion in a manner that meets all of the criteria 
applicable to compensation under that 
exception; or, (2) the system must create a 
“physician organization” that meets all of 
the criteria of the “group practice” definition 
under the Stark law, including the criteria 
that address the payment of compensation to 
physicians in the group practice.

In Phase I of the Stark II Regulations released 
in 2001, the Centers for Medicare and 
Medicaid Services (CMS) set out “general 
principles” that “govern the application of the 
statute to the manner in which physicians are 
paid.”  Among the “general principles” listed 
by CMS were:
1. A “referral” does not include “designated 

health services” (DHS) under the Stark 
law that are personally performed by the 
physician.

2. With regard to group practices, the law 
protects “bona fide group practices,” and 
not “loose confederations of physicians who 
come together as a ‘group’ substantially in 
order to capture profits of DHS” under the 
in-office ancillary services exception.

3. The physician compensation provisions 
for group practices under Stark affect only 
the distribution of revenues derived from 
DHS.

4. Physicians may be paid in a manner that 
directly correlates to their own personal 
labor.
o “Productivity” refers to the “quantity and 

intensity” of the physician’s own work.

o “Incident to” services may be included 
in a physician’s productivity only if 
the physician is a “member” of a bona 
fide group practice and the physician 
personally performed an initial service 
related to the “incident to” service and 
remains actively involved in the course 
of treatment. Physicians would not 
receive credit toward productivity if 
they are only assigned to supervise the 
“incident to” services and bill for them.

5. Members of a group practice may receive 
shares of the “overall profits” of the group, 
which may include revenue derived from 
DHS, so long as those shares do not 
directly correlate to or reflect the volume 
or value of referrals for DHS performed 
by someone else in the group.1

In Phase II and Phase III of the Stark regula-
tions, CMS re-emphasized the “flexibility” 
afforded to group practices in compensating 
physicians in the group. In the Phase II 
regulations, CMS stated that the 

 “...statute permits a group practice to divide 
revenues among physicians in ways that are 
very different from the ways other DHS 
entities are permitted to share revenues with 
employed or independent contractor physi-
cians. The statute recognizes the difference 
between physicians in a group dividing 
income derived from their own joint prac-
tice, and a hospital (or other entity) paying 
a physician employee or contractor who 
generates substantial income for the facility 
that would not ordinarily be available to a 
physician group.”2  

In the Phase III regulations, CMS simply 
stated that the “Act allows group practices 
more flexibility in compensating physicians 
. . .”3  Thus, CMS has made it clear that the 
Stark law, by statute, affords group practices 
a much greater degree of flexibility in 

structuring compensation relationships with 
physicians in the “group.”

Compensation under an employment model

If a hospital system decides to utilize a “pure 
employment” model for employing its physi-
cians, the employment relationship must 
meet all of the criteria of the “bona fide 
employment relationships” exception under 
Stark.4  With respect to compensation, the 
criteria of that exception are as follows:
n The amount of the “remuneration” under 

the employment is (1) consistent with 
the fair market value of the services, and 
(2) except with regard to productivity  
bonuses, is not determined in a manner 
that takes into account (directly or indi-
rectly) the volume or value of any referrals 
by the referring physician.

n The remuneration is provided under an 
agreement that would be “commercially 
reasonable” even if no referrals were made 
to the employer.

n The compensation formula may provide 
for the payment of a “productivity bonus,” 
provided that the “productivity bonus” is 
based solely on services performed person-
ally by the physician.

CMS has provided very little commentary 
or guidance with regard to the “fair market 
value” and the “commercial reasonableness” 
criteria of this exception. As a matter of 
practice, hospital systems have relied on fair 
market value appraisals prepared by apprais-
ers with substantial experience in valuing 
physician compensation arrangements. The 
valuation expert will typically develop a range 
of fair market value compensation, based on 
the specialty of the physician, using a variety 
of available physician compensation surveys. 
The hospital system will then structure a 
compensation arrangement under which 
compensation paid to the physician will fall 

Continued on page 7



February 2009

6



Health Care Compliance Association  •  888-580-8373  •  www.hcca-info.org
February 2009

7

Continued on page 9

Regulatory compliance issues in physician compensation arrangements      ...continued from page 5

within the fair market value range. 

If the compensation arrangement consists of a 
base salary, with perhaps an opportunity for a 
fixed or objectively determinable bonus, then 
the analysis is relatively straightforward. If, 
however, the compensation is based, in whole 
or in part, on a productivity formula, then 
the analysis becomes a bit more complicated. 
In such a case, the appraiser may perform 
an analysis using projections of possible 
compensation paid under the proposed 
productivity formula; the projections are 
based on historical performance of the physi-
cian and assumptions of different levels of 
performance in the future. The appraiser will 
then determine if the compensation that may 
be paid under the formula, assuming various 
levels of productivity, will remain within a fair 
market value range. In arrangements where 
compensation is based, in whole or in part, 
on a productivity formula, it may be advisable 
to incorporate a “hard cap” on compensation 
paid under the agreement, or at least an “out” 
for the system in the event compensation 
exceeds fair market value, to ensure that 
compensation at all times remains within a 
fair market value range and the arrangement 
otherwise complies with the Stark exception. 

In addition to the requirement that the 
amount of compensation paid under the 
employment must be consistent with the fair 
market value of the services, keep in mind 
that the “bona fide employment relation-
ship” exception also includes a separate 
requirement that the remuneration must 
remain “commercially reasonable, even if no 
referrals were made to the employer.”  This 
“commercial reasonableness” requirement is 
a separate requirement from the fair market 
value compensation requirement, and is often 
overlooked in analyzing proposed compensa-
tion arrangements for compliance with the 
Stark exception. CMS has provided virtually 

no guidance to the industry as to how this 
criterion should be applied in practice.

The “commercial reasonableness” require-
ment is a more subjective criterion. The key 
question in analyzing compliance with this 
criterion is to determine whether it appears 
that the physician’s compensation may exceed 
that which is “reasonable;” (i.e., whether the 
compensation exceeds that which a prudent 
business person would pay the physician, 
given the nature and type of work performed 
by the physician and the productivity of that 
physician). If it appears that the physician is 
being overcompensated given his or her effort 
and productivity, then the implication is that 
the physician is being compensated based 
on “other” revenue that he/she generates 
for the hospital. This, of course, would raise 
significant issues under the Stark law.

One way of analyzing compliance with this 
requirement could be deemed the “physician 
practice management company (PPMC) test.”  
Under this test, the hospital system would 
assume the role of a PPMC that had pur-
chased the assets of the practice and, directly 
or indirectly, employed the physicians. Under 
this model, of course, physicians were not 
in a position to, and in fact did not, refer 
patients to the PPMC for services. Therefore, 
the analysis of the “reasonableness” of the 
compensation to be paid to the physician was 
based solely and strictly on the physician’s 
personal professional services, and on the 
“value” that he or she added to the physician 
organization by virtue of the performance of 
professional medical services.

Finally, a note about “personal productivity 
bonuses” that may be paid consistent with the 
“bona fide employment relationships” excep-
tion. This exception permits the payment of 
“productivity bonuses” to employed physicians 
provided that the bonuses are based strictly on 

services that are personally performed by the 
physicians. Therefore, the physician may not 
receive “credit” for “incident to” services (unless 
he/she performed the initial service and remains 
actively involved in the treatment), or for any 
other services that are not personally performed 
by the physician. The physician may receive 
“credit,” however, for labor in the provision of 
DHS, so long as the physician has personally 
performed the DHS.

Group practice model

As we mentioned above, CMS has clearly 
and consistently stated that a physician 
organization that meets the definition of a 
“group practice” under Stark possesses much 
more flexibility in structuring compensation 
arrangements with physicians in the group. 
The statute and the regulations are clear that 
the group may distribute “profits” of the group 
to its member physicians, provided that:
n The method or formula of distribution is 

determined before the receipt of payment 
for services that give  rise to the overhead 
expense or production of income (i.e., 
the compensation formula must be set in 
advance, before any revenue is collected or 
before the start of the fiscal year), and 

n The manner of calculating the shares of the 
overall profits to be distributed to members 
of the group is not determined in any man-
ner that directly relates to the volume or 
value of referrals of DHS by the physician.

CMS has also made it clear that the group 
may also pay physicians in the group 
compensation which includes a “productivity 
bonus”; and, that the productivity bonus may 
be based on services personally performed by 
the physician, as well as “incident to” services, 
as long as the physician personally performed 
the initial service related to the “incident to” 
and remains active in the patient’s treatment.
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Thus, CMS has plainly stated that a group 
practice may distribute “profits” of the group 
to its member physicians, so long as the 
distribution methodology does not directly 
correlate to or reflect the volume or value of 
referrals of DHS by the physicians within the 
group. CMS has given several examples of 
distribution methodologies which it believes 
are permissible “indirect” means of distribut-
ing profits of the group, including:
n A per capita distribution of overall profits
n The distribution of DHS revenues pursu-

ant to a formula that reflects the distribu-
tion of revenues attributable to services 
that are not DHS (such as professional 
services); or

n If the DHS revenues of the group are less 
than 5% of the overall revenues of the group, 
then any methodology is permissible, so long 
as no single physician in the group derives 
more than 5% of his or her overall compen-
sation from distributions of DHS revenue.5

CMS emphasized that the above methods 
provide “absolute assurance” that distribu-
tions are not directly related to referrals, but 
that the list is not exhaustive, and that groups 
are free to devise other formulas so long as 
they are “reasonable, objectively verifiable, 
and indirectly related to referrals.”6

CMS also stated that distributions of profits may 
be made among the physicians in the group, as 
a whole, or in any “component” of the group 
practice which consists of at least five physicians. 
In the Phase II Commentary to the Stark Regula-
tions, CMS confirmed that any component or 
subdivision of the group was permissible, so long 
as it consisted of at least five physicians.

Conclusion

There are advantages and disadvantages to utiliz-
ing either the employment model or the group 
practice model with respect to the structure of 
physician compensation arrangements.

Under the employment model:
n The hospital system will not need to create 

and maintain a physician organization that 
meets the definition of a “group practice” 
under Stark.

n The limitations on compensation under the 
criteria of the “bona fide employment rela-
tionships” exception will necessarily limit 
the range of compensation models, which 
would generally result in simpler compensa-
tion plans that are easier to administer.

n Despite these limitations, however, the op-
portunity to include a productivity-based 
component to the compensation model, 
based on the physician’s personally performed 
services, should allow the system to build 
“incentives” into the compensation model to 
encourage hard work and productivity.

From a regulatory compliance standpoint, 
however, the health care system must be 
mindful that compensation to be paid to the 
employed physicians must at all times remain 
within the range of fair market value compen-
sation for the physician, as determined by a 
fair market value appraisal. In addition, the 
system must constantly evaluate the compen-
sation methodology, and the compensation 
actually paid to the physicians under the 
formula, to ensure that the compensation is 
“commercially reasonable,” even if the physi-
cians were making no referrals to the system’s 
hospitals and other health care facilities.

Under a group practice model:
n The system will have considerably more 

flexibility in structuring physician com-
pensation formulas. 

n The system may “pool” funds generated by 
physicians working within the “group” and 
may distribute those revenues based on a va-
riety of formulas, provided that the formula 
does not directly correlate to or reflect the 
volume or value of referrals by the physicians 
in the group of patients for DHS. 

CMS has provided examples of acceptable 
distribution methods, but has made it clear 
that the list is not exhaustive, and that 
systems are free to devise other types of 
methods, so long as the method does not 
directly relate to or reflect the volume or value 
of referrals. In addition, CMS has afforded 
hospital systems the flexibility to create 
“components” within the group practice, 
perhaps based on specialty or office location, 
and applying the formula to a “component” 
of the practice for compensation purposes, so 
long as the “component” consists of at least 
five physicians.

In order to avail itself of the flexibility afforded 
within a group practice model, however, the 
health care system must form a physician 
organization, and that physician organization 
must at all times meet all of the criteria of the 
definition of a “group practice” under the Stark 
law. If at any time the physician organization 
does not meet the definition of a “group 
practice,” then the compensation arrangements 
between the group practice and the physicians 
would immediately fall out of compliance 
with the Stark law. In addition, to the extent 
that the group practice is providing DHS as 
in-office ancillary services of the group and 
revenue generated from this DHS is included 
in the “pool” of revenue that is distributed to 
the physicians, then the group must also meet 
all of the criteria of the “in-office ancillary 
services” exception under the Stark law.

In short, the flexibility afforded to a hospital 
system in structuring compensation arrange-
ments with employed physicians under a 
group practice model comes with a price—a 
significantly higher regulatory compliance 
burden. n

1 Stark Phase I Regulations, 66 Fed. Reg. pp. 875-876.
2 Stark Phase II Regulations, 69 Fed. Reg. p. 16066.
3 Stark Phase III Regulations, 72 Fed. Reg. pp. 51021-51022.
4 42 CFR § 411.357(c).
5 42 CFR § 411.352(i)(2).
6 “Phase I” Regulations, 66 Fed. Reg. pp. 909-910.

Regulatory compliance issues in physician compensation arrangements      ...continued from page 7
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Editor’s note: Joanna Conder is a Senior Associ-
ate at Strategic Management in Alexandria, VA. 
She may be contacted by e-mail at jconder@
strategicm.com or by phone at 703/683-9600, 
ext 416.

The Emergency Medical Treatment 
and Active Labor Act (EMTALA) has 
always been considered a high risk 

area by the Department of Health and Human 
Services (DHHS) Office of Inspector General 
(OIG) that should be subject to ongoing 
auditing and monitoring. The Centers for 
Medicare and Medicaid Services (CMS) has 
also expressed great concern about this risk 
area. However, regulatory and legal EMTALA 
enforcement actions have been limited. This 
may soon be coming to an end. OIG is 
increasing its enforcement focus on EMTALA 
and CMS is clarifying areas of the law that 
have been causing confusion. EMTALA is 
back on the government’s radar. This renewed 
interest in the subject warrants hospitals and 
compliance officers to revisit their policies and 
procedures related to EMTALA. 

Background

EMTALA was enacted in 1986 and has been 
popularly known as the patient antidumping 
statute. Its stated purpose is to ensure emer-
gency care is available to everyone, without 
regard to a person’s ability to pay.1 It imposes 
a legal obligation on hospitals that participate 
in Medicare and operate an Emergency 
department (ED) to provide appropriate 
medical screening and stabilization care to 
persons who present themselves to the ED, 
before transferring them to another hospital 
or sending them back home. Violations of 

EMTALA may result in monetary penalties 
of not more than $50,000 (or not more than 
$25,000 in the case of a hospital with less 
than 100 beds) for each violation. 

EMTALA has been lacking proper enforce-
ment, in part as a result of poor data 
collection of EMTALA cases.2 The DHHS 
does not maintain a centralized, updated 
database of EMTALA complaints or viola-
tions. One study estimated that 250,000 
acts of patient dumping occur annually.3 
However, government enforcement efforts 
only detected patient dumping, on average, in 
approximately 0.01% of transfers.4  Further-
more, poor enforcement has been reflected 
by the limited number of EMTALA court 
cases. In addition, case law shows the lack 
of uniformity among the courts interpreting 
EMTALA. These inconsistent court opinions 
limit the statute’s effectiveness. Finally, CMS 
has taken direct termination actions against 
only few hospitals. 

New compliance environment

All of this suggests a renewed interest in 
EMTALA. OIG has included a review of 
EMTALA compliance in its 2009  Work 
Plan. They plan to review CMS oversight 
of hospital compliance with EMTALA and 
identify regional variations of EMTALA 
complaints and cases referred to states. The 
review will focus on CMS systems of tracking 
complaints and determine whether peer 
reviews had been conducted before CMS 
decided to terminate providers who violated  
EMTALA. OIG reviews will definitely 
heighten CMS’ interest in the subject and 
may lead to increased enforcement activities.

Furthermore, a growing number of experts 
are calling to shift the burden of proof for 
violations from the government to hospitals.5  
Under this approach, once a patient estab-
lishes a case that EMTALA requirements were 
violated, the hospital would have to prove 
that it is otherwise. If courts were to rule 
under this approach, it would likely increase 
enforcement of EMTALA. 

While all this is occurring, CMS has recog-
nized that some EMTALA requirements may 
be causing an unnecessary burden on certain 
hospitals. The Inpatient Prospective Payment 
System (IPPS) final rule was published in the 
Federal Register in August 2008 and applies 
to discharges on or after October 1, 2008.6 
The rule updates Medicare payments for 
fiscal year (FY) 2009 and provides regula-
tory guidelines for inpatient hospitals. Two 
important policy changes in the IPPS final 
rule may affect hospitals’ operations and their 
compliance activities as related to hospital 
emergency services. 

EMTALA requirements regarding hospital 
inpatients 
In the 2003 stand-alone final rule on 
EMTALA, CMS determined that a hospital’s 
obligation under EMTALA ends when that 
hospital, in good faith, admits an individual 
with an unstable emergency medical condi-
tion.7 This provision clearly narrowed a 
hospital’s duties under EMTALA, but did 
not address the question whether inpatient 
admission at one hospital ends EMTALA 
obligations for another hospital when an 
unstabilized patient is transferred. In the 
IPPS proposed rule, CMS suggests that 
EMTALA should apply to a hospital when 
an inpatient in need of specialized care (who 
presented to the admitting hospital under 
EMTALA) is being transferred to stabilize 

EMTALA today  
as a high-risk 

compliance area 
By Joanna Conder, MPP

Continued on page 12
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an emergency condition. This received many 
negative comments from the industry, for 
example:
n A change in policy is unnecessary as it is 

unlikely for a hospital to knowingly admit 
an individual with an unstabilized condi-
tion while it does not have capabilities to 
stabilize the condition. 

n Hospitals with specialized capabilities will 
see an increase in the number of transfers, 
because the policy would encourage other 
hospitals to dump patients on them. 

n The policy would have negative impact on 
patient care. For example, a hospital may 
decide to transfer a patient whose condi-
tion deteriorated following admission. 

In response to these concerns, CMS clarified 
the language in the IPPS final rule to say that 

 “… once an individual is admitted in good 
faith by the admitting hospital, the admit-
ting hospital has satisfied its EMTALA 
obligation with respect to that individual 
even if the individual remains un-stabilized 
and a hospital with specialized capabilities 
does not have an EMTALA obligation 
to accept an appropriate transfer of that 
individual.”

During the commentary period to the 
proposed rule, hospitals with specialized 
capabilities were concerned that they might 
be overburdened with the number of transfers 
they would receive. The IPPS final rule seems 
to mitigate these concerns to some extent. 
Nevertheless, there is a possibility that now, 
while seeking emergency care, more patients 
will go straight to tertiary hospitals, such as 
large medical centers, knowing that another 
hospital that lacks  the necessary capabilities 
may admit them, not be able to stabilize 
them, and then eventually transfer them to a 
specialized hospital.

Physician on-call requirements
EMTALA requires hospitals to keep a list 
of physicians who are on call to provide 
stabilizing treatment. If a physician on the 
list is called by a hospital and either fails to or 
refuses to appear within a reasonable period 
of time, EMTALA may be violated. CMS 
has recognized that many hospitals struggle 
to provide specialized on-call coverage, due 
to physician shortages. The IPPS final rule 
provides hospitals with a more flexible way 
to comply with the on-call list requirement. 
Hospitals can now decide to participate in 
community/regional on-call plans and desig-
nate a specific hospital in a region as the on-
call facility for a specific time period and/or 
for a specific service. If an individual arrives 
at a hospital other than the designated on-call 
facility and the individual cannot be stabilized 
by the hospital’s ER staff and requires the 
services of an on-call specialist, the individual 
may be transferred to the designated on-call 
facility. Importantly, a hospital that is not des-
ignated as an on-call facility on a particular 
day still has obligations under EMTALA 
to provide appropriate medical screening 
and stabilization care before transferring the 
patient to another hospital. 

To ensure compliance, participating hospitals 
must include the following elements in the 
community on-call plan:
n Clear description of on-call coverage 

responsibilities for each hospital;
n Definition of the specific geographic area 

to which the plan applies;
n Signatures of an appropriate representa-

tives of each hospital participating in the 
plan;

n Assurance that any local and regional 
emergency medical service (EMS) system 
protocol includes information on com-
munity on-call arrangements;

n Statement specifying that even if an 
individual arrives at a hospital that is not 

designated as the on-call hospital, that 
hospital still has an EMTALA obligation 
to provide a medical screening and stabi-
lizing treatment within its capabilities; 

n Statement specifying that all participating 
hospitals must operate according to the 
EMTALA regulations governing transfers; 
and

n Annual reassessment of the community 
on-call plan by the participating hospitals.

Recommendations

Following are a number of actions that hospi-
tals and compliance officers should be taking 
in response to this changing EMTALA com-
pliance environment. 
1. Hospitals participating in the community 

on-call plan should ensure they have writ-
ten policies and procedures that address 
various on-call situations, such as when 
on-call physicians are unable to respond 
to the call due to situations beyond their 
control or when they have simultaneous 
on-call duties. 

2. The community on-call arrangement may 
disproportionately designate most of the 
specialized on-call services to one facility. 
Therefore, while entering into on-call 
arrangements, hospitals with specialized 
capabilities need to carefully assess how 
many specialty on-call services they will 
be able to provide to other participat-
ing hospitals. Specifically, they need to 
analyze how additional transfers will affect 
their day-to-day operations in terms of 
physical space, medical and non-medical 
resources, costs, and revenue cycle. 

3. Hospitals should consistently apply the 
same facility standards to individuals who 
arrive at the ED.

4. Hospitals that operate an ED should 
ensure that an individual who arrives at 
the ED is appropriately evaluated and if 
it does not have the capability to provide 
appropriate care, the hospital should 

EMTALA today as a high-risk compliance area     ...continued from page 11
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transfer, rather than admit, the individual. This assessment may be dif-
ficult for hospitals with insufficient or inadequate resources. 

5. Hospitals should have policies and procedures in place to ensure that a 
person with an unstabilized condition is not knowingly admitted to the 
hospital. 

6. Hospitals need to ensure that their staff has extensive knowledge of and 
training on the EMTALA requirements. 

Conclusion

With the renewed government interest in EMTALA, hospitals should 
ensure that they have an effective compliance system that can track and 
evaluate any potential violations of the EMTALA regulations. Further, 
compliance officers should consider increasing the priority for ongoing 
auditing and monitoring of EMTALA issues. 

1 42 U.S.C. §1395dd. Congress enacted EMTALA under section 9121 of the Consolidated Omnibus Budget Reconcili-
ation Act of 1985 (COBRA), Public Law No. 99-272, 100 Stat. 164-167, available at: http://www.medlaw.com/statute.
htm

2 Thomas A. Gionis, Carlos A. Camargo, Jr, Anthony S. Zito, Jr., The Intentional Tort of Patient Dumping: A New 
State Cause of Action to Address the Shortcomings of the Federal Emergency Medical Treatment and Active Labor Act 
(EMTALA), American University Law Review, Vol. 52, 173, 2002, p. 196

3 Id., p. 195
4 Id., p. 199
5 Dana E. Schaffner, EMTALA: All Bark and No Bite, University of Illinois Law Review, Vol. 2005, No. 4, p. 1040
6 Changes to the Hospital Inpatient Prospective Payment Systems and Fiscal Year 2009, 73 Fed. Reg. 161, 48434-49084 

(Aug. 19, 2008)
7 Medicare-participating hospitals treating individuals with emergency medical conditions, 68 Fed. Reg. 174, 53221, 53243 

(Sept.9, 2003)

New procedure for
the CEU Quiz
The CEU quiz will no longer be mailed 
to you in the envelope with each issue 
of Compliance Today. To take the quiz, 
please go to www. hcca-info.org/quiz 
and print a copy. You will still need to 
mail or FAX the quiz to Liz Hergert to 
obtain credit. You will still have one year 
after the publication date to submit each 
quiz. An archive of current quizzes is 
available online. We are planning to put 
the quiz online in the future, so you will 
be able to take the quiz online to get 
your results and credits faster.  
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Editor’s note: This interview with D. Ryan 
Whitehill was conducted in late November 
2008 by Shawn DeGroot, a member of the 
HCCA Board of Directors. Shawn may be 
reached by e-mail at sdegroot1@rcrh.org.

Ryan Whitehill may be reached by e-mail at 
ryan.whitehill@tenethealth.com.

SD: Please tell our readers about your 
background. 
RW: I initially got into the training and 
education field a little over 10 years ago with a 
large telecommunications company in Missouri. 
I was a technical trainer who taught customer 
service and sales representatives. It was high 
volume, high energy, and a great way to learn 
about organizational structure, implementa-
tion, and to shape my presentation style. After 
several years of traveling and moving with the 
company, I moved into health care after being 
recruited by a large health insurance company 
in Houston, Texas. A lot of high energy, fresh 
ideas, and some great implementation results led 
me from Houston to Ft. Lauderdale, Florida, 
where I continued my work in health insur-
ance. I joined Tenet Healthcare in Dallas, Texas 
four years ago as Manager of the Ethics and 
Compliance Training program.

SD: Tell us about ethics and compliance 
training with Tenet Healthcare.
RW: Being such a large organization, 

training with Tenet is big business. In the 
second year of our Corporate Integrity 
Agreement (CIA), we trained 87,815 employees 
and contractors, provided just under 325,000 
hours of CIA-required training, and achieved an 
overall completion rate of 99.92%. Our team 
and our structure are what make this possible. 

SD: Tell me more about your compliance 
structure.
RW: Whether the topic is training 
or overseeing quality of care and billing 
compliance issues, we are poised for action 
and results. Overall, we have 76 members in 
our department who are solely devoted to 
ethics and compliance at Tenet. Fifty-one of 
those members are onsite hospital compli-
ance officers (HCOs) who are responsible for 
implementing policies and procedures and 
managing the compliance programs in their 
respective hospitals. Our entire structure 
reports directly to Audrey Andrews, our 
Chief Compliance Officer, who reports to the 
Quality, Compliance and Ethics Committee 
of the Tenet Healthcare Board of Directors. 
This structure ensures our true independence.

SD: What types of training do you provide?
RW: General ethics and compliance 
training, billing and reimbursement training, 
coding training, cost report training, clinical 
quality training, focus arrangements training, 
and privacy and security training are main 

areas of focus that we provide annually, but 
we also stay on top of any new regulatory 
changes like the Deficit Reduction Act and 
California’s SB 541 and AB 211.

SD: Is the Tenet Healthcare compliance 
training program comprised of live and 
computer-based training?
RW: The vast majority of our training is 
provided live by members of our team, but 
we also use computer-based training for more 
specialized topics. Live training is the only 
way to go if you really want to effectively 
sell your program, implement concepts, 
change culture, and have an overall effective 
compliance program. We find that it’s more 
meaningful, better received, and you get way 
more bang for your buck.

featurearticle
Meet D. Ryan Whitehill, CHC 

Manager, Ethics & Compliance Training, Ethics & Compliance 
Department at Tenet Healthcare Corporation
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SD: How do you implement and deliver 
such a large program?
RW: The first step is to know the scope of 
the project. Because our Corporate Integrity 
Agreement encompasses such a large number 
of people (63,000 employees, 20,000 con-
tractors, 24,000 physicians), we have to use 
technology to its fullest. The great thing is 
that, with a little out-of-the-box thinking, we 
are able to use our current human resources/
payroll, contractor management, and learning 
management systems to accomplish this task. 
By making a few changes to our current 
systems, we were able to code more than 
80,000 covered persons by their job duties 
for both live and computer-based training 
assignments. This gives us a GPS-like ability 
to track an individual person and our overall 
progress at any given time. 
 The second step is to partner with our 
corporate, regional, and hospital-based com-
pliance committees, human resources teams, 
clinical education teams, and operations 
teams to keep everyone informed and cre-
ate a schedule of events that doesn’t impact 
the quality of care or routine operations our 
hospitals provide while we are achieving our 
annual training goals. 
 The third step is to “go for the gold” and 
make our program meaningful. We customize 
our different programs by understanding who 
and what level of person is in the audience and 
what it takes for a person to grasp a concept. 
We use lots of audience interaction, both 
video and streaming video, stay on top of pop 
culture, and use some edgy, attention-getting 
material to drive our points home. In the 
second year of our CIA, we provided more 
than 3,350 hours of Continuing Medical 
Education credit to our excepted physicians for 
compliance training. We’ve even started testing 
the ability of our users to download some of 
our training videos to their iPods. In today’s 
age of marketing bliss, your program has to 
be as stimulating and attention-getting as the 

main stream media. When a nurse walks out 
of one of our sessions and says, “That was the 
coolest compliance training I’ve ever seen,” I 
know we’ve done a good job. 

SD: Conceptually, was the program 
self-developed or was a consultant hired to 
develop the program?
RW: The great thing about Tenet is that 
we have the ability, the talent, the resources, 
and the people to develop our own program. 
We’re not only constantly cascading informa-
tion and ideas both up and down through 
our department, but with other departments 
within the organization. We heavily rely 
on the information provided to us by our 
independent review organizations to develop 
our work plans and also connect with our 
peers in other organizations to keep on top of 
our game. It’s exciting to see how our entire 
organization has evolved over the past four 
years, and it’s a thrill to be a part of it.

SD: How do you obtain “buy-in” for par-
ticipation in your training program?
RW: We’re not only working to meet the 
obligations of our CIA and restore the trust 
of federal health care programs, but we’re 
creating a culture of compliance at Tenet. We 
feel that the primary way to obtain buy-in 
is to ensure that our content is fresh and 
relevant to our employees. We also have great 
support from our senior leadership, including 
our CEO and the Tenet board of directors, 
all of whom lead the way in participating in 
training. In addition, we make it clear that 
training is not an option. We suspend and 
terminate anyone who does not meet required 
training obligations. It’s just that simple.

SD: Tell me about Tenet’s “Compliance 
U.” Was it reviewed and approved by the 
board of directors?
RW: Our HCO position is an extremely 
challenging position in the hospital. As 

members of our team, our 51 HCOs have 
multiple roles to play, responsibilities to 
oversee, and duties to complete. As you 
can imagine, there is a lot to learn, so we 
developed Tenet’s “Ethics & Compliance 
University” or “Compliance U” for our 
new and existing HCOs. In essence, it’s a 
roadmap for success. For our new HCOs, 
it’s a formalized orientation where, over the 
course of several months, they complete a 
series of self-study tasks as well as work with 
their regional compliance directors, peers 
in the field, and members of our Corporate 
Ethics & Compliance team to quickly get 
up to speed. For our existing HCOs, it’s 
a series of educational tools to ensure our 
team has the knowledge and tools they need 
to succeed, as well as ensuring our work is 
consistent throughout the organization. Our 
chief compliance officer reviewed Compliance 
U with the Quality, Compliance and Ethics 
Committee of our board, and they fully 
support it. We have an exceptional board that 
is very focused on ensuring that we have an 
effective compliance program. 

SD: So what’s next?
RW: (Laughs) All I can say is that it’s been 
a great ride thus far, and it only gets better 
from here! n
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Hope for 
Compliance? The 
personal dynamics 
of compliance work

By Michael Paul, CGFM, CHC

Editor’s note: Michael Paul is the Senior 
Manager of Payor Compliance for the Public 
Provider Reimbursement Unit of the University 
of Massachusetts Medical School division, Com-
monwealth Medicine in Worcester. The Public 
Provider Reimbursement Unit does medical 
billing and reimbursement management for 
public health and human services facilities and 
programs in Massachusetts. He may be reached 
at michael.paul@umassmed.edu.

Compliance managers all face various 
challenges in their daily jobs, from 
maintaining a compliance program, 

to impressing upon people the need for an 
ethical culture, to keeping up with the latest 
regulations. But, one of the hardest things of 
all is helping people to have enthusiasm for 
compliance. In many jobs, the only person who 
needs enthusiasm is the one doing the job; in 
compliance, the whole organization really needs 
to buy into compliance, and if they can do it 
with enthusiasm, success is much more likely. 
In a lot of organizations, however, the attitude 
of most people is anything but enthusiastic. 
Some will humor the compliance manager and 
go along with the training and procedures, as 
long as they are frequently reminded. If we are 
lucky, compliance managers will get most of the 
people “on board” enough to accept compliance 
as a necessary thing to avoid penalties in an age 
fraught with complicated legal risks, because 
they understand that to protect the healthcare 

organization’s governmental revenues and guard 
against penalties, a culture of compliance is nec-
essary to survival. But enthusiasm?

The great culture-divide

Often the difficulties in managing a compliance 
effort stem from a culture-divide that exists 
between managers and their staff. As much as 
we like to think that our ideas as managers and 
directors are embraced by the whole organiza-
tion, there is more often than not a difference 
in perspective that depends on job status. I call 
it the “front room-back room phenomenon.” 
Managers develop policies and present them to 
workers. The managers talk the talk, workers 
nod their heads and smile agreeably. Afterwards, 
the managers all feel self-assured and say how 
well they thought the meeting went. The 
workers meanwhile, when they are alone and 
back at their stations, slide right back into 
doing things they way they always did, perhaps 
complaining about their jobs, and usually saying 
that management has no clue about how things 
really work. Little communication has taken 
place and things don’t really change. 

I think this lack of connection derives from a 
fundamental difference in what makes execu-
tives who they are, and what makes workers, 
workers.  Executives often get in the positions 
they hold by sacrificing personal time to study 
and attain advanced degrees and by working long 
hours. Their life-priority (at least judging by the 
way they spend their time) is work and success. 
Workers, on the other hand, work because they 
have to in order to live, and to a certain degree, 
merely tolerate their jobs rather than relish them. 
Their priority is not work, it is the rest of their 
life—family, friends, sports, hobbies, etc.  They 
do their jobs, and often do a good job at them, 
but when the clock says it’s time to go home, they 
have no hesitation whatsoever about leaving. At 
the risk of generalizing, I would say that people 
are more important to the average worker than 
money, careers, and success. 

Although these patterns do not universally 
apply, they are prevalent enough that it creates 
a gulf between management and workers. Thus 
executives view workers as having values that are 
not beneficial to the organization, and therefore 
need to be guarded against and controlled and 
managed. Workers view execs as humorless, 
money-grubbing, self-absorbed individuals 
who don’t have the best interest of the workers 
at heart. This creates a huge cultural difference 
between the two groups, which is the stuff of 
movies, comic strips, sit-coms, and water-cooler 
jokes everywhere. But this is not really the topic 
of this article; rather, it is meant to describe 
the backdrop of the set in which the work of 
compliance is played out. The real question 
comes out of this backdrop, and that is: How 
can people, both workers and executives, have a 
higher vision of their work so they can be moti-
vated to embrace the ethics that the compliance 
officer is trying to instill in both? The answer, I 
believe, lies in the dynamics of hope.

The compliance challenges faced by workers 

Why is hope important? Let’s look at the area 
of medical billing and reimbursement as an 
example. Between all the various insurance plans 
and contracts, both private and governmental, 
there are more rules that describe what is covered, 
what is not, and how to bill for it than the IRS 
tax office ever dreamed of having. I try to explain 
this to non-billers this way: When you buy a 
$50 pair of shoes from a catalogue, you get a bill 
for $50 and you pay the company $50. When 
you buy $50 of medical services, your insurance 
company gets a bill for $385, the insurance pays 
$25, your wife’s insurance gets a bill for $210 
and pays $15, and you get a bill that you pay 
for $10, for a total of $50. The patient in the 
next examining room who got the same services 
may pay —after all the insurance payments and 
his own are totaled—$60, $45 or some other 
amount.  The billers who work in the back room 
at the health center have the mind-boggling job 
of trying to keep all this straight. 

101 COMPLIANCECOMPLIANCE
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Meanwhile, the rules keep changing. Every 
month I get dozens of e-mails from Medicare 
and Medicaid with changes to coverage, 
changes to cost-reporting rules, changes to 
billing protocols, and changes to computer 
systems that handle all this stuff. The billing 
people have to keep up with all these changes. 
To help them keep on top of all this, computer 
software companies have to regularly update 
their medical billing modules, test them, and 
release them. IT staff at healthcare providers 
must then install the upgrades, retest them, 
and then train billing staff in the changes. And 
of course, not everything in software always 
works the way it is supposed to, and the billing 
staff have to catch and fix the errors that often 
occur before the bills go out. 

As good a job as they do, most of the time 
some of the bills will still go out with 
uncaught errors and get denied. These denials 
have to be researched, fixed, resubmitted, and 
sometimes are denied a second or third time 
before they finally get paid. Often there is 
incomplete information—out of date insur-
ance cards, a missing code here or there, a 
wrong date of birth—that has to be corrected 
as well. Insurers have claim filing deadlines, 
and so sometimes it may just be too late and 
the money is lost altogether. In order to get 
the full $50 for a $50 service, clinical, admis-
sions and billing staff have to do everything 
right and do it like clockwork every time. 

People working in this environment may unfor-
tunately have a discouraged attitude at times, and 
might even eventually compromise their ideals of 
doing everything perfectly. Instead, they just do 
what they have to, to get through the day until 
quitting time, hoping they didn’t lose too much 
money for their healthcare provider. 

It is into this environment that the compliance 
officer comes with his/her shiny shoes and 
pressed suit, offering “compliance training” to 

teach these non-compliant billers a thing or 
two. Front-room/back-room syndrome is about 
to strike. The culture divide in the room is like 
a gaping chasm waiting to swallow, digest, and 
spit out our compliance officer, without his/her 
even knowing anything has happened. 

Is there any hope?

Before giving training to billers on how they 
should do their work more carefully, or how 
to be more attentive to rules, we first need to 
give them hope that there can be a better way 
to make a living. Of course, the compliance 
officer needs to do a cultural assessment to 
see whether the situation I have described 
exists, and not assume everything is as bad as 
I have described in my hypothetical billing 
department. If through the cultural assess-
ment, however, we find out that these people 
are already trying their hardest, but not 
succeeding, then we need to assess if there is 
discouragement, or perhaps even the poison 
of cynicism. If that is the case, then the first 
treatment is not training, or a hot line, or 
disciplinary action, but the antidote of hope.

Hope, of course, is something that has been 
talked and written about from ancient times. It is 
important that the compliance officer understand 
what hope means to the organization’s employees: 
an appreciation of their need for hope in order to 
be able to buy-in to a program that calls them to 
a higher level of ethics and behavior.

To motivate people in the billing office 
situation I described, you need to get them to 
change from within. You can change external 
behavior through training or disciplinary 
action, but this will not be a lasting change if 
people’s hearts are not in it. But, if they can 
change from within, then you can ask people 
to use their freedom to make changes for the 
better. They will embrace the opportunity to 
do this, because they can develop a love for 
the work they are doing and for improving it, 

not just a tolerance. This makes all the differ-
ence in the world, and will help eventually to 
bring the enthusiasm mentioned at the start 
of this article. 

How we can help

There is something in people that makes 
them want to do things the right way. It may 
lie dormant, or be numbed by cynicism, 
but it is there in most people, waiting to be 
awakened. By offering hope that things can 
be better, you can bring it out. It must be 
real hope, of course, not just naive idealism. 
Through belief that the hope is real and not 
just illusory, workers can have the courage to 
follow through to make changes, and to see 
them through to the end. And finally, hope 
must have a human face with a human heart. 

In concrete terms, how do the elements of a 
compliance program bring hope to members of 
an organization? Well, face-to-face training, for 
example, not only gives people the tools to do 
their jobs better, it shows that the organization 
cares about the issues people face. The training 
must be done well and done with care—care that 
shows in the way it is presented—so that people 
can see that it is being done to help them do their 
jobs better, not just to fulfill a requirement. 

A policy of listening to employees’ qualms about 
questionable practices, in a way that leaves them 
free from fear of backlash, is freeing, because 
it gives them a sense of hope that things can 
be better. Listening on the part of managers is 
important, and employees often know more 
about the workings of the organization than 
managers do. Giving employees a hotline, in 
case they aren’t comfortable that the non-retal-
iation policy will work, confirms that manage-
ment really does want to hear about their issues 
and really does care.  Actually doing something 
about the issues that are reported by employees 
or discovered by audits, by enacting positive 

Continued on page 41
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I want to share with you some of the conversations that have been 
going on in the Ethics list serve on our Social Network.   Almost a 
thousand people have now joined the Social Network.  Travel is going 
to be tough in the next couple years.  The budget cuts and economy 
are going to deter travel to conferences.  You can sign up for the Social 
Network by going to our website.  The conversation I am sharing 
below was conducted in the Ethics list serve.  The Ethics list serve is 
one of about 40 to choose from, and if you don’t see one you like, you 
can start your own.  You can sign up for as many as you like.

Joe asked the following question:
What is the role of humor and games in compliance and ethics 
training?  Some believe humor and games are valuable, because they 
capture employees’ attention.  Employee surveys typically rate these 
techniques highly. After all, if employees are otherwise dozing off 
during boring lectures, there is certainly no value to that.   

But, is there a risk that employees may get too caught up in the fun 
part, and not remember the underlying message?  I recall having this 
experience when I had an opportunity to play a Dilbert compliance 
game at a Defense Industry Initiative Best Practices Forum.  All of us 
playing the game enjoyed it, but remembered little or nothing of the 
underlying message.  While companies certainly want the training 
experience to be positive and memorable, it is also more than a popu-
larity contest.  And yet, humor can be very effective and memorable 
when used well.  What is the right mix?  And isn’t it always best to test 
out training first to see what effect it actually has, and what employees 
actually take away from the training?   

I had a rather cynical response:
If you are going to play ethics games, you should probably make sure 
you have a credible compliance program.  If you talk about doing 
the right thing but don’t enforce it, employees can become bitter.  If 
management preaches ethical behavior but ignores problems, the 
people playing the ethics games may think it is a dishonest experience.  

If there are investigations, auditing, 
monitoring, discipline and reporting to 
the Board, then the games may help.  If 
all you do is write a code of conduct and 
produce a video with the CEO telling 
everyone, “We are an ethical company,” 
the ethics games could frustrate some 
people.  They will think the effort lacks 
integrity.  I see many organizations that put a majority of their time 
into these kinds of efforts and very little time into compliance.  
Employees who do not see an effort to root out problems and punish 
unethical behavior may not want to play these games.

Ted Banks had a more analytical response:
Humor or entertainment has a role in ethics training in two ways:
1. Cognitive learning: You want to make your transmission of facts to 

the learner as palatable as possible.  So, this is the spoonful of sugar 
to make the medicine go down— you try to make the experience 
pleasant, but you don’t let the sugar overwhelm the message.

2. Affective learning: You want to create the right attitude about com-
pliance and ethics, and convey the message that the folks in this 
area are “good guys” and that it is cool to do the right thing.  So, 
you want an approach that will set a tone for the area that will give 
employees comfort and provide them with the basis for the value 
system that is the foundation of any ethics program.

So, fun and games can provide a useful tool for both affective and 
cognitive learning, but they should be the method, not the message.

These interactions on the Social Network list serves are quite interest-
ing.  People recommend good books and share the latest news.  Some 
of the best education comes at the breaks, lunches, and receptions of 
our meetings.  People are able to explore ideas and concepts in a way 
that allows for immediate feedback.  The list serves on the Social Net-
work facilitate those types of conversations 24-7-365 from the comfort 
of your desk.  These discussions allow people to build off each other’s 
knowledge.  New compliance and ethics concepts are created in the 
process.  One person shares an idea, another comments, and together 
they generate an idea that neither would have gotten to on their own.   

Join the Social Network today by going to the home page of our 
website (www.hcca-info.org). n

Ethics fun and games
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The title is from the poem “Mending Wall” by Robert Frost1

The evolving relationship between in-house counsel and compliance 
professionals is one that is characterized by mutual interdependence 
and professional tension. What is the source of these independencies 

and tensions and how might they be leveraged to improve the relationship 
between the two? This article, the first of a two-part series, examines the ori-
gins of the practice of health care law and the compliance profession. Part 2 
will explore pathways to a more productive and collaborative relationship.

The lawyer’s view of the practice of health care law has origins in contract 
and tort law, as well as state law on professional licensure and municipal law 
(hospitals were typically owned by municipalities). I think many, if not most, 
health care lawyers chose this specialty to “help others” and may have been 
influenced by a close relative. Virtually every health care lawyer I know has 
either been a clinician or has a close relative who is a clinician.  Some, though 
not I, considered becoming clinicians themselves and for one reason or 
another, chose the law instead.  

By way of example, my father was a vascular surgeon in solo practice in 
Boston, Massachusetts. My grandfather was a general surgeon in a faculty 
practice associated with Tufts University and St. Elizabeth’s Hospital in 
Brighton, MA. My impression of my grandfather’s practice is that his time 
in medicine represented the “golden age” of medicine, where physicians were 
revered, if not respected, and the convergence of science and technology made 
the options for patients appear endless and professionally exhilarating. 

My father, on the other hand, experienced the hardships of the practice of 
medicine. His solo practice demanded constant attention and management 
skills that he simply did not enjoy more than the surgical component. State 
and federal efforts to contain costs, increase access, and spread the risk for 
medical malpractice hit him squarely. For example, as a condition of licensure, 
he could not balance bill his patients for the costs of their care, notwithstand-
ing the fact that he provided immeasurable charity care for the nuns and 
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priests in greater Boston and neighbors and friends. One year, he 
was required to pay a state-mandated malpractice premium that rep-
resented half of his annual net earnings. His anger at these perceived 
impositions upon him and his colleagues left an indelible impression 
in my mind. In fact, when I expressed an interest in law school, his 
direction was “to get out there and help us [the physicians] . . . we 
have no idea what is going on.” He could not afford to send me to 
law school by then.

With that mandate in the back of my mind, I focused exclusively 
on locating a law school where health care law was considered 
a concentration, a specialty. At the time, Case Western Reserve 
University School of Law (CWRU) had one of the few recognized 
interdisciplinary programs in law and medicine, the Law-Medicine 
Center. It was established in 1953 and is led by the prolific and 
world-renowned health care law expert Professor Maxwell Mehlman, 
and Arthur E. Petersilge, professor of law and Director of the Law-
Medicine Center at CWRU School of Medicine. I had the honor of 
studying all facets of health care law at CWRU and to write for its 
interdisciplinary journal, Health Matrix. 

Back then, the focus of health care law practice was primarily upon 
bioethics (or, admittedly, these were some of the most interesting 
end-of-life cases, like Quinlan and Brophy), Medicare law, traditional 
corporate and transactional hospital and physician services law, and 
some nascent efforts to develop managed care systems. I distinctly 
recall going to interviews for my post-clerkship year and hearing, 
repeatedly, from law firms, “So you want to practice health care law – 
plaintiff or defendant?”  Of course, it was commonly thought that the 
private practice of health care law then, for those not steeped in the 
specialty, meant you wanted to be a medical malpractice lawyer. That, 
however, was not my objective. No, young idealist that I was, I wanted 
to serve mankind, the public good, and unconsciously, all those doc-
tors like my father who were overwhelmed by regulations and losing 
their grip on the traditional practice of medicine.

Note, I am not advocating that the “golden age” of medicine was 
indeed, the golden age. There are those with much more expertise 
than I have, as to the practice of medicine and its social evolution.2  I 
am not suggesting that my father’s feelings were, in the grand scheme 
of things, correct. Nonetheless, it influenced me tremendously in my 
chosen profession and specialty. When people you admire and respect 
become embittered or just give up altogether, it makes an unforget-
table impression. You can see the pain, you can feel the professional 
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attributes that we all hold dear start to wash 
away, bit by bit. The pride, the self-actualiza-
tion, the respect—it all goes down the drain.

My practice back then, like those of many 
others I suspect, initially focused on risk man-
agement issues, medical staff disputes, contract 
matters, policies and procedures, accreditation 
issues, and patient care. “Compliance profes-
sionals” as we know them today, simply did not 
exist. To the extent that there were any, they 
typically were akin to consultants or regulatory 
specialists. My hard work paid off—I was now 
in a position to interpret those pesky regulations 
and assist my hospital and doctor clients to do 
what they did best—take care of patients while I 
attended to the paperwork, the burdensome side 
of the coin. Of course, my efforts didn’t stave off 
my father’s slow implosion; he died at the young 
age of 62, perhaps more as a result of his own 
personal issues than anything else. Of course, 
the disempowerment he had been feeling over 
the last fifteen years of his practice certainly 
didn’t help his self-esteem.

By 1991, the now commonly known 
compliance initiatives like the US Sentencing 
Guidelines, industry compliance guidelines, 
Stark, EMTALA, HIPAA, the use of the False 
Claims Act, provider-based regulations, and 
others began their tumultuous onslaught 
upon the health care industry. Again, I am 
not suggesting that any of these initiatives 
isn’t appropriate or needed. I am noting, 
however, that it changed my practice. I was 
no longer the avenger and proxy for my 
clients; I was the defender of the law. As 
an officer of the court, I took my oath very 
seriously. It was my job, first and foremost, to 
uphold the law. Yet, here came the Hospital 
Compliance Guidelines in 19983 and to my 
horror, the OIG didn’t think that in my role 
as in-house counsel, I was honorable or able 
to uphold the law.

“The OIG believes that there is some risk 
to establishing an independent compliance 
function if that function is subordinance [sic] 
to the hospital’s general counsel, or comptrol-
ler or similar hospital financial officer. Free 
standing compliance functions help to ensure 
independent and objective legal reviews and 
financial analyses of the institution’s compli-
ance efforts and activities. By separating the 
compliance function from the key manage-
ment positions of general counsel or chief 
hospital financial officer (where the size and 
structure of the hospital make this a feasible 
option), a system of checks and balances is 
established to more effectively achieve the 
goals of the compliance program.”4  

Rather, compliance professionals were best 
suited for this. Pardon the colloquialism, 
but hello?  I thought that was my job?  I was 
trained for just that purpose, to advocate for 
my client, of course, but to uphold the law 
foremost. Who were these compliance profes-
sionals?  What did they do that I did not?

Beyond affiliating with my own compliance 
officer at the time (who formerly had only 
had auditing experience and not for a health 
care facility) and learning the trade together,  
I joined the Health Care Compliance Associa-
tion (HCCA). HCCA officially commenced 
in 1997. What better way to figure out what 
the professional domain of the compliance 
officer was than to go to conferences and 
meetings specifically targeting this group?  
What were they being taught about us 
untrustworthy lawyers anyway?  I quickly 
found that compliance officers come in all 
stripes; they are generalists, financial experts, 
auditors, investigators, reimbursement gurus, 
former health care attorneys, and some are 
new to the field. In 2005, I was certified in 
health care compliance (CHC) by HCCA. 

My first encounters with compliance folks 

were not always pleasant. In my experience, 
they didn’t trust me and I thought they were 
trying to be lawyers without the account-
ability. Although I admit I was reticent at 
first and sensed that these compliance folks 
may well be encroaching upon my side of 
the fence, my feelings soon abated. I was 
immensely impressed by the quality of 
the folks at HCCA, the meetings, and the 
attendees. We all had different reasons for 
our interest in compliance, but we shared the 
common goal of serving our constituents. 

HCCA’s professionalism and credentialing 
programs made it all the more clear that 
not just anyone could claim that they were 
a “compliance professional.” And for me, 
this made all the difference. In other words, 
I guess I felt a little resentful that all the 
expense and experience that I had put into 
my own professional development was, at 
least from the OIG’s perspective, not very 
valuable. I found that frightening and, in 
a way, perhaps was harkening back to my 
father’s dark days when he found that his 
professional attributes were under fire.

Since that time, I have had the opportunity 
to work with many compliance professionals 
and frankly, could not do my job without 
them. While the days of fighting for the title of 
“Chief Honesty Officer” are probably not over 
(the CEO? the MD? the JD? the COO?), I for 
one have found both sides of the fence equally 
professionally fulfilling. The common ground, 
not the fences, makes all the difference. n

The opinions expressed are that of the author 
alone.

1  Available at: http://www.poemhunter.com/poem/mending-wall/
2  Starr, Paul: The Social Transformation of American Medicine.  Basic 

Books (Perseus Book Group), 1982.
3  Available at: http://www.oig.hhs.gov/authorities/docs/cpghosp.pdf
4  Id. at Footnote 3

“Good fences make good neighbors”     ...continued from page 21
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Creating effective 
company-wide 

compliance training: 
Knowledge, awareness, 

and comprehension
By Audrey Brahamsha 

Editor’s note: Audrey Brahamsha heads up the 
Medicare Department at Royal Health Care in 
New York City. Royal Health Care is a manage-
ment services organization handling administra-
tive and operational activities for government 
sponsored health plans. You can contact Audrey 
Brahamsha at abrahamsha@royalhc.com. If you 
want more information on Royal Health Care 
services, please go to www.royalhc.com. 

In the Medicare Advantage Prescription 
Drug Plan Sponsor Part D Audit Guide 
there are a series of requirements associ-

ated with a company’s compliance plan. The 
first three of the nine elements are (1) com-
pliance with federal and state standards, (2) 
designation of compliance officer and com-
mittee, and (3) effective compliance training. 
Our company established the second element 
first – the designation of the compliance offi-
cer. Our President and CEO, Steven J. Bory, 
designated Ms. Traci Kosak, who was the com-
pany’s General Counsel, to be the compliance 
officer. It was then designated that the senior 
leaders of the company would be members 
of the Compliance Committee. Ms. Kosak 
developed the company’s compliance program, 
in accordance with federal and state standards. 
She also spearheaded the development of cor-
responding policies and procedures. 

For the effective training element, she came 
to me with her documents and requested 
the development of an effective training and 

education program for the company’s employ-
ees. Her directive was to ensure that her compli-
ance program was understood by all employees. 
This article will describe the lessons learned and 
the current best practice of our company. 

The assignment

My first step in my assignment was to read 
the compliance officer’s 32-page Compliance 
Program. I was distracted several times and 
lost my place even more times as my mind 
tended to drift off to more pleasant topics. 
Our compliance officer did an excellent job 
in developing a program based on federal and 
state standards, but the document was thick 
with definitions, rules, and regulations.

I was curious as to the readability level of 
this document. Because it was prepared in 
Microsoft Office Word, it was easy to click on 
the Tools menu, then Spelling and Grammar 
to get the document’s readability scores. It 
was surprising to find out that the document 
had 10,200 words and a reading grade level 
of 15.9 (just about a senior level in college). 
Remembering college textbooks, I realized 
that of course it would be difficult to get 
through this document in one sitting.

I assessed the recipients of this required 
training: We have 500 employees in several 
different locations across the United States. 
We communicate with each other mainly by 
e-mail (Microsoft Outlook). The qualifications 

of the positions in our company ranged from 
“high school diploma required” to “college or 
masters degree preferred” to professional staff 
such as registered nurses, doctors, certified 
public accountants, and so on. The challenge 
was to develop one comprehensive training 
program for all staff in our organization.

The idea and the design

The initial step was to formulate an outline 
of the material to be covered. Here is an out-
line that worked well for our organization.
1. Compliance

a. What does compliance mean?
b. Why is compliance so important?
c. Who is responsible for ensuring compliance?
d. Who can you talk to regarding compliance?

2. Fraud and Abuse
a. Definitions
b. Related Statutes (Anti-kickback, EMTALA, 

False Claims, qui tam, Stark Law)
c. Examples of non-compliance

3. HIPAA
a. Definitions
b. What is protected health information (PHI)?
c. The company’s Privacy Policy
d. Examples of non-compliance

4. What you can do
a. The company’s Standards of Conduct
b. Types of activities that should be reported
c. The company’s compliance hotline
d. Consequences of non-compliance

This outline was used to develop clear state-
ments and paragraphs covering the material. 
Instead of a Word document, Microsoft 
Office Publisher was used to develop a 
workbook with boxed definitions and colorful 
graphics with the objective that any employee 
could easily read, learn, and comprehend 
the material. This workbook became the 
company’s self-paced, self-study program on 
compliance. To confirm the comprehension 
of the material in the workbook, there was a 
mandatory quiz at the end. Every employee 
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was required to complete the quiz and return 
it to me for pass/fail scoring. 

The workbook was limited to a maximum of 
20 pages, which included the cover page and 
the quiz sheet. In later years, we expanded the 
workbook to 25 pages, due to the changes 
and expansion of the regulations. On this 
page are a couple of sample pages from the 
workbook to give you an idea of the layout.

Before implementing the workbook process, 
the content of the workbook was approved 
by our compliance officer and then it was 
presented to our Compliance Committee 
where it was accepted for implementation.

Timing of the process

The roll-out of the first Compliance self-study 
process for our company took place in 
January 2006. 

The process began with a company-wide 
e-mail announcement by our president and 
CEO, Steven J. Bory. His message was clear: 
Compliance is of utmost importance to main-
tain our company’s stellar reputation in the 
marketplace. Mr. Bory alerted the staff about 
the distribution of the Compliance workbook 
and the need for the staff to read the material 
and complete the quiz. 

The self-study process ended with the scoring 
of the last submitted quiz. This process, 
which was originally scheduled to be handled 
in a 3-week timeframe, took twice that 
time (6 weeks) to complete, and that was 
with many follow-up and reminder e-mails 
requesting completed quizzes from the staff.

In 2007, the second year of the self-study 
process (the workbook was updated and the 
quiz was changed), the process took even 
longer (8 weeks) to complete even though 
there was no change in the number of 

employees or the number of offices. 

In 2008, our president and CEO allowed us to 
implement an incentive program for employees 

who submitted their completed quiz by a spe-
cific date and received a score of 90% or better. 
Those employees who scored in that range were 
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entered into a drawing for prizes, which were 
American Express gift certificates. We had three 
certificates to raffle. Due to this program, the 
process time improved to 5 weeks. Once again, 
an updated workbook and a different quiz were 
used, and there was with no notable change in 
the number of employees or offices. 

The quiz questions

The quiz was a one-page set of questions covering 
the topics in the workbook. It had space for the 
staff member’s name, office location, and date. 

The first (2006) quiz had a wide variety of 
questions: multiple choice, true/false, matching 
concept to its definition, and open format (essay) 
questions. The open format questions were the 
hardest to grade for reasons related to the employ-
ee’s penmanship as well as my consternation in 
determining whether the answer was completely 
correct or partially correct. Although it is recom-
mended to use multiple-choice and true/false 
questions (if only for the ease and sanity of the 
person who will be hand-grading these quizzes), 
it really is very interesting to read the answers to 
the write-in questions. With that said, in 2008 all 
questions on our quiz were multiple-choice.

Some quiz questions turned out, surprisingly, 
to be difficult.

Who is responsible for ensuring proper 
compliance is taking place?
a. The company’s Compliance Officer
b. All members of the company’s manage-

ment, staff, and contractors
c. The Office of the Inspector General
d. All of the above

The correct answer was D, but 50% of the 
respondents picked selection A. I attributed 
this selection to the person’s not reading the 
entire question before answering.

Some questions were obviously (too) easy:

Who should you talk to if you become 
concerned that there has been a failure in 
compliance with federal/state laws, health 
care programs, or ethical standards?
a. Mr. George Bush, President of the United 

States
b. Ms. Traci Kosak, Compliance Officer
c. Mr. Daniel R. Levinson, Inspector 

General of the Department of Health and 
Human Services

d. Integriguard, LLC (Medicare Drug Integ-
rity Contractor for CMS)

The correct answer is B and 100% of the staff 
got this correct.

Open format questions were used in the 
2006 and 2007 quizzes, and the answers were 
very revealing as to the comprehension of 
the material by the employee. Here are some 
questions that were used.

In your own words, define fraud.   
                                                                 

In your own words, define the Anti-
kickback Statute  
                                                                     

Give three examples of information that is 
considered individually identifiable health 
information protected by HIPAA

                                                                     
                                                                     
                                                                     

Provide an example of non-compliant 
conduct that should be reported 

                                                                     

The 2006 self-study workbook contained 
page called “In the News” which detailed 
some of OIG’s investigations and identifica-
tions of fraudulent activities. 

A true/false question related to this page 
proved to be confusing to many employees. 
The answer was “False” and many employees 
got this incorrect.

The Office of the Inspector General has not 
sanctioned any company/person for fraud, 
waste or other activities that were a threat to 
Federal health care programs and beneficiaries.

 A. True
 B. False

After discussions with a few employees who 
answered this question incorrectly, it was 
ascertained that the confusion in the question was 
attributed to the word “sanctioned.” This word 
can mean “authorize” as well as meaning  “penal-
ize.” I checked the American Heritage Dictionary, 
(Third Edition, Houghton Mifflin Company, 
1997, pages 1206-1207) for the definition. There 
were two, one for the word used as a transitive 
verb and another for the word used as a noun. 
The question was not reused in future quizzes.

Sanction, transitive verb:
1. To give official authorization or approval to
2. To encourage or tolerate.

Sanction, noun:
1. Authoritative permission
2. Support or encouragement
3. A consideration, an influence
4a. a law or decree
4b. the penalty for non-compliance specified 

in a law or decree
5. A penalty
6. A coercive measure.

The quiz results

In 2006, 92% of the staff passed with their 
first attempt at the quiz. Staff was permitted to 
retake the quiz until they succeeded at passing.

In 2007, 97.5% of the staff passed with their 
first attempt at the quiz, and we continued to 
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allow the staff who failed to re-take the quiz 
until they succeeded at passing. The 2007 quiz 
sheet is shown below.

As previously mentioned, in 2008, our presi-
dent and CEO allowed us to implement an 
incentive program for employees who scored 
90% or better on the quiz. We had three gift 

certificates to raffle. With this incentive, 90% 
of the staff scored 90% or better on their 
compliance quiz. More importantly, all staff 
members passed the quiz on the first try. 

Conclusion

Our compliance officer’s original Compliance 
Program had 10,200 words and a reading 

grade level of 15.9. The Compliance Work-
book captured the content of the Compliance 
Program in 3,609 words and had a reading 
grade level of 8.0 (grammar school level). Our 
company’s Compliance Committee consid-
ers the Compliance Workbook a success in 
educating our employees. n
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By R. Christopher Cook and Joseph W. Clark

Editor’s note: Christopher Cook is a partner in the Washington, DC 
office of Jones Day, where he represents health care companies in crimi-
nal investigations and civil litigation. Chris came to Jones Day from the 
Chicago U.S. Attorney’s Office in 1997. He may be reached by e-mail at 
christophercook@jonesday.com.

Joseph Clark is of counsel in the Washington, DC office of Jones Day. 
Joseph left the Washington, DC U.S. Attorney’s Office in 2005 and is ac-
tive in Jones Day’s White Collar practice. He may be reached by e-mail at 
jwclark@jonesday.com.

The Department of Justice (DOJ) has amended significantly 
its official position regarding the corporate attorney-client 
privilege and the manner in which it expects organizations to 

treat employees suspected of wrongdoing. These changes, announced 
by Deputy Attorney General Mark Filip on August 28, 2008, promise 
to have a profound effect on the manner in which organizations are 
treated by the DOJ when employees are alleged to have violated the 
law. Under these new guidelines, organizations should have a greater 
ability to investigate potential wrongdoing without fear that legiti-
mately privileged communications will be subject to a forced waiver. 
Likewise, organizations should be free to treat employees fairly when 
deciding whether to pay for their legal costs or continue employment 
while an investigation is pending, confident that such equitable treat-
ment will not be seen by the DOJ as a sign of obstruction. 

This new approach by DOJ is welcome news for the health care industry, 
whose organizations have been the subject of a disproportionate number 
of criminal investigations in the last decade. As with other organizations 
that have been the target of DOJ investigations recently, health care 
companies often have been the subject of heavy-handed tactics. Prosecu-
tors have routinely demanded waivers of the attorney-client privilege as a 
condition of treating an organization as “cooperative” in an investigation, 
while also insisting that employees accused, but not convicted, be cut 

loose from all financial support. The long-term consequences of such 
policies are predictable—erosion of the privilege, an inability of corpora-
tions to seek counsel for fear of having those communications breached, 
and employees forced to plead guilty rather than face financial ruin from 
defending a complex white collar criminal investigation.

Coincidentally, the need for these new guidelines was echoed by 
a decision issued on the same day by the Second Circuit Court of 
Appeals, only blocks away from where Deputy Attorney General Filip 
was speaking before the New York Stock Exchange. The decision in 
United States v. Stein,1 (the “KPMG Decision”) held that certain tactics 
by the DOJ in its investigation of allegedly illegal tax shelters violated 
the rights of the individual defendants, violated the Constitution, and 
required the dismissal of the charges against them. Those tactics are 
now prohibited under the new DOJ guidelines, including the practice 
of pressuring an organization to refuse payment of legal fees in an 
attempt to squeeze employees into cooperating. 

The implication of this new policy for counsel and compliance officers 
is clear: Internal investigations can now be structured with greater 
predictability regarding what is confidential and what will be subject 
to disclosure to the government. Generally speaking, organizations 
can seek the advice of counsel with reasonable assurances that those 
conversations will be protected by privilege. To the extent that the 
organization conducts an internal investigation—a decision itself that 
should be informed by confidential advice of counsel—it should be 
aware that the facts uncovered in that inquiry must be disclosed to 
the government if the organization ever seeks credit from the DOJ for 
cooperating fully in an investigation. Even if the decision is made to 
cooperate, the issue of whether, when, and how to discipline employ-
ees, including whether to pay their legal fees while an investigation is 
pending, will remain within the discretion of the organization itself.

DOJ policy for evaluating corporate cooperation

It is instructive to examine how the DOJ policy for evaluating 

feature

DOJ changes its rules for assessing 
corporate cooperation 

focus
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corporate cooperation has evolved over the last decade. What follows 
is a brief history of the memoranda issued by DOJ regarding waiver 
of attorney-client privilege and corporate contractual arrangements to 
advance attorneys’ fees to employees under investigation.

The Holder Memorandum
DOJ’s practice of announcing formal guidelines for how it would 
handle corporate prosecutions, including assessments of cooperation, 
began approximately nine years ago. On June 16, 1999, then-Deputy 
Attorney General Eric Holder issued a memorandum entitled “Federal 
Prosecution of Corporations” (the Holder Memo). The Holder Memo 
established factors that prosecutors should consider when determining 
whether to charge a corporation. One factor in particular required 
prosecutors to consider “the corporation’s cooperation and voluntary 
disclosure.” Specifically, the Holder Memo explained:

 In determining whether to charge a corporation, that corporation’s 
timely and voluntary disclosure of wrongdoing and its willingness to 
cooperate with the government’s investigation may be relevant factors. 
In gauging the extent of the corporation’s cooperation, the prosecu-
tor may consider the corporation’s willingness to identify the culprits 
within the corporation, including senior executives, to make witnesses 
available, to disclose the complete results of its internal investigation, 
and to waive the attorney-client and work product privileges.2 

This was the first time that official DOJ policy called for waiver of the 
attorney-client privilege as a condition of lenient treatment.

The Holder Memo created a sea change in federal corporate prosecu-
tion. Traditionally, prosecutors would issue grand jury subpoenas and 
investigate corporations from the outside. Cooperative corporations 
would often assist the government in uncovering wrongdoing, but very 
seldom shared privileged communications or the results of internal 
investigations. If a privilege waiver was requested, it almost always 
was limited in scope and came at the end of the investigation. After 
the Holder Memo, however, prosecutors began seeking broad waivers 
of the attorney-client privilege and work product protection with 
increasing regularity. Moreover, these requests were being made at the 
beginning of an investigation. 

Further, the Holder Memo’s emphasis on a “timely” disclosure created 
a conundrum for corporations. Although the government asserted that 
a corporation was not required to waive any privilege or work product 
protection, the prosecutors sometimes viewed the corporation’s failure 
to disclose privileged information as an effort to conceal otherwise 

incriminating facts. And, to make a timely disclosure, counsel for 
corporations often felt compelled to waive the privilege at the outset 
of an investigation in order to meet the government’s expectation of 
timeliness. This practice threatened to turn counsel for a corporation 
into agents for the government’s investigation. Counsel for corpora-
tions, whether in-house or outside counsel, would conduct an internal 
investigation, gather documents and notes, and interview witnesses 
– all the while knowing that the results of the investigation would be 
turned over to the federal government so that the corporation could 
either avoid prosecution or be charged with a lesser offense. 

In response to the government’s demands for employee statements, 
corporate counsel developed the practice of conducting internal 
investigations, warning employees that their statements might (or 
would) be provided to the government if the corporation decided to 
waive the attorney-client privilege. These warnings in turn created the 
risk to employees that any misstatements to counsel would themselves 
be prosecuted as false statements to the government. Indeed, in 
September 2004 the DOJ famously obtained guilty pleas from three 
executives based on allegedly misleading statements they had made to 
counsel conducting an internal investigation.3 

The Thompson Memorandum
DOJ continued to refine its policies regarding corporate cooperation 
and, in January 2003, then-Deputy Attorney General Larry Thompson 
distributed a memorandum entitled “Principles of Federal Prosecution 
of Business Organizations” (the Thompson Memo). The Thompson 
Memo reinforced the policy articulated in the Holder Memo and 
established a binding model for prosecutors to use in evaluating 
corporate conduct and deciding whether to bring charges against a 
corporation. Under the Thompson Memo, corporations perceived as 
not fully cooperating with a government investigation were more likely 
to face prosecution.4 Compared to the Holder Memo, however, the 
Thompson Memo advanced deeper into the corporation’s relationship 
with its employees and attorneys. 

Among other factors, the Thompson Memo instructed prosecutors to 
weigh the extent and value of a corporation’s cooperation by assessing 
the completeness of the corporation’s disclosure 

 “including, if necessary, a waiver of the attorney-client and work 
product protections, both with respect to its internal investigation 
and with respect to communications between specific officers, 
directors and employees and counsel.” 

Continued on page 34
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DOJ changes its rules for assessing corporate cooperation   ...continued from page 31

Further, prosecutors were directed to consider whether the corporation 
“appears to be protecting its culpable employees and agents” through 
“the advancing of attorneys’ fees.” Effectively, the Thompson Memo 
required corporations to give the government unprecedented access to 
privileged and potentially inculpatory statements while refusing the 
advancement of attorneys’ fees to employees whom the government 
considered to be culpable and non-cooperative. 

The Thompson Memo created a practical dilemma for many corpora-
tions with respect to advancing attorneys’ fees and protecting attorney-
client communications. First, the corporation was put in the untenable 
position of deciding which employees were culpable and which were 
cooperative. Or, more accurately, the corporation was forced to predict 
whether advancing attorneys’ fees to individual employees accused of 
wrongdoing would be perceived by the government as “protecting its 
culpable employees and agents,” as the Thompson Memo discouraged. 
This desire to protect the corporation often clashed with the desire to 
treat employees with fairness and a presumption of innocence. It also 
ran the risk of leaving employees without access to legal advice on 
matters crucial to the corporation’s continued well-being.

As to the attorney-client privilege, the Thompson Memo’s broadened 
demand for waiver ran the risk of turning corporate counsel into 
witnesses in future criminal proceedings. Whereas the Holder Memo 
focused on waiver of the privilege as to internal investigations, the 
Thompson Memo explicitly called for waiver of prior communications 
with counsel. From DOJ’s perspective, such communications could 
provide evidence to show that individual executives or other employees 
had knowledge that certain actions were or may be unlawful. Waiver 
of the corporation’s privilege, therefore, made it easier for DOJ to 
convict such individuals, using corporate counsel as a witness at trial. 
From the corporation’s perspective, however, the specter of future 
waiver made it less likely that individuals would consult with corporate 
counsel on risky behavior for fear that such an inquiry would itself be 
evidence of wrongdoing. 

The McNulty Memorandum
The DOJ received much criticism for its policies on corporate 
prosecutions under the Thompson Memo. Accordingly, on December 
12, 2006, Paul J. McNulty, then-Deputy Attorney General, revised 
the policies by issuing the so-called McNulty Memo.5 The McNulty 
Memo contained the same nine broad factors articulated in prior 
iterations of the DOJ’s policy on charging corporations. But, the 
McNulty Memo made significant changes to the two portions of the 
Thompson Memo relating to the production of privileged materials 

and consideration of the corporation’s payment of attorneys’ fees for 
employees. 

With regard to privileged materials, the McNulty Memo authorized 
prosecutors to request privileged material only “when there is a legiti-
mate need for the privileged information to fulfill their law enforce-
ment obligations.” The McNulty Memo affirmed that there must be 

 “a careful balancing of the important policy considerations  
underlying the attorney-client privilege and work product  
doctrine and the law enforcement needs of the government’s 
investigation.” 

To accomplish this balance, the McNulty Memo recognized two 
categories of privileged materials. Category I materials consisted of 

 “copies of key documents, witness statements, or purely factual 
interview memoranda regarding the underlying misconduct,  
organization chart created by company counsel, factual  
chronologies, factual summaries, or reports (or portions thereof ) 
containing investigative facts documented by counsel.” 

To request Category I materials, prosecutors were required to secure 
approval from the United States Attorney in consultation with the 
Assistant Attorney General for the Criminal Division. Approval would 
be granted when the prosecutor demonstrated a legitimate need for the 
information and set forth the scope of the waiver sought.

By contrast, Category II materials included “attorney-client communi-
cations or non-factual attorney work product,” including “legal advice 
given to the corporation before, during, and after the underlying 
misconduct occurred.” Examples of Category II materials included 

 “attorney notes, memoranda or reports (or portions thereof ) 
containing counsel’s mental impressions and conclusions, legal 
determinations reached as a result of an internal investigation,  
or legal advice given to the corporation.” 

Prior to requesting Category II materials, prosecutors were required 
to secure the approval of the U.S. Attorney in consultation with the 
Deputy Attorney General for the Criminal Division. Overall, the 
McNulty Memo made clear that prosecutors should seek Category II 
materials in rare circumstances and were not permitted to consider 
a corporation’s decision to withhold Category II materials when 
determining whether to charge the corporation.
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Continued on page 37

In assessing corporate cooperation, the McNulty Memo reversed 
the government’s position on the issue of attorney fees. Previously, 
prosecutors were permitted to weigh or consider whether the corpora-
tion appeared to be protecting culpable employees and agents through 
the payment of attorney fees. Pursuant to the McNulty Memo, 
however, “prosecutors generally should not take into account whether 
a corporation is advancing attorneys’ fees to employees or agents under 
investigation and indictment.” Rather, the McNulty Memo stated that 

 “in extremely rare cases, the advancement of attorneys’ fees may  
be taken into account when the totality of the circumstances  
show that it was intended to impede a criminal investigation.” 

In recognition of a corporation’s obligation under state law or 
contractual arrangements to advance attorneys’ fees, the McNulty 
Memo concluded that such payments “cannot be considered a failure 
to cooperate.”

Revisions to the United States Attorneys’ Manual 

In response to each iteration of the DOJ’s policy regarding the charg-
ing of corporations, Congress and the business and legal communities 
placed increasing pressure on the DOJ to ensure that corporations 
were not forced to waive the protections of the attorney-client privi-
lege and the work product doctrine in order to receive full cooperation 
credit in a DOJ investigation. In an open letter to then-Attorney 
General Alberto Gonzales in May 2006, the American Bar Association 
criticized the practice and called for a revision of the policy.6 Two years 
later, in July 2008, Attorney General Michael Mukasey acknowledged 
in his testimony before the U.S. Senate, Judiciary Committee, that 
the DOJ would no longer measure cooperation by waiver of the 
attorney-client privilege. Members of the Senate Judiciary Committee 
were skeptical. In particular, Senator Arlen Spector questioned the 
justification for coercing a waiver of the privilege and raised the pos-
sibility that legislation may be necessary. To that end, Senator Spector 
has introduced legislation that would expressly prohibit U.S. Attorneys 
or agents, within all federal agencies, from considering a valid assertion 
of the attorney-client privilege or attorney work product in deciding 
whether to treat an organization or person as cooperative.

By now it was clear that Congress was on the verge of taking from DOJ 
significant aspects of its discretion in evaluating corporate cooperation. 
It was thus no surprise that, on August 28, 2008, Deputy Attorney 
General Mark Filip announced comprehensive changes to the factors 
prosecutors may consider in determining whether to bring charges 
against a corporation. Underscoring the significance of these changes, 

Deputy Attorney General Filip declined to issue the policy in the form 
of a memo bearing his name. Instead, the DOJ committed the revisions 
and policy changes to the United States Attorneys’ Manual, which is 
binding on all federal prosecutors within the Department of Justice. The 
revisions and policy changes became effective immediately. 

The August 2008 Revision reflected dramatic departures from the 
McNulty Memo with regard to 
(1) the attorney-client privilege and the work product protection; 
(2) the treatment of Category II materials described above; 
(3) the advancement of attorneys’ fees; 
(4) the existence of a joint defense agreement and the treatment of 

employees accused of wrongdoing; and 
(5) requests for certain categories of information. 

First, the August 2008 Revision seeks to reverse the perceived erosion 
in the attorney-client privilege and the work product protection that 
occurred under prior iterations of the DOJ’s policy on whether to 
charge corporations. The DOJ recognized that its position on “attor-
ney-client privilege and work product protection waivers promoted 
an environment in which these protections are being unfairly eroded 
to the detriment of all.7 Prosecutors are now explicitly forbidden from 
conditioning cooperation credit on waiver of attorney-client privilege 
or work product protection. Rather, the government’s key measure 
of cooperation is whether the corporation has “timely disclosed 
the relevant facts about the putative misconduct” not “whether the 
corporation discloses attorney-client or work product materials.”8 
Under the August 2008 Revision, corporations receive the same credit 
for the timely disclosure of facts not otherwise protected as it would 
for disclosing identical facts contained in protected materials.

Second, the August 2008 Revision prohibits prosecutors from 
requesting the disclosure of non-factual attorney-client communica-
tions and attorney work product. In other words, DOJ will not under 
ordinary circumstances demand that corporations reveal the advice 
given by counsel to officers, employees, or directors. The government 
recognized that these communications lie at the core of the attorney-
client privilege and can facilitate “a corporation’s effort to comply with 
complex and evolving legal and regulatory regimes.”  Accordingly, the 
August 2008 Revision expressly authorizes a corporation to decline 
disclosure of these communications except where the corporation or 
one of its employees asserts an advice-of-counsel defense or the com-
munication is in furtherance of a crime of fraud (both of which are 
rare and time-honored exceptions to the attorney-client privilege).



Health Care Compliance Association  •  888-580-8373  •  www.hcca-info.org
February 2009

36

Managed Care 
Compliance Conference

HCCA’s Managed Care Compliance 
Conference provides essential 
information for individuals involved 
with the management of compliance 
at health plans. See agenda below

February 22–24, 2009 | Scottsdale, AZ

888-580-8373 | www.hcca-info.org

Sunday, February 22
Effective Self-Disclosure
Matt Weber, Partner, Holland & Hart LLP
Gregory J. Wellins, Senior Counsel, Office 
of Counsel to the Inspector General, 
U.S. Department of Health and Human 
Services

Development of a Compliance Plan
Jason Hall, Interim Regional Compliance 
Officer, Hawaii Region, Kaiser Permanente

Training for the Workforce and the 

Use of Technology
Brett Curran, Vice President GRC and 
Regulatory Practices, Axentis, Inc.

Medicare D 101
Dorothy DeAngelis, Managing Director, 
Huron Consulting Group
Libby Easton-May, Manager, Huron 
Consulting Group

Monday, February 23
Hot Topics from the Centers for 

Medicare and Medicaid Services
Kim Brandt, Director Program Integrity 
Group, Center for Medicare and Medicaid 
Brenda Tranchida, Program Compliance 
and Oversight Group, Center for Drug 
and Health Plan Choice, Centers for 
Medicare and Medicaid Services

Risk Assessment: The Good, the Bad, 

and the Ugly
Steve Bunde, CPA, CFE, CHC, Sr. 
Director of Corporate Integrity & Internal 
Audit, Health Partners
Deb Ziegler, Corporate Compliance 
Officer, Capital Blue Cross

Preventing and Responding to Data 

Breaches
Anne Doyle, Executive VP/
Chief Compliance Officer, Fallon 
Community Health Plan
Regulatory Reports and Submissions: 

Just What Are You Sending To Your 

Customer?
Gary Fitzgerald, Director Compliance & 

Regulatory Affairs, Harmony Health Plan of IL

Effectively Structuring a Strong 

Fraud, Waste, and Abuse Program
William Gedman, VP Audit, Fraud & 
Abuse UPMC Health Plan

Information Security for Health Plans
Jeannette Frey, Privacy Officer, Fallon 
Community Health Plan

Oversight of Your Vendors for 

Medicare Advantage and Part D 

Business
Annmarie Gover, Medicare Compliance 
Officer, Capital BlueCross

Medicare Advantage and Part D 

Compliance Best Practices
Christian Presley, Compliance Officer, 
Blue Cross Blue Shield of Massachusetts
Lucia Giudice, Director, Healthcare 
Advisory Practice, PricewaterhouseCoopers

Medicaid Managed Care: Creating 

and Managing Effective Compliance 

Programs Including Compliance 

Auditing and Responding to Managed 

Care Fraud
Linda Tomaselli, Partner, Epstein Becker 
& Green PC
Elizabeth Browning, CHC, Compliance 
Manager, Fallon Community Health Plan

Tuesday, February 24
NYS–OMIG Compliance Guidance for 

Medicaid Managed Care
Jim Sheehan, Medicaid Inspector General,
New York State Office of the Medicaid 
Inspector General

The Top Ten Compliance Challenges 

for Managed Care Plans

Kirk Nahra, Partner, Wiley Rein LLP

Compliance and Your Health Plan 

Sales
Lori Dutcher, Vice President Compliance 

MSSA, Kaiser Foundation Health Plan

Compliance, Internal Audit, and 

Legal: An Independent, Integrated 

Approach
Rebecca Learner, Senior VP & 
Compliance Officer, SCAN Health Plan

Plans and Involving the Board 
Dan Garcia, Senior Vice President, Kaiser 
Permanente

Mind Your Own Business…

Associates: Detailed Guidance 

For Creating and Implementing 

a Successful Business Associate 

Assessment Program
Sharon Anolik, Blue Cross Blue Shield of CA

Medicare Advantage and Part D 

Oversight Activities: A Health Plan 

Perspective
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Third, with regard to attorneys’ fees, the August 2008 Revision 
limits the circumstances under which a prosecutor may ask about an 
attorney’s representation of a corporation or its employees, officers, 
and directors. A prosecutor may ask questions regarding attorney fees 
when such an inquiry is permitted under the law or if the payment of 
attorney fees constitutes criminal obstruction of justice. Otherwise, 
prosecutors may no longer consider whether a corporation is advanc-
ing or reimbursing attorney fees or providing counsel to its employees 
under investigation or indictment. This policy shift is consistent with 
the Second Circuit Court of Appeals unanimous rejection of the prior 
practice under the Thompson Memo as a violation of a defendant’s 
constitutional right to counsel in United States v. Stein.

Fourth, in assessing cooperation, the August 2008 Revision removes 
from consideration whether the corporation has entered into a joint 
defense agreement or whether the corporation has disciplined or ter-
minated its employees. The government may consider company action 
against employees only in assessing the strength of the corporation’s 
compliance program and remedial measures, or the sufficiency of its 
internal controls. These factors are relevant to the government’s charg-
ing decision as opposed to an assessment of whether the corporation is 
cooperating with the government.

A final distinction between the McNulty Memo and the August 2008 
Revision centers on a prosecutor’s access to certain categories of infor-
mation. As discussed above, the McNulty Memo required prosecutors 
to secure approval from the United States Attorney in collaboration 
with the Assistant Attorney General for the Criminal Division prior to 
requesting certain types of information from a corporation. Because 
the August 2008 Revision forbids requests for most of the informa-
tion previously accessible, the policy no longer contains a process for 
federal prosecutors to secure approval from Main Justice. Instead, 
the policy encourages defense counsel to report violations of the new 
policy to the local United States Attorney or the appropriate Assistant 
Attorney General.

The August 2008 Revision will have a foreseeable and immediate 
impact on how corporations respond to investigations by DOJ. No 
longer are corporations required to waive attorney-client privilege and 
refuse to support employees with legal counsel. Instead, companies 
have the flexibility to investigate allegations of wrongdoing responsibly 
and to fashion ways to cooperate with the government that will protect 
the attorney-client privilege. Perhaps most importantly, corporations 
have received greater assurance that the advice attorneys provide to 

their officers, directors, and employees will remain confidential in all 
but the most extraordinary circumstances. This confidentiality lies at 
the heart of the privilege and can now continue to encourage frank 
and full discussions with corporate counsel. 

Continuing risks and considerations

To the extent that a corporation is seeking to obtain credit for 
cooperation under this new DOJ policy, some words of caution are in 
order. Even under these revised policies, corporations face some risk of 
waiver arising from the disclosure of relevant facts gathered through an 
attorney-led internal investigation. Such a disclosure, even if carefully 
designed to avoid revealing privileged communications, may weaken 
a future claim of privilege or assertion of work product protection in 
later civil litigation. For example, the disclosure to the government of 
facts learned during an attorney’s interview of a corporate employee 
may result in a claim that any privilege or protection has been waived 
for other aspects of the employee interview or with regard to the 
underlying subject matter. 

Counsel for corporations also must pay close attention to joint defense 
agreements to make certain that they do not contain provisions that 
could prove problematic under this new policy. For example, the 
August 2008 Revision continues to emphasize the “timely” disclosure 
of relevant facts, and obligations assumed under a joint defense agree-
ment could conceivably interfere with the timing of such a disclosure. 
In addition, the government might still penalize a corporation for 
sharing with third parties information it has acquired from the 
government during the course of the company’s cooperation, even if 
such sharing was mandated by a joint agreement. Conversely, if a joint 
defense agreement limits the information the corporation can provide 
to the government, the government might not consider the corpora-
tion fully cooperative. 

And, when a corporation discovers misconduct, it must act appropri-
ately in its relationship with its employees. Under the August 2008 
Revision, when a corporation seeks credit for cooperating with the 
government, the DOJ will still scrutinize the adequacy of its compli-
ance program. The DOJ has made clear that the discipline meted out 
to employees who have engaged in misconduct—up to and including 
dismissal—remains a factor the government will consider in evaluating 
the strength of the company’s compliance program. The fact that such 
discipline can no longer be used as leverage by DOJ does not lessen the 
corporation’s responsibility to discipline employees for illegal conduct.

Continued on page 38
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The KPMG Decision

The importance of the DOJ’s new policies was reinforced 
by a landmark decision issued on the same day as Deputy 
Attorney General Filip’s announcement. In United States 
v. Stein, the Second Circuit rejected as unconstitutional 
the government’s interference with the defendants’ right to 
counsel in the form of advancement of legal fees from their 
employer, KMPG. Specifically, the circuit court held that 
the government inappropriately influenced KPMG to adopt 
and enforce a policy under which KPMG “conditioned, 
capped, and ultimately ceased advancing legal fees to defen-
dants.”9 The court found that KPMG’s conduct amounted 
to state action and that the government had “unjustifiably 
interfered with defendants’ relationship with counsel and 
their ability to mount a defense, in violation of the Sixth 
Amendment.” The circuit court unanimously affirmed 
the district court’s extraordinary remedy of dismissing 
the indictment against the former KPMG partners and 
employees.

The indictment of these KPMG employees stemmed from 
the government’s investigation of the firm’s possible involve-
ment in creating and marketing fraudulent tax shelters. The 
timing of the government’s investigation coincided with 
the application of the Thompson Memo, which directed 
prosecutors to inquire about a corporation’s protection of 
culpable employees “through the advancing of attorneys 
fees,” among other factors. According to the Second Circuit, 
KPMG learned in February 2004 that the firm along with 
20 to 30 of its top partners and employees were subjects 
of the grand jury investigation of fraudulent tax shelters.  
KPMG elected to cooperate with the government’s investi-
gation.  In a 2004 memorandum to all partners, KPMG’s 
CEO acknowledged the existence of the government’s 
investigation and, consistent with its partnership structure, 
advised KPMG partners that “[a]ny present or former 
members of the firm asked to appear will be represented 
by competent coun[sel] at the firm’s expense.” KPMG also 
opted to advance legal fees to counsel for employees whom 
the government interviewed or subpoenaed to appear before 
the grand jury.

The parameters of KPMG’s cooperation were negotiated 
through a series of meetings and memorialized in notes 
and in correspondence between counsel for KPMG and 
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the government. The advancement of attorney’s fees became a focal 
point in these negotiations as the government insisted that culpable 
employees should not receive a benefit for their “misconduct” under 
the “federal guidelines.”  The court found that the government had 
used the prospect of indictment—fatal to an accounting firm—to 
force KPMG to adopt and apply a policy that conditioned the pay-
ment of attorney fees on cooperation with the government.  (Factually, 
the district court also found that the government used KPMG to 
discourage employees from retaining counsel at all.) Specifically, 
KPMG conditioned payment of attorney fees on cooperation, capped 
attorney fees at a certain amount, and terminated the payment of 
attorney fees for any employee who refused to be interviewed, or who 
was subsequently indicted. 

To implement this policy, KPMG invited the government to inform 
KPMG counsel whenever an employee had failed to cooperate 
with the government’s investigation.  The court found that over the 
course of the government’s investigation, whenever the government 
complained that an employee had failed to cooperate, KPMG advised 
counsel for the employee that KPMG would stop advancing attorney 
fees if the employee did not cooperate. KPMG also made clear to the 
government and to employees its intention to terminate any employee 
who failed to cooperate.  By acquiescing to the government’s pressure, 
KPMG obtained a Deferred Prosecution Agreement with the govern-
ment in August 2005. The agreement required KPMG to continue its 
cooperation with the ongoing investigations and prosecutions of its 
employees. Otherwise, KPMG would lose the benefit of the agreement 
and face indictment.

Meanwhile, the government indicted a number of KPMG employees. 
It was these defendants who subsequently challenged the government’s 
conduct as unconstitutional. Specifically, the employees moved to 
dismiss the indictment on the grounds that the government’s conduct 
deprived them of their right to counsel in violation of the Sixth 
Amendment and their right to due process in violation of the Fifth 
Amendment. The district court agreed and dismissed the indictment; 
the circuit court affirmed. Effectively, the circuit court’s decision repu-
diates the government’s prior practice of considering the advancement 
of attorney fees as a factor in measuring cooperation. That practice, of 
course, has now been abandoned under DOJ’s new policies. 

Pending legislation

As noted above, DOJ’s policies regarding the corporate attorney-client 
privilege also have resulted in legislative initiatives. At least one such 
bill now pending in Congress may yet become law.

On November 13, 2007, the U.S. House of Representatives passed 
H.R. 3013, the Attorney-Client Privilege Protection Act of 2007, to 
provide appropriate protection to assertions of attorney-client privilege 
and attorney work product.10 The House bill prohibits U.S. Attorneys 
or agents from considering five factors in determining whether an orga-
nization or person is cooperating with the government: 

(1) a valid assertion of the attorney-client privilege or attorney work 
product; 

(2) the advancement of attorney fees and expenses of an employee; 
(3) entry into a joint defense, information-sharing, or common-

interest agreement with an employee; 
(4) the sharing of relevant information with an employee; and 
(5) failure to terminate or sanction an employee who has exercised a 

constitutional right or legal protection in response to a govern-
ment request. 

Senator Arlen Spector introduced a similar measure, the Attorney-
Client Privilege Protection Act, on June 26, 2008. 

Even before the August 2008 Revision was issued by DOJ, Senator 
Specter signaled that legislation might be unavoidable. In a July 10, 
2008 letter to Deputy Attorney General Filip, Senator Spector ques-
tioned whether it was sufficient to measure cooperation on the facts 
and evidence provided when such facts or evidence may have been 
obtained from individuals who were relying on the attorney-client 
privilege when they disclosed certain facts or information to counsel.11 
Recognizing the possibility that factual and non-factual attorney work 
product may overlap, Senator Spector explained that the government’s 
proposed revision failed to address this area. Further, Senator Spector 
questioned the relevance of joint defense agreements and adverse 
employee action in measuring cooperation.  Before closing his letter, 
Senator Spector expressed concern that the proposed revisions could 
be subject to modification by any subsequent Attorney General and 
were not binding on other federal agencies.

Following the announcement of DOJ’s revised policies, Senator 
Specter again expressed his concern that DOJ’s changes do not go far 
enough. In his August 28, 2008 statement responding to the revised 
guidelines, Senator Spector recognized that the revisions were “a step 
in the right direction” but were lacking in several respects.12 Senator 
Spector stated, by way of example, that “there is no change in the 
benefit to corporations to waive the privilege by giving facts obtained 
by corporate attorneys from individuals in order to escape prosecution 
or to have a Deferred Prosecution Agreement.” 
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As compared to the DOJ’s revisions, the proposed legislation would 
strengthen the attorney-client privilege by expressly forbidding govern-
ment counsel or agents from considering a valid assertion of attorney-
client privilege or attorney work product. Similarly, the proposed 
legislation does not restrict a corporation’s ability to share information 
it has received from the government with others who are a part of a 
joint defense agreement or common-interest agreement. Further, the 
government would be prohibited from assessing employee termination 
or sanction as a measure of cooperation. Importantly, Congressional 
legislation would have a binding effect on government agencies other 
than DOJ, none of which are bound by the August 2008 Revision.

How corporations should respond

DOJ’s revisions to its corporate charging guidelines provide an excel-
lent opportunity for corporate counsel and compliance professionals to 
examine their policies regarding internal investigations and employee 
relations. In undertaking such a review, organizations should start with 
the following three fundamental policies.

n The role of counsel in conducting internal investigations
As always, a critical component of corporate policy on internal inves-
tigations is whether and when counsel should direct the investigation. 
When the issues involved in an investigation are sufficiently serious, 
attorney involvement is, of course, necessary to protect appropriately the 
company’s interests. DOJ’s new policy on corporate cooperation provides 
additional assurances that, even when counsel directs an investigation, 
privileged communications likely will remain confidential. The policy 
does not, however, change the fact that revealing the conclusions of an 
attorney-led investigation might risk waiver of the privilege. Accordingly, 
corporations cannot simply assume that everything counsel does in an 
internal investigation will remain confidential and privileged. With the 
help of qualified counsel, corporations still must weigh these competing 
considerations and fashion counsel’s role carefully. 

n When to discipline employees
Under the revised guidelines, the DOJ allows corporations more 
flexibility and discretion in employment matters arising from alleged 
illegal conduct. Corporate leadership may exercise discretion in determin-
ing whether to keep an individual employed until the government’s 
investigation has been resolved or, instead, to terminate the employee 
immediately. Corporations also may steer a middle course and adopt 
policies that provide for paid or unpaid leave during the course of an 
investigation. When deciding how to discipline employees, though, a 
corporation must always remain cognizant that the reasonableness of its 
actions will continue to be a factor in the government’s analysis of the 
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Hope for Compliance? The personal dynamics of compliance work 

    ...continued from page 17

effectiveness of its compliance program. 

n Whether to indemnify and advance legal fees
Under the DOJ’s new policy, a company may advance legal fees to 
employees in good faith without concern that the action will harm 
the company’s ability to cooperate with the government. Under DOJ’s 
prior policies, some companies had instituted bylaws providing for 
mandatory advancement of legal fees. Such policies were intended 
to avoid any accusation by DOJ that the choice to advance legal fees 
to any particular individual was an indication that the company was 
uncooperative. The downside to such a mandatory policy was that the 
corporation might find itself advancing legal fees to a malefactor who 
clearly should not receive the organization’s support. Under DOJ’s new 
policy, however, a corporation can retain the discretion to advance (or 
not advance) legal fees without risk of harming its standing with the 
government.

Conclusion

DOJ’s revised policies on corporate cooperation provide a welcome 
change of direction for the government in its attempts to shape 
responsible conduct by organizations. These policies have always been 
based, at least in part, on a desire to cause corporations to police their 
own ranks and to assist the government in bringing individual law-
breakers to justice. In the past, however, DOJ has often overstepped 
the bounds of wise policy and injured important legal protections, 
such as the attorney-client privilege and the constitutional right to 
counsel. Now that Deputy Attorney General Filip has brought DOJ 
policy more closely in line with these principles, corporations and their 
attorneys must reconsider how best to structure compliance programs 
and policies that likewise strike the proper balance between protecting 
the organization, treating employees fairly, and ensuring that the laws 
governing corporate conduct are followed appropriately. n

1  No. 07-3042-cr, 2008 WL 3982104 (2d Cir. Aug. 28, 2008)
2  Memorandum from Eric H. Holder, Federal Prosecution of Corporations (June 16, 1999), available at http://

www.usDOJ.gov/criminal/fraud/docs/reports/1999/chargingcorps.html.
3  See “Former Computer Associates Executives Indicted on Securities Fraud, Obstruction Charges” DOJ Press 

Release (Sept. 22, 2004) at http://www.usDOJ.gov/opa/pr/2004/September/04_crm_642.htm.
4  Memorandum from Larry D. Thompson, Principles of Federal Prosecution of Business Organizations (June 20, 

2003), available at http://www.usDOJ.gov/dag/cftf/corporate_guidelines.htm. 
5  Memorandum from Paul J. McNulty, Principles of Federal Prosecution of Business Organizations (December 12, 

2006), available at http://www.usDOJ.gov/dag/speeches/2006/McNulty_memo.pdf. 
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able at http://www.usDOJ.gov/opa/pr/2008/August/08_odag_757.html. 
8  United States Attorney Manual, § 9-28.720.
9  See United States v. Stein, No. 07-3042-cr, 2008 WL 3982104, at *1 (2d Cir. Aug. 28, 2008).
10  See H.R. 3013—110th Congress (2007): Attorney-Client Privilege Protection Act of 2007, GovTrack.us (data-

base of federal legislation), available at http://www.govtrack.us/congress/bill.xpd?bill=h110-3013. 
11  Letter from Senator Arlen Spector to The Honorable Mark Filip (July 10, 2008), available at http://specter.
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c6e6-511bec8ea4ea&Region_id=&Issue_id=&IsPrint=true.

12  See Senator Arlen Spector Press Release (August 28, 2008), available at http://specter.senate.gov/public/index.
cfm?FuseAction=NewsRoom.NewsReleases&ContentRecord_id=0aa887f0-f40c-f557-5dbb-4aef8032b8f9. 

corrective action (or appropriate disciplinary action to a wrongdoer) gives 
people hope that someone really cares about fixing things and doing the 
job the right way. Discipline, fairly administered when things go wrong, 
gives people a sense that there is fair play in the organization, that there is 
“some justice in this world,” even in the company they work for. 

If we care, they will

All these elements of a compliance program work together to bring 
hope to the good employees of an organization. Remember—it is the 
majority of good employees who help the compliance program prevent 
the fraud and abuse committed by the few who are crooks. 

But it is not just having a compliance program and implementing it; it is 
how you go about it. Sincerity, dedication that goes the extra mile, self-
discipline on the part of management to ensure it listens to and respects its 
employees, providing resources to correct compliance problems—all work 
to help employees know that we are in this together to make things function 
right. By listening to employees’ issues, working with their complaints, 
and advocating with management to solve the operational and systems 
challenges that are making the work difficult, a compliance program not 
only can give employees hope and courage, but can show them that the 
organization cares about them as people. It will help them to realize that they 
are worth something as individuals and are seen as more than just cogs in 
the wheels of healthcare. Buoyed by this sense of worth, they will truly care 
about their own jobs and enthusiastically want to do things the right way.  

My German grandfather lived in the late 1800s and was a piano 
varnisher. His job was to carefully put layer upon layer of varnish on a 
finely built piano, sanding and polishing each layer until it shone. When 
it was finished, it was sold to a concert hall or put in the home of a 
wealthy person, where it was not only a well-made musical instrument, 
but also a thing of beauty. An effective compliance program should also 
be built like a fine piece of craftsmanship, and fine tuned to the needs 
of the organization. When you build this kind of life into a compliance 
program, it will succeed and endure. Employees will be proud of their 
work and will create an ethical culture on their own that will thrive and 
grow, which will last long after the compliance officer has left. Freedom: 
free choice, motivated by an inner desire – a hope – for something 
better, leaves a lasting effect. People will be changing, not because some-
one’s asking tem to or looking over their shoulder, but because they want 
to. My goal as compliance manager is that, after I leave, the compliance 
program will continue to operate successfully for as long as the organiza-
tion’s people remember that there is always hope for compliance. n
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Bringing harmony 
from discord in 

hospital compliance
By Emilie Rayman, Esq. and Tom Jeffrey

Editor’s note: Emilie Rayman is In-house Coun-
sel and Chief Compliance Officer for Com-
munity Memorial Health System in Ventura, 
California. She may be reached by telephone 
at 805/585-3073 or by e-mail at erayman@
cmhhospital.org. 

Tom Jeffrey, is a Partner in the Los Angeles 
offices of Davis Wright Tremaine LLP. He may 
be reached by e-mail at tomjeffry@dwt.com. 

Compliance does not operate in a 
world of its own, even though many 
compliance officers seem to think so. 

There is a point of contact where Operations, 
Compliance, and Quality meet in a vortex 
of information that cannot be separated. To 
establish an appropriate meeting point, indi-
viduals responsible for each component need 
to understand the entire process, a process 
that touches upon patient care, Stark laws 
and Medicare rules, the Office of Inspector 
General (OIG) Work Plan, The Joint 
Commission standards, coding and billing, 
the Conditions of Admission, and Title 22. 

If we look at the different hospital opera-
tions involved as musical divisions of an 
orchestra, such as the strings or horns, then 
Compliance might be likened to the percus-
sion section, setting the beat for others to 
follow. The CEO would be the conductor, 
who could hear each distinct sound, choreo-
graph the interplay, and mix the sound to 
produce the symphony, but be dependent 
upon each section. Therefore, the best 
approach to achieve harmony in compliance 
is one of collaboration and team work. 

Unlike an orchestra, many hospitals will erect 
walls between each of the departments, either 
due to history or the territorial nature of the 
participants. You can imagine the sound of 
the symphony with partitions and people 
following conflicting rhythms. The sound, 
instead of being harmonious, is conflicted and 
noisy. It is imperative that the departments 
talk about issues and work together and that 
the compliance officer knows, or learns and 
understands, the compliance issues in each of 
the areas. It is easy to tune out issues about 
patient care or finance and coding and say 
that your world only pertains to CMS, OIG, 
HIPAA, and issues surrounding Stark and the 
anti-kickback regulations, but you would be 
covering less than a third of the compliance 
needs of your organization. OIG has added 
quality and patient care issues to its 2009 
Work Plan and expects the compliance officer 
to be responsible for monitoring and review-
ing these areas. 

Compliance touches every department in a 
hospital and covers all processes in one way 
or another, so a good compliance officer 
should know the operations and business of 
the hospital and how they should function 
together. If you are one of those who don’t 
know the operations and business side, the best 
advice is to follow patients from admission to 
discharge, spend a few days with Utilization 
Management/Review, spend another few 
days with Patient Billing, and still more days 
with Coding. These days do not have to be 
consecutive, but if you can take a little time 
out of each day, you will build your knowledge 
base. In addition, you should read The  Joint 

Commission standards and process improve-
ment goals and the National Safety Standards, 
spend a day with Utilization Management/
Review and understand how the InterQual 
Criteria is used. Take a basic course in coding, 
so you understand levels of care and the coding 
rules. Most importantly, ask questions!

A brief explanation of the arrangement 
among Quality, Utilization Management/
Review, Coding, Compliance, and other 
departments to work together at our hospital 
(CMHS), illustrates the importance of under-
standing how processes need to coordinate.

Quality Assurance is home for Core 
Measures, The Joint Commission standards, 
and National Patient Safety Goals. The 
regulations, which are process improvement 
standards, look at clinical processes and audit 
these processes through policies and proce-
dures, education, and what The Joint Com-
mission calls “tracers.”  During a randomly 
selected tracer, the auditor goes to a clinical 
practitioner and observes and interviews him/
her about the process they are performing in 
order to verify whether they are following the 
correct process. An example of such a process 
is washing hands between each patient. 

Root cause analysis is used when a problem 
is reported to find the cause of a problem. 
This is followed up with process improvement 
actions that typically include education. Core 
Measures and National Patient Safety Goals1 
(NPSG) are audited and generally lead to 
process improvement actions and education, 
such as the Core Measure for antibiot-
ics within an hour of surgery to prevent 
infections, and the NPSG for checking the 
patient’s armband to verify identification 
prior to giving medication.

Much of what Quality does is concurrent 
and looks at processes and ways to improve 
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them. Compliance, on the other hand, looks 
at what Quality has done and validates it 
retrospectively through an independent audit 
process as a second level of audit, if there is 
a problem. It is very important that Compli-
ance understands what standards and goals 
Quality is trying to attain, in order to assist 
them and structure an audit coherently.

Root cause analysis is also used to investigate 
sentinel and “never” events. Often, connect-
ing all of the dots between areas is missed 
unless there is constant monitoring by 
everyone. A good example of this is from an 
Institutional Review Board (IRB) that reviews 
serious adverse events (SAE) in connection 
with clinical trials. If the patient was in the 
hospital, Emergency department (ED), or 
one of the clinics, the event also needs to 
be reported to Quality and the appropriate 
government agency, if the incident is found to 
be a true sentinel or “never” event.

Continuous monitoring of the new Joint 
Commission  standards is a huge undertak-
ing and involves everyone at the hospital. In 
our health system, our Joint Commission 
monitoring teams are governed by Operation 
Readiness teams (Figure 1) and are further 
split into survey teams. The areas where 
Compliance directly crosses-over include the 
hotline reporting, investigations into violations 
of patient rights, failure to document and 
falsification of patient records, sentinel events, 
failure to report, and quality exceptions. Every 
vice president, the CEO, every director, and 
selected managers are assigned to survey teams, 
with the responsibility to monitor and survey 
Performance Improvement and Safety Goals. 
This is truly a team sport at CMHS.

Utilization Management/Review is involved 
in the day-to-day management of the patient, 
such as determining whether the patient 

Figure 1: The functional areas of coverage in continuous monitoring of the Joint 
Commission Standards
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Continued on page 46

needs a social service or dietary consult, 
speaking to the physician about moving the 
patient, arranging for discharge, taking care of 
the two-day notice to Medicare beneficiaries, 
and arranging for transfers to skilled nursing 
facilities (SNF). 

Generally, Compliance is notified by Utiliza-
tion Management if there is a problem that 
requires answers to an intervention. Audits in 
this area would include the two-day notifica-
tions to Medicare patients and whether the 
three-day stay prior to being transferred to a 
SNF was actually medically necessary. Audits 
of In-Patient to Out-Patient admissions are 
usually a combined Utilization Review and 
Compliance review. Utilization Management 
and Compliance are involved and responsible 
for putting together the appeals and Admin-
istrative Law Judge hearings for medical 
necessity denials for all payers, including 
Medicare and Medicaid.

Coding is part of Medical Records or Health 
Information Management (HIM), and is 
involved in ICD-9 coding of diagnoses and 
co-morbidities (secondary diagnoses), CPT-4 
coding of procedures, diagnosis-related 
group (DRG) coding, ambulatory payment 
classification (APC) coding of out-patient 
visits (out-patient DRGs), and abstracting 
(i.e., a summary of the patient stay). Medical 
Records is also the official holder of all clinical 
records and is responsible for completeness of 
the file (e.g., making sure that the physicians 
have dictated and signed their history and 
physicals and discharge summaries). This is 
an area where every compliance officer should 
have a basic working knowledge of the coding 
that goes on in the institution. Coding is how 
a provider gets paid, and if coding is incorrect, 
it can lead to overpayment or underpayment, 
both of which are violations of the Medicare 
Conditions of Admission and which can, 
potentially, lead to a false claims charge. 

Coding must be reviewed continuously and 
concurrently during the admission (at our 
hospital, it is performed by clinical coding 
specialists who also monitor Core Measures) 
and then reviewed retrospectively by Medical 
Records and audited by Internal Audit (con-
ducted by independent auditors at CMHS). 

Evaluation and management (E&M) coding 
is an out-patient and ED process, frequently 
referred to as the professional component of 
the bill. E&M coding first looks at whether 
the physician did a review of all the systems, 
discussed the chief complaint, evaluated  the 
problem the patient was having, and reviewed 
the medications, family history, history of 
present illness and the patient risk, and medi-
cal decision making. The E&M codes cor-
respond to level of care and payment. The ED 
nurses also select a level of care for payment, 
called the facility charge. If the professional 
component does not match the facility charge 
(i.e., the E&M code is a Level 2 and the 
facility charge is a Level 5), then the bill may 
be rejected. There may be a legitimate reason 
for the difference in coding, but Compliance 
is well-advised to investigate and review these 
mismatches for legitimacy (in our facility, the 
clinical coding specialists perform this func-
tion). Failure to review incorrect coding may 
result in a pattern to make the same mistake 
and continue to bill improperly for it. Gener-
ally, frequent, periodic audits of E&M coding 
are recommended to ferret out these types 
of errors and to make corrections, through 
education, before they become a problem. 

Compliance audits become necessary when 
anyone in management becomes aware of a 
potential problem. How does Compliance 
know that there is a potential problem?  
Compliance officers have to be involved 
in the hospital business, go to Operations 
and Finance meetings, listen in ancillary 
meetings and Nursing, keep their ears open, 

and research what they don’t understand. A 
compliance officer who stays behind closed 
doors and doesn’t get involved in the business 
is a compliance officer in name only. Certain 
compliance internal audits that may expose 
the hospital to significant potential liability 
should be undertaken only under attorney-
client privilege (with outside counsel). Audits 
performed under the Compliance department 
are otherwise discoverable, so you will want 
to consider putting some protections in place 
for your organization. 

Finance and the Business Office are my 
favorite parts of the hospital. This is where it 
gets exciting as the medical records, coding, 
and the charges come together. The Charge 
Description Master (CDM), which has every 
chargeable item on it, and the Room and Bed 
Master, like a hotel room charge roster that 
covers room and board with nursing thrown 
in (a point of contention for most nurses) 
come into play as the bill is compiled and 
matched against what was coded and what 
was charged for, and the Medicare rules are 
applied. Once the billing is compiled, it is 
held for the final discharge diagnosis and 
final coding before being sent electronically 
for payment. Compliance audits may be for 
adherence to the Charity Care Policy, correct 
application of deductibles, and Medicare 
Secondary Payer Policies, to name just a few.

When Compliance thinks about “contracts,” 
Stark laws, anti-kickback rules, and physi-
cians usually come to mind. However, this is 
not the only understanding of contracts in 
a hospital setting. The majority of depart-
ments think of contracts in terms of services 
and supplies, and The Joint Commission 
views them as clinical contractors. Clinical 
contractors are those persons who provide 
patient care services to our patients and those 
contractors who are present in patient care 
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areas (e.g., equipment vendors demonstrating 
equipment in the Operating Room [OR]). 
Because these persons are involved in the 
care of our patients or near them, The Joint 
Commission says the facility must treat them 
as such and perform the same employee 
safeguards, such as drug testing, vaccination 
and inoculation record checks, OIG checks, 
and background checks. This area involves 
Human Resources, Medical Staff Office 
(MSO), Quality, and Compliance. 

Because the question of who credentials 
whom is sometimes an issue, Figure 2 (below) 
illustrates how CMHS identifies which depart-
ment credentials the contractors. Whenever a 
contract is submitted for clinical contractors, 
an addendum is attached for signature which 
outlines all the requirements for each of the 
employees (See Figure 3 on page 48). Once the 
contract is exercised, Compliance is responsible 
for the contract terms, such as insurance and 
renewal (e.g., MediTract). Human Resources 
and the Medical Staff Office are responsible 
for the credentialing (which are housed in 

VendorCheck and PreCheck). Quality is 
responsible for seeing that the competency 
requirement is met for the patient care areas, 
but in actuality, this is another example of 
coordination of all areas of the hospital.

Let me illustrate, through a hypothetical of a 
more granular vision, what actually happens 
at a hospital and point out the possible time 
bombs of data cross-overs ready to cause 
compliance road blocks in the absence of an 
effective team approach. 

Our patient, Mr. Doe, comes into the ED 
at 2300 hours (11 p.m.) with a complaint of 
stomach pain after eating a five-course dinner. 
He stops at the registration window to check 
in. The clerk, if he or she is on the ball, refers 
the patient to the Triage Nurse for evaluation 
(before taking demographics or billing infor-
mation, as is required by EMTALA under 
Disability, Housing, and Community Services 
[DHCS] and The Joint Commission). The 
patient is then evaluated by the Triage Nurse, 
who decides that Mr. Doe should be taken 

back to a bed to be seen immediately by the 
physician. 

EMTALA is a regulation which is overseen 
by state and federal governments, and in 
most hospitals is covered by Nursing and the 
MSO. The regulation reaches deep into the 
business of running a hospital and governs 
hospital-to-hospital transfers, ED patient 
evaluations, coverage agreements, and physi-
cian on-call arrangements. Most Nursing and 
MSO departments do not have great tracking 
mechanisms for documenting on-call problems 
and blips in compliance. This is where the 
Compliance Office may be of assistance, 
with its reputation for employing great 
documenters and rat packers when it comes 
to keeping documentation. Also, in the area 
of self-reporting and the hotline complaints, 
Compliance is helpful, because it covers the 
documentation of these areas, too. Quality 
tracks the patient complaints, so I have found 
it helpful to give them access to the patient 
compliant portion of our hotline. Utilization 
and Quality Management are involved when 

Figure 2
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patient dumping allegations occur. Last, but 
not least, is Billing, which will hold that bill 
until all are assured that it was not the hospital 
that caused the problem. Regardless of whether 
or not the patient is to be admitted, the clinical 
staff needs to document what conditions were 
present on admission to the ED, along with 
the rest of the clinical assessment and what 
exactly was done for the patient.

Now we are ready to move on with our 
hypothetical patient. The physician evalu-
ates Mr. Doe and writes orders. Now  the 
clerk goes to the bedside to get information. 
Mr. Doe tells the clerk he is a Medicare 
beneficiary with group insurance from his 
spouse, which makes Medicare the secondary 
payer. Nevertheless, the clerk still needs to 
ask all the Medicare questions, such as: Is this 
related to a Black Lung Claim? Medicare data 
must be kept for 10  years, so it is important 
that the clerks get this right.

Mr. Doe is then asked to sign the Conditions 
of Admission and Advance Beneficiary Notice 
(ABN) if the physician orders tests that are 
not covered by Medicare. He is also given the 
hospital HIPAA guidelines and asked to sign 
an Acknowledgement of Receipt. Audits of 
whether the Conditions of Admission and 
ABN have actually been signed by the patient 
or his authorized representative should be 
done regularly. If the Conditions and ABN 
are not signed, the hospital cannot legally bill 
for the services provided.

Mr. Doe is subsequently discharged and sent 
home with After Care Instructions, a list of 
current medications (this is where medication 
reconciliation occurs, giving the patient a list 
of current medications, and this is tracked 
by Quality), and either instructed to see his 
private medical doctor or referred to a list 
of physicians to see within 24 hours (a Joint 
Commission requirement). The ED physician 

now codes the chart with an E&M code 
which corresponds to the level of care that 
was required by the patient, and the nursing 
staff codes the facility charges. So far, if we 
looked at auditing this patient, we would audit 
Medicare Secondary Payer Regulations, ABN 
signatures, E&M coding, and facility charges. 

After he returned home, Mr. Doe tossed and 
turned all night, and goes to see his private 
physician in the morning. His physician 
decides that he needs to send Mr. Doe back 
to the hospital for a cholecystectomy, an 
out-patient procedure. The patient goes to the 
hospital, registers as an out-patient, and signs 
all the forms that he signed the night before. 
However, the clerk informs him that his ex-
spouse dropped him from her plan and that 
he now only has his Medicare insurance. In 
the hospital, as preparatory work continues, 
the patient is prepped and a cholecystectomy 
is performed. However, the physician also 
found that Mr. Doe has a bowel obstruction. 
Mr. Doe is discharged as an out-patient and 
then admitted as an in-patient scheduled for 
surgery the following day for the obstruction. 
Mr. Doe comes through the surgery just fine 
and is discharged two days later. The bill is 
generated, but is stopped in coding because 
Mr. Doe was an out-patient who received an 
out-patient procedure. He was subsequently 
admitted for an “in-patient only” procedure 
and stayed in the hospital for three days; 
therefore, further review for billing is now 
necessary. Out-patient to in-patient changes 
after a patient has been discharged must be 
reviewed by the Utilization Review Com-
mittee, which consists of three doctors, two 
nurses, and a social worker. If they find that 
changing Mr. Doe to an in-patient is appro-
priate, they insert a late Utilization Review 
Summary in the patient chart, which explains 
their actions, and the billing is changed. If 
not, the billing stands and the hospital cannot 
bill Medicare for the in-patient surgery. 

Is the hospital going to merge the original 
ED visit with the admission?  Is the diagnosis 
the same?  If yes, then the visits will merge; 
otherwise, no. If the hospital is doing a lot 
of in-patient to out-patient (or the reverse) 
reviews, an internal audit is in order. Quality 
is also checking for medication reconciliation 
on discharge and, if the patient received 
antibiotics at least one hour prior to surgery, 
Medical Records is checking for signatures 
and completion of history, physicals, progress 
notes, and OR reports. Utilization Review is 
checking the two-day rule. 

Mr. Doe goes to the clinic for follow-up after 
his surgery and is seen by a nurse practitioner 
(NP). The patient is doing well and is sent 
home. Now, for billing, the NP bills under 
the physician’s National Provider Identifier 
(NPI) at the clinic as “incident to” and 
reimbursement is at 100%. 

However, if the physician is not there to 
supervise the  “incident to,” the NP must be 
certified by Medicare and have a registration 
with the clinic through Medicare to bill solo, 
and will only receive 85% reimbursement. 
Additionally, if Mr. Doe is a “new” patient or, 
in this case, has a “new” problem, he must be 
initially seen by the physician (under CMS 
rules), so under this hypothetical scenario this 
visit should not be billed. However, if this was 
just a follow-up visit for an existing problem, 
the clinic could bill for the NP. Note that some 
commercial payers do not recognize an NP 
billing on their own and, therefore, all billing 
for NPs is considered “incident to.”  Here, 
the clinical areas restructure their processes to 
make sure that all “new” patients and problems 
are seen by a physician, coding follows up as 
a second set of eyes, and finally, billing takes a 
third look at the patient records.

How do we all come together and coordinate 
all the activities?  At CMHS, we are a closely-
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...continued from page 47

knitted team with open doors, who meet at least weekly, if not more 
frequently. We call each other, e-mail, and generally, if there is a 
problem in the system, it belongs to all of us – not just one area. 
So, in my opinion, it is our approach to problem-solving and the 
general belief that we have an open architecture for communica-
tion which creates our good team work and an environment of 
cooperation.

This was only a very, very brief summary of how Compliance works 
with Quality and clinical areas at our health system. The reason 
we work so well together, without walls and turf battles, can only 
be attributed to our CEO, Gary Wilde, a visionary who leads by 
example and transparency. I have been at many other institutions, 
but this one truly has one goal and works together to achieve it. 
I believe that to get to the next level, Compliance has to be “one” 
with the institution. It is imperative for all  compliance officers 
to educate themselves on the business of their institution, billing, 
coding, and clinical, including the quality initiatives and The Joint 
Commission standards, to succeed. n

Special thanks to Summer Flores, JT Coordinator at CMHS for 
creating figure 1

1  The NPSGs are part of the patient safety trilogy espoused by the Joint Commission, which includes the 
Sentinel Event Standards and Guidelines, Patient Safety Standards, and the NPSGs.
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compliance management, fraud and abuse, and 
FDA regulatory law. He can be reached by e-
mail at howard.dorfman@ropesgray.com. 

The interaction between pharma-
ceutical manufacturers and health 
care professionals has come under 

increased scrutiny for some period of time. 
Most of the attention has taken a decidedly 
negative view of those interactions, with 
criticism regarding the adverse impact on 
the integrity of therapeutic decision-making 
coming from such entities as Congress, 
the Office of Inspector General of the 
Department of Health and Human Services 
(OIG), the Department of Justice, state 
attorneys general, and from leaders of aca-
demic medicine.1

In 2002, the Pharmaceutical Research and 
Manufacturers of America (PhRMA), the 
trade organization that represents research-
based pharmaceutical and biotechnology 
companies, introduced the PhRMA Code on 
Interactions with Healthcare Professionals 
(PhRMA 2002 Code) in response to the 
criticism of industry marketing practices. As 
stated on the PhRMA website (www.phrma.
org), the purpose of the Code was to reinforce 

the appropriate nature of the interaction with 
health care professionals as 

 “…professional exchanges designed 
to benefit patients and to enhance the 
practice of medicine. The Code is based 
on the principle that a health care profes-
sional’s care of patients should be based, 
and should be perceived as being based, 
solely on each patient’s medical needs 
and the health care professional’s medical 
knowledge and experience.” 

Yet, notwithstanding the issuance of the 
various codes that address ethical standards 
in interactions with health care practitioners, 
criticism of industry conduct as creating an 
environment in which excesses impacted the 
health care professional’s clinical judgment 
continued. In response, PhRMA issued a 
revised Code on Interactions with Healthcare 
Practitioners in July 2008 (PhRMA 2008 
Code)2  scheduled to take effect in Janu-
ary 2009. Although the original PhRMA 
2002 Code represented a significant shift in 
pharmaceutical industry marketing practices 
and ended what had been viewed as some 
of the more egregious sales and marketing 
excesses, the PhRMA 2008 revisions have 
been described as more narrowly constructed 
and represent a targeted guidance in response 
to specific criticisms. The revisions generally 

reflect current industry “best practices” and 
take into account many of the government-
imposed changes in marketing processes that 
have marked an evolution in the compliance 
environment since 2002. 

The following section highlights the most 
significant provisions of the PhRMA 2008 
Code, particularly where changes have been 
made to the PhRMA 2002 Code. 

Informational presentations and meals
A standard method by which pharmaceuti-
cal company sales representatives would 
interact with health care professionals to 
facilitate an informational presentation has 
historically been through providing a meal. 
The PhRMA 2002 Code permitted manu-
facturers to offer health care professionals the 
occasional modest meal solely to facilitate 
that presentation or discussion with industry 
representatives and others speaking on behalf 
of the company, and only where the venue is 
conducive to informational communication. 
There was no other limitation as to location.

The revised PhRMA 2008 Code allows the 
modest meal while making a scientific or 
clinical information presentation to health 
care professionals and their staff. However, 
that modest and occasional meal “offered 
in connection with presentations made by 
field sales representatives or their immediate 
managers should …be limited to in-office or 
in-hospital settings.”3 The revised PhRMA 
2008 Code does not eliminate the out-of-
office or out-of-hospital meal entirely as a 
means of facilitating a speaker program.

It is important to read the remainder of 
the revised PhRMA 2008 Code and the 
accompanying questions and answers (Q&As) 
for greater clarification regarding distinctions 
among the types of pharmaceutical employees 
in the context of permitted or prohibited 
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activities. For example, Question 12 indicates 
that if the pharmaceutical company person-
nel who are hosting a business discussion 
are home-office based and not field sales, an 
out-of-office or hospital setting for the meal 
is permitted.4 The Q&A does not specifically 
address non-sales field personnel (such as 
medical science liaisons or similar field-based 
medical staff) which, presumably, would be 
permitted to provide out-of-office meals. 
By refusing to utilize the more expansive 
descriptive language used in other sections of 
the PhRMA 2008 Code, such as “company 
representatives” or “industry representatives”  
or “all company representatives who visit 
health care professionals,”  it is reasonable 
to conclude that the drafters created certain 
distinctions as to appropriate conduct based 
on the company roles played by pharmaceuti-
cal manufacturer personnel.

Prohibition on entertainment and 
recreation
The PhRMA 2002 Code permitted entertain-
ment in the context of consultant meetings 
or speaker training sessions provided such 
entertainment and recreation were clearly 
subordinate both in time and emphasis to 
the business agenda of the meeting. The 
PhRMA 2008 Code eliminates entertainment 
entirely in these contexts. For the first time, 
companies are prohibited from providing 
entertainment or recreation in any interac-
tions with health care professionals. The 
prohibition applies regardless of the relative 
value of the activity or whether it is secondary 
to the consultant or educational purpose of 
the meeting.

 Support for Continuing Medical 
Education
The importance of defining the appropriate 
role for the pharmaceutical industry in relation 
to support for Continuing Medical Education 
(CME) is reflected in the PhRMA 2008 Code. 

Unlike the PhRMA 2002 Code, the CME 
section is now independent of other code pro-
visions. New requirements are consistent with 
several of the recommendations found in the 
OIG Compliance Guidelines for Pharmaceuti-
cal Manufacturers5 and reflect guidelines issued 
by the Accreditation Council for Continuing 
Medical Education (ACCME).6 

The CME provisions track the general phi-
losophy found throughout the PhRMA 2008 
Code in stressing the need for the industry 
to distance the sales and marketing functions 
from purely educational endeavors critical 
to the independence of developers of CME 
materials. As the PhRMA 2008 Code suggests, 
support for CME is intended to educate health 
care professionals on a full range of treat-
ment options, not as a means of promoting a 
particular therapeutic option. To accomplish 
this goal, pharmaceutical companies are to 
separate the CME grant review process from 
the involvement of sales and marketing person-
nel and to follow ACCME or other accrediting 
entity standards. Companies are no longer 
permitted (as they were under the PhRMA 
2002 Code) to provide meals or receptions 
directly at CME events. Instead, they are 
required to provide funding to the CME 
provider for meals for all attendees.

A significant change relates to the ability of 
a pharmaceutical manufacturer to provide 
guidance to the CME provider in the 
development of the CME programs. The 
PhRMA 2008 Code states that manufacturers 
are no longer permitted to provide guidance 
regarding potential speakers or content, even 
if an unsolicited request is received from 
the CME provider. These guidelines, which 
speak of near absolute separation between 
industry and CME providers, would likewise 
suggest that the practice of allowing company 
medical personnel to review CME materials 
in advance for factual accuracy is now highly 

suspect. However, it appears that a company 
may establish a Request for Proposals concept 
as part of the decision-making process regard-
ing which CME areas to fund (See PhRMA 
2008 Code, Q. 21).7 

Consultants
This section of the PhRMA 2008 Code 
begins by reiterating the general principles 
stated in the PhRMA 2002 iteration and 
enunciates the very basic standards for estab-
lishment of consulting arrangements between 
manufacturers and health care professionals 
and lists factors that support the existence of 
bona fide consultant engagements. A justifica-
tion is now included, that “the use of expert 
advice to ensure that…medicines are meeting 
the needs of the patients,” which reprises a 
consistent theme relating to patient interests 
that is stressed throughout the revised code. 
The PhRMA 2008 Code also contains several 
additional details regarding the consultant 
arrangement, such as the need for a written 
contract and for the need for the services to 
be provided. The company should likewise be 
prepared to justify the need for the number of 
consultants being retained. 

The PhRMA 2008 Code expands on the 
criteria to be utilized in the selection of 
consultants and states that the decision 
regarding the selection or retention of health 
care professionals as consultants should be 
based on “defined criteria,” such as general 
medical expertise and reputation, and paid 
based on an undefined “fair market value.” 
The PhRMA 2008 Code also expressly states 
that resorts are inappropriate venues for 
consultant meetings.

Although unstated, the PhRMA 2008 Code 
suggests new responsibilities for the phar-
maceutical manufacturers regarding the use 
of consultants, apart from the now common 
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concern regarding appropriate recompense 
and venues. The language as to “selection 
or retention” in the Code suggests a need 
to monitor consultants and document the 
extent to which their services will be required 
beyond the term fixed by contract. As will 
be discussed further, the need to maintain 
records of payments to consultant health care 
professionals is not only implicitly suggested 
by the PhRMA 2008 Code, but required by 
an increasing number of states.

Speaker programs and speaker training 
meetings
The concept of the speaker bureau (i.e., the 
retention and training of health care providers 
to speak at various venues on behalf of a 
pharmaceutical company’s products within 
label) has come under scrutiny and criticism 
from various sources for a wide range of 
reasons. Concerns include excessive payments 
made to the speakers as a reward for past 
prescribing activity or as an inducement for 
future prescribing (a possible violation of 
the Anti-Kickback statute) and as a means of 
disseminating off-label information under the 
guise of an in-label presentation (a possible 
violation of the Federal False Claims Act and 
the Federal Food, Drug and Cosmetic Act). 
Although the PhRMA 2008 Code retains 
the concept of the health care professional as 
paid speaker, speaker programs are afforded 
separate discussion from consultant activities, 
and new restrictions are imposed that will 
require careful review of existing internal 
policies and procedures.

The revisions found in the PhRMA 2008 
Code incorporate additional compliance 
concepts regarding the retaining and training 
of speakers who have become ubiquitous in 
most company compliance programs since 
the release of the PhRMA 2002 Code and 
reflect the OIG Guidance as well as a num-
ber of Corporate Integrity Agreements (CIA). 

The Code confirms that speaker programs 
are promotional in nature and that compa-
nies should take care to establish a distinction 
between such engagements and CME activi-
ties. To assist in clarifying the distinction, 
the Code repeats a number of the require-
ments suggested for consultant engagements, 
including:
n prohibiting speaker programs from being 

held at resorts, 
n requiring a written contract that includes 

fair and reasonable compensation based on 
FMV,

n establishing a need for the speaker’s ser-
vices, and

n establishing the relevant expertise of the 
speaker.

A number of additional requirements are 
included. By way of example, and specifi-
cally responding to the concerns raised, the 
PhRMA 2008 Code enunciates a clarification 
that any health care professional engaged to 
undertake external promotional activities is 
deemed a speaker who should clearly identify 
that he/she is speaking on behalf of the 
manufacturer and that the information he/she 
presents is consistent with current labeling 
and applicable FDA guidance. 

In addition to the responsibilities on the 
speakers, new requirements are imposed on 
the retaining companies, several of which 
will no doubt require a careful review of 
existing compliance policies and procedures. 
Pharmaceutical manufacturers must develop 
and implement policies that address the 
appropriate use of speakers and establish the 
appropriate number of speaking engagements 
for any particular speaker over time. Speakers 
are to undergo training regarding the com-
pany’s products to understand the approved 
product labeling as well as FDA regulatory 
requirements. (These training sessions are not 
to be held in resorts.) 

Of particular note are two new requirements. 
The pharmaceutical company is responsible 
for the active monitoring of its speaker 
programs to verify compliance with all 
applicable FDA regulations. In addition, each 
manufacturer is required to “cap the total 
amount of annual compensation it will pay 
to an individual health care professional in 
connection with all speaking engagements.” 
No fixed cap amount is provided by the 
PhRMA 2008 Code, leaving the decision 
regarding establishing a reasonable limit to 
the judgment of the company. However, 
timely access to the pertinent information 
throughout the organization to permit an 
accurate assessment of compensation paid to 
any particular speaker may provide challenges 
for some companies.

Prohibition of non-educational items
The PhRMA 2008 Code effectively eliminates 
the category of “practice-related gifts” of 
nominal value imprinted with the company’s 
name or logo as appropriate for distribution 
to health care professionals and their staffs. 
This includes such classic give-away items 
as pens, mugs, notepads, or other such 
reminder pieces. Instead, and in keeping 
with the stated objective of establishing the 
industry–health care practitioner relationship 
as based on education to the physician and 
benefit to the patient, the PhRMA 2008 
Code redefines “educational items” which 
are permissible as “items designed primarily 
for the education of patients or health care 
professionals, if they are not of substantial 
value ($100 or less) and do not have value 
to the health care professional outside of his 
or her professional responsibilities.”8 Even 
permissible items, however, must be offered 
only on an occasional basis and be permitted 
by law. As pens and mugs and similar pieces 
do not “advance disease or treatment educa-
tion,” they are banished from the marketing 
armamentarium. 

The 2008 revised PhRMA Code: Interactions with health care professionals in the age of compliance    ...continued from page 51
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These newly articulated restrictions do not 
appear to require that a gift provided to a 
health care professional have no independent 
value, only that the item have no independent 
value to the health care professional outside of 
the professional’s practice. Similarly, it does not 
appear that the prohibition on “practice-related 
items” means that an educational item cannot 
have value to the health care professional’s 
practice. That interpretation runs counter to 
other sections of the PhRMA 2008 Code (See, 
for example, PhRMA 2008 Code Section 11). 
As a result, items that have value in relation 
to a medical practice, such as an anatomical 
model or a patient tracking form, are clearly 
permissible and specifically addressed in the 
PhRMA 2008 Code as educational items with 
no value to the health care practitioner outside 
of the practice and do not represent prohibited 
“practice-related items.”

Prescriber data
Another example of how the PhRMA 2008 
Code addresses  a criticism of the pharmaceu-
tical industry can be seen in the new section 
pertaining to the access by companies of data 
relating to prescribing activities by health care 
professionals. Criticism of access to and use 
of health care practitioner prescribing data 
by pharmaceutical companies, particularly 
by their field-based sales force, had grown 
since the PhRMA 2002 Code was released. 
In the PhRMA 2008 Code, companies 
were advised to use non-patient identifiable 
prescribing data responsibly. The Code 
further requires the development of company 
policies regarding the appropriate use of such 
data. Companies are further urged to respect 
and abide by the wishes of any health care 
professional who requests an opportunity to 
opt-out of any process that provides his or 
her data to sales representatives,9 to educate 
company “employees and agents” regarding 
company policies, and to establish disciplin-
ary procedures for misuse of such data.

Training and conduct of field 
representatives
Throughout the PhRMA 2008 Code, the 
interactions between health care professionals 
and pharmaceutical company personnel, par-
ticularly the field-based sales representatives, 
are to be based on informing the medical pro-
fessional about medical and scientific issues 
where only the “highest ethical standards” 
are to be followed. To further reinforce this 
concept, companies are required to ensure 
that all company representatives who visit 
health care professionals (i.e., beyond field-
based sales representatives) receive training 
on the applicable laws, FDA regulations, and 
industry codes of practice (i.e., the PhRMA 
Code) as well as training on general scientific 
and product-specific information. More 
importantly, companies are to assess their 
representatives periodically to determine that 
they comply with relevant company policies 
and to take appropriate disciplinary action 
when representatives fail to comply.

Field-based sales representatives will have 
ample opportunity to utilize the training they 
receive. Presumably, it will be the responsibility 
of these representatives to monitor speaker 
programs to establish compliance with the 
requirements of discussing current, on-label 
promotional information. The importance of 
this function should not be underestimated 
(particularly given the focus of such entities as 
the FDA, OIG, the Department of Justice, and 
the various state attorneys general in investigat-
ing off-label promotion for future prosecution) 
on both the state and federal level.

Formulary committee members
If the PhRMA 2008 Code can be viewed as a 
response to criticism of the industry that has 
continued since the PhRMA 2002 Code, as well 
as articulating guidance in light of various inves-
tigations and resultant CIAs, an example can be 
seen in the newly introduced section on the need 

for corporate disclosure relative to interactions 
with formulary committee members. 

Although the PhRMA 2002 Code is silent 
regarding the issue of disclosure of relation-
ships between health care professionals and 
the industry, the PhRMA 2008 Code states 
that companies should require health care 
professionals who consult or speak for industry 
and who sit on formulary committees to 
disclose the existence and nature of their 
relationship with the company. In this regard, 
the disclosure requirements should extend for a 
minimum of two years following the termina-
tion of the relationship with the company. 
However, only if the formulary committee pro-
cedures require it would the company-retained 
member recuse themselves from decisions that 
the committee makes regarding a medicine for 
which they speak or consult.

Implementing and adhering to the Code

The PhRMA 2008 Code, like its predecessor, is 
an articulation of guidance, and antitrust prin-
ciples prevent an association such as PhRMA 
from dictating internal policies to its members. 
Yet, to address the criticisms of the industry, as 
well as to take into account the conduct that 
gave rise to the several investigations, settlements 
and CIAs since 2002, the PhRMA 2008 Code 
anticipates a certification process for companies 
that commit to implement its provisions. 
Compliant companies would post a company 
“certification” that policies and processes are in 
place to foster Code compliance. 

Further, companies will be encouraged to seek 
external verification at least once every three 
years that they, in fact, have such policies and 
processes in place.

Conclusion

The implications of the PhRMA 2008 Code 
for the US pharmaceutical industry are 

Continued on page 60
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2009 regional Conferences

Dallas, TX .................... February 20

Anchorage, AK .....February 26 – 27

Columbus, OH ....................... May 8

new York, nY ...................... May 15

Seattle, wA ........................... June 5

Los Angeles, CA ................ June 26

Boston, MA ...............September 11

Minneapolis, Mn ......September 12

Kansas City, KS .......September 26

Pittsburgh, PA .................October 9

Honolulu, HI ..................October 16

Denver, CO ....................October 23

nashville, Tn ...............november 6

Louisville, KY ............november 13

Phoenix, AZ ...............november 20

Join us at HCCA’s 2009 Regional Conferences
HCCA’s regional conferences take place throughout the year, all over the United States. 
You’re sure to find one that works for you!

Visit www.hcca-info.org for registration information

HCCA RegionAl ConfeRenCes
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SAVE THE  DATES
AHLA/HCCA Fraud & Compliance Forum
October 4–6, 2009 | Baltimore, MD 
Register online now at www.hcca-info.org/fraud 

Quality of Care Compliance Conference
October 11–13, 2009 | Philadelphia, PA
Register online now at www.hcca-info.org/quality 

Physician Practice Compliance Conference
October 11–13, 2009 | Philadelphia, PA
Register online now at www.hcca-info.org/physicians

Research Compliance Conference
October 18–20, 2009 | Minneapolis, MN
Register online now at www.hcca-info.org/research

Health Care Compliance Association
6500 Barrie Road, Suite 250  

Minneapolis, MN 55435
888-580-8373 (p) | 952-988-0146 (f)

helpteam@hcca-info.org | www.hcca-info.org
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Program. March, p. 18
n The Board’s Role in Compliance and 

Ethics. April, p. 20
n The Hierarchy of Compliance/Ethics 

Program Needs. May, p. 17
n Why are we where we are? June, p. 19
n The CHC credential is invaluable. July, p. 19
n Spiderman. Aug, p. 19
n Values pushers: the new drug. Sept, p. 19
n Social networking. Oct, p. 19
n Thoughts on a colleague’s passing. Nov, p. 18
n Closer to the edge. Dec, p.18

Letter from the Leadership

n HCCA starts LinkedIn group. June, p. 4, 
R. Jaffe

2008 Compliance Today Index    ...continued from page 57
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Legal Issues

n Conflicts of interest: Device makers settle-
ments. April, p. 65, J. Waltz

n Court analyzes first case under Stark’s 
academic medical center exception. Sept, 
p. 11, A.D. Patel, R.J. Senska 

n What CMS gives, the courts take away: 
Patients in ambulances and EMTALA. 
Oct, p. 10, J. Fitzgerald

Long-Term Care

n Quality in long-term care: A board of di-
rectors’ dashboard. June, p. 43, J. O’Brien, 
K. Arnholt

n Draft Supplemental Compliance Guidance 
for Nursing Facilities. Aug, p. 40,  
C.L. Wagonhurst, N.M. Lacktman

n Nursing homes and hospices: Compliance 
pitfalls and practical pointers. Aug, p. 64, 
E.A. Kastner, J.D. Hunter

Physician Practices

n Physical therapy, the referring physician, and 
Stark regulations. Feb, p. 51, N. Beckley

n Regulatory review of recruiting and reloca-
tion. April, p. 4, W. Harriger, V. Aubourg

n Outpatient therapy clinics and their refer-
ring physicians: Fraud and abuse risks. 
April, p. 55, K. McDonald-McClure

n Compliance risks associated with leasing 
arrangements. May, p. 49, J. Conder

n Practical tips for dealing with Pharma reps. 
June, p. 30, T. Bivens

Quality of Care

n Quality of care in cardiac cases. April, p. 
10, M. Reizen

n Quality in long-term care: A board of  
directors’ dashboard. June, p. 43,  
J. O’Brien, K. Arnholt

n Patient safety organizations: New protec-
tions for quality data, July, p. 21,  
S.M. Foster, S.B. Hartsfield

n Safe informed consent: A cost-effective 
systems approach. Aug, p. 37, T.J. Smith

n Never say “never events” Sept, p. 26,  
M.K. Stinneford

n Quality of care and compliance: Existing 
challenges and the first steps for  
hospitals. Oct, p. 46, C.L. Wagonhurst, 
N.M. Lacktman

n Reducing admission denials: Case managers 
are key. Nov, p. 11, J. McCabe

n Quality-based payments: Incentives and 
disincentives for improvement. Nov, p. 20, 
C.L. Wagonhurst, M.L. Habte

n Fall prevention, bed safety, and compli-
ance. Nov, p. 49, P. Banks

n Health care boards of directors’ legal 
responsibility for quality. Dec, p. 9,  
C.L. Wagonhurst, M.L. Habte

Rehabilitation 

n Outpatient therapy services: Medicare’s 
trap for the unwary. March, p. 4,  
L. Perling, B. Viota-Sawisch

n Outpatient therapy clinics and their refer-
ring physicians: Fraud and abuse risks. 
April, p. 55, K. McDonald-McClure

n Compliance and long-term care rehabilita-
tion: issues on the frontline. May, p. 25,  
K. Winston

n Inpatient rehabilitation: Knowing the 
regulations is not enough. May, p. 32,  
J. Snecinski

n Medicare outpatient rehabilitation service 
compliance. June, p. 26, J.T. Casper

Reimbursement

n Winds of change in reimbursement – Part I. 
March, p. 8, J. King

n Irregular billing patterns: are they indica-
tive of payment errors?, March,  
p. 50, G. Davis, K. Terry, A. Goldstein,  
M. Bodenheimer 

n Winds of change in reimbursement – Part 
II. April, p. 40, J. King

n New reimbursement rules for ambulatory 
surgery centers. May, P. 45, J.N. Willcox

n Short-stay admissions: Preventing billing 
errors. Aug, p. 21, L.J. Barnette, M. Tran, 
S. Salinas

n Improving Medicare/Medicaid reimburse-
ment with MS-DRGs. Aug, p. 35  
C. Tohara

n The 1-2-3’s of claims sampling to resolve 
overpayment errors. Oct, p. 32,  
B.B. Martin

Research

n Setting up an Office of Research 
Compliance. Feb, p. 9, A. LaTulipe,  
M. Pope

n HIPAA compliance in international 
research. Feb, p. 39, B. Williamson

n The inside story on clinical research bill-
ing, June, p. 49, B. Gostomsky,  
K. Willenberg

n Moving beyond the basics: Research  
billing operations and the issues of compli-
ance. July, p. 39, B. Gostomsky 

n Understanding conflicts of interest 
through emerging research. Aug, p. 26,  
S. Horowitz

n The what, why, and how of Medicare 
Coverage Analysis – Part I. Oct, p. 43,  
O. Amit

n The what, why, and how of Medicare 
Coverage Analysis – Part II. Dec, p. 47,  
K. Pawlowski

Training and Education

n Educating the educated. Feb, p. 37,  
S. DeGroot

n Does your compliance training and educa-
tion program need a checkup? March,  
p. 24, M. Falzano

n Using adult learning styles in compliance 
education. July, p. 9, M. Brackeen Levine

n Effective compliance training. Sept, p. 61, 
T. Ealey, P. Thelen 

n Training to change staff behavior. Nov,  
p. 57, D. Rosenthal n
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John asks the 

leadership 

your questions 

Editor’s note: John 
Falcetano is Chief Audit/
Compliance Officer 
for University Health 
Systems of Eastern 

Carolina and a long-time member of HCCA. This column 
has been created to give members the opportunity to submit 
their questions by e-mail to jfalcetano@suddenlink.net and 
have John contact members of HCCA leadership for their 
response.

QUESTION:

Is an outlier payment affected if a hospital offers a 

discount to non-Medicare patients who are uninsured?

Answer provided by John C. Falcetano, MA, CHC, CIA 

Chief Audit & Compliance Officer 

University Health Systems of Eastern Carolina 

Greenville, NC 

A similar question was asked of CMS and their response 
was as follows: 

When a hospital discounts charges to non-Medicare 
patients, such as uninsured patients, there is no effect 
on outlier payments under either Medicare’s Hospital 
Inpatient Prospective Payment System (IPPS) or 
Medicare’s Hospital Outpatient Prospective Payment 
System (OPPS). Only Medicare reimbursable cost and 
the undiscounted Medicare covered charges from the 
Medicare claims are used to calculate the cost-to-charge 
ratio.

The cost-to-charge ratio is applied to the undiscounted 
Medicare covered charges from each Medicare claim to 
calculate the outlier threshold and the outlier payment. 
Similarly, to the extent that other payments (including 
new technology add-on payments) under the Medicare 
program are derived by use of a cost-to-charge ratio, 
the cost-to-charge ratio is applied to the undiscounted 
Medicare covered charges to calculate the Medicare 
payment amount. n
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significant. It is critical for the individual companies to review their existing policies 
and procedures to determine if they meet the new requirements suggested by 
the revised Code. Even those entities currently operating under a CIA, Deferred 
Prosecution Agreement, or other compliance-related obligations, would need 
to determine the extent to which the PhRMA 2008 Code requires additional 
processes, such as external verification, in addition to those already in place. 
Moreover, PhRMA has indicated that it will direct any complaints about inappro-
priate corporate conduct to that company’s Chief Compliance Officer (CCO) and 
will identify on its website those companies that have obtained external verification 
of its policies and procedures to foster compliance. In addition, several states and 
the District of Columbia have already passed legislation governing interactions with 
health care professionals. That legislation establishes the PhRMA 2008 Code as an 
important basis for determining appropriate industry conduct and possibly expands 
the grounds for criminal and civil liability for companies and their executives.10 
It is safe to state that compliance has become a complex and ongoing issue for 
the pharmaceutical industry that will continue to dominate the industry’s already 
crowded agenda for years to come. n

The author gratefully acknowledges the assistance of Ann Lewis, Counsel at Ropes & Gray.

1 References Troyen A. Brennan, et al., ‘Health Industry Practices That Create Conflicts of Interest,” JAMA 295  (2006): 429
2 PhRMA 2008 Code,  www.phrma.org/files/PhRMA%20Marketing%20Code%202008pdf
3 PhRMA 2008 Code at 4
4 PhRMA 2008 Code at 23
5 OIG Compliance Program Guidance for Pharmaceutical Manufacturers, 2003 (http://www.oig.hhs.gov/authorities/docs/

o3/050503FRCPGPharmac.pdf )
6 Accreditation Council for Continuing Medical Education,  http://www.accme.org/ 
7 PhRMA 2008 Code at 29
8 PhRMA 2008 Code at 12
9 PhRMA 2008 Code at 13
10 See, for example, Massachusetts Senate Bill 2863, An Act to Promote Cost Containment, Transparency and Efficiency in the 

Delivery of Quality Health Care, available at http://www.mass.gov/legis/bills/senate/185/st02/st02863.htm

The 2008 revised PhRMA Code: Interactions with health care professionals in the age of 

compliance    ...continued from page 53

Be Sure to Get Your CHC CEUs
Inserted in this issue of Compliance Today is a quiz related to the articles: 
n Creating effective company-wide compliance training: Knowledge, 

awareness and comprehension — By Audrey Brahamsha, page 26 
n Feature focus: DOJ changes its rules for assessing corporate 

cooperation — By R. Christopher Cook and Joseph W. Clark, page 30
n Bringing harmony from discord in hospital compliance —  By Emilie 

Rayman and Tom Jeffrey, page 42

To obtain your CEUs, go to www.hcca-info.org/quiz and print a copy of 
the quiz. Read the articles and answer the questions. Fax it to Liz Hergert 
at 952/988-0146, or mail it to Liz’s attention at HCCA, 6500 Barrie Road, 
Suite 250, Minneapolis, MN 55435. Questions? Please call Liz Hergert at 
888/580-8373.

Compliance Today readers taking the CEU quiz have ONE YEAR from the 
published date of the CEU article to submit their completed quiz.
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Continued on page 62

New HCCA Members
The Health Care Compliance Association 
welcomes the following new members and 
organizations. Please update any contact 
information using the Member Center on the 
Web site, or e-mail Karrie Hakenson  
(karrie.hakenson@hcca-info.org) with  
changes or corrections.

Alabama

n Misty Channell, Corporate Compliance, 
HealthSouth Corporation

n Eugena A. White, JD, RHIA, UAB 
University Hosp 

Alaska

n Chris Erdle, ANTHC
n Judith L. Link, Alaska Regional Hosp
n Kimberli Poppe-Smart, Providence Alaska 

Medical Ctr
n Tina Presley, AK Urological Assoc

Arizona

n Kaylin M. Castaneda, TMC Healthcare
n Kathleen J. Donlon, AA, BS CCP, Dept of 

Veteran Affairs
n Michael L. Goldstein, CVS/Caremark
n Monica L. Hultquist, Corondelet Health 

Network
n Gregory Meredith
n Alvina Tunney, Tuba City Regional Health 

Care Corporation

California

n Kate Antill, Longs Drug Stores
n Elsie Arredondo
n Paula Averitt, Integrated Revenue 

Management
n Michael D. Beck, Mission Hosp
n Robert Bowker, PT, Therapeutic Associates 

Inc
n T. Richard Bruan, MBA, CHC, Kaiser 

Permanente
n Melisa Calica, CHC, Kaiser Permanente
n Michael Cernyar, Esquire, The Cernyar 

Firm

n Jay Chitti, Product Management, Atpar Inc
n Josh Ciszek, EMQ Children & Family Srvs
n Maria Cox, Kaiser Permanente
n Lynn DeSantis, Catholic Healthcare West 

Med Foundation
n Kathrine C. Diaz, Mission Hospital
n Amelia Dougherty, Kaiser Permanente
n Suzanne P. Driver, Kaiser Permanente
n Grace P. Fernandez, Univ of CA San 

Francisco
n John Fujii
n Mert Gambito, Kaiser Permanente
n Mert Gambito, CHC, Kaiser Permanente
n Keyarna L. Gant, Cedars Sinai MNS
n Lisa Gerlach, RN MS HCA, Kaiser 

Permanente
n Carolyn D. Graham, Kaiser Permanente
n Ilonka Grewar-Russell, Kaiser Permanente
n Connie Harrah, Mental Health, Shasta 

County Mental Health
n Patty L. Hefner, CHC, Kaiser Permanente
n Stephanie Heintz, LifeStream
n Donna M. Heiser, RN, MS, Golden Hour 

Data Systems
n Cynthia Hendrix, San Rafael Med Centr, 

Kaiser Permanente
n Sheila Heward, Doctors Hospital of 

Modesto
n Thomas R. Kane, BS Health Science, VA 

Palo Alto Health Care Sys
n Robin L. Kassabian, CHRC, Southern CA 

Clinical Research
n Patricia Kincannon, Inland Empire Health 

Plan
n Mary Lourdes A. Leone, MSTC, Saint 

Agnes Medical Center
n Jennifer D. Malone, PsyD, Asian 

Americans for Comm Involvement
n Anne McNealis, Kaiser Permanente
n Tina M. Meli, MBA, Doctors Hosp of 

Manteca
n Harlan L. Menkin, Transportations 4 

Healthcare
n Judy Molnar, Alpine County BHS
n Ruby Moon, Kaiser Pernmanente

n Kimberly Oka, Kaiser Permanente
n Jeff B. Paul, Twin Cities Comm Hosp-

Tenet
n Daniel J. Pothen, CHC, Mission Hosp
n Nita Prasad, Manager, Asian Americans 

for Community Involvement
n Darla Redifer, Inland Empire Health Plan
n Antonio Rosselli, San Ysidro Health 

Center
n Jennifer Sangiacomo, Kaiser Permanente
n Judy Seymour, Redwood Coast Medical 

Ctr
n Gail N. Shannon, Glendale Adventist 

Medical Ctr
n William Snyder, CHW
n Sheila M. Stabenow, Weed Army Comm 

Hosp
n Roianne Summers, Kaiser Permanente
n Karen Taillon, Cummins & White LLP
n Patty Thompson, Kaiser Permanente
n Sonja Turley, Kaiser Permanente
n Mrs. Patricia C. Vellanoweth, BA, MHA, 

Kaiser Permanente
n Lee Weiss, MD, Emergent Medical 

Associates
n James M. West, Veterans Health Admin
n Kimberlee M. Willis, RHIA, Eastern 

Plumas Health Care
n Jorge Wong, Asian Americans for 

Community Involvement
n Diane Zeoli, The Camden Group

Colorado

n Jay Anstine, Compliance Officer, The 
Imaging Center

n Sara L. Barnes, EMSC
n Lisa Donahue, Univ Physicians Inc
n Russ Milane, Exempla Healthcare
n Steve O’Dorisio, Holland and Hart LLP
n Melissa A. Peltier, CHP CHSS, HQ 

AFSPC, Peterson AFB
n Lorrie Pritt, Peak Vista CHC
n Agnes Radz,  MBA, Ascend Billing 

Services
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New Members    ...continued from page 61

Conneticut

n Cheryl Chiaputti, CPA, University of 
Connecticut

n Sister Sally Hodgdon, St Francis Hosp & 
Med Ctr

n Karyn Iannaccone, MBA, Athena Health 
Care Systems

Washington, DC

n Mr. Robert Hoehn, MCRA
n Jennifer Hurst
n Cynthia L. Vordenbaum, Health Right, Inc
n Sandy Walter, Children’s National Medical 

Center

Florida

n Karen F. Bonafede, RHIA, LHRM, 
Suncoast Solutions

n Angie Botto-vanBemden, UHZ SMI
n Kimberly Dort, Esq, JHS Clinical Trials Office
n Michele Drgon, DataProbity
n Nayfe S. Faillace, National Audit
n Simon L. Frisch, MBA, CHRC, Pediatrix 

Medical Group Inc
n Juan R. Gonzalez-Barroso, Miami 

Children’s Hosp

n Linda Henning, RN, Omni Health 
Services

n Lisa M. Jenkins, MPT, BBA, CHC, Salus 
Rehabilitation, LLC

n Danielle Keira
n Mrs. Racquel D. Lee-Sin, Baptist Health 

South FL
n Richard M. Loveland, AOM Healthcare 

Solutions
n Robert Malove, Attorney, CHC, Robert 

David Malove PA
n Jeanee S. McJilton, BHSF Center for 

Research & Grants
n Rubenia Y. Murcia, Miami Children’s 

Hospital
n Johanna Pinto, Broward Health
n Carmen M. Rey, Baptist Health South FL
n Annette Riley, Ms., Health First, Inc.
n Idelsi Sanchez, Legal, CHRC, Pediatrix 

Medical Group
n Roberta A. Verville, CHC, Broward 

Health

Georgia

n Robert Bell, Pettigrew Medical Business 
Services

n Camille A. Cassell, Compliance Analyst, 
CCS Medical

n Tracie P. Clark, RN BSN, Home & 
Community Services Inc

n Payal Cramer, McKenna Long & Aldridge 
n Courtney Guyton McBurney, Alston & Bird
n Theresa Hall, RHIT, ACPAR, East 

Georgia Regional Medical Center
n Deborah J. Hall, CFSA CBM, Huron 

Consulting Group
n Brad W. Hallford, CPA, Phoebe Putney 

Memorial Hospital
n Susan M. Hallman, RN, BS, CPHRM, 

Rockdale Medical Ctr
n Jill W. Jones, Archbold Medical Ctr
n Peter Keohane, JD  MPH CPC, South 

Fulton Medical Center
n Sophie Lee, KPMG
n Linda W. Leeson, Albany Area Primary 

Health Care
n Janice Navis, Compliance Officer, Bombay 

Lane
n Marc O’Gwynn, Compliance Officer, 

Cypress Care
n Ronald Roemer, CHRC, Emory University
n Robert T. Strang, III, Arnall Golden 

Your HCCA Staff
Wilma Eisenman
HR Director/Office Manager/ 
Compliance Officer
wilma.eisenman@hcca-info.org

Patti Hoskin
Member Relations
patti.hoskin@hcca-info.org

Amy Macias
Member Services
amy.macias@hcca-info.org

Darin Dvorak
Director of Conferences 
and Exhibits
darin.dvorak@hcca-info.org

Elizabeth Hergert
Certification Coordinator
elizabeth.hergert@hcca-info.org

Beckie Smith
Conference Planner
beckie.smith@hcca-info.org

Shawn Leonard
Webmaster/Privacy Officer
shawn.leonard@hcca-info.org

Gary DeVaan
IT Manager/Graphic Artist
gary.devaan@hcca-info.org

Melanie Gross
Conference Planner
melanie.gross@hcca-info.org

Allison Willford
Accountant
allison.willford@hcca-info.org

Jennifer Power
Conference Planner
jennifer.power@hcca-info.org

Meghan Kosowski
Receptionist
meghan.kosowski@hcca-info.org

Charlie Thiem
Chief Financial Officer
charlie.thiem@hcca-info.org

Sarah Anondson
Graphic Artist
sarah.anondson@hcca-info.org

Nancy G. Gordon
Managing Editor
nancy.gordon@hcca-info.org

Patricia Mees
Communications Editor
patricia.mees@hcca-info.org

April Kiel
Member Relations
april.kiel@hcca-info.org

Roy Snell
Chief Executive Officer
roy.snell@hcca-info.org

Margaret Dragon
Director of Communications
margaret.dragon@hcca-info.org

Karrie Hakenson
Receptionist
karrie.hakenson@hcca-info.org

Julie Wolbers
Accountant
julie.wolbers@hcca-info.org

Marlene Robinson
Audio Conference Planner
marlene.robinson@hcca-info.org

Caroline Lee Bivona
Project Specialist
caroline.leebivona@hcca-info.org

Adam Turteltaub
VP Member Relations
adam.turteltaub@hcca-info.org

6500 Barrie Road, Suite 250 
Minneapolis, MN 55435

Phone  888-580-8373
Fax  952-988-0146 

www.hcca-info.org
info@hcca-info.org





Basic Compliance Academy
March 9–12 | Dallas, TX

Research Compliance Academy
March 23–26, 2009 | Scottsdale, AZ 
HCCA’s Research Compliance Academies focus on compliance issues related solely to research. With a 
wide range of research-related issues becoming hot topics with enforcement agencies, these academies 
provide attendees with the opportunity to get information on many areas that affect research compliance 
officers and their staff on a day-to-day basis. A small audience encourages hands-on educational 
techniques, small group interaction, and networking. 

HCCA’s Compliance Academy is a four-day intensive program focusing on subject areas at the heart 
of health care compliance practice. Courses are designed with the expectation that participants have 
a basic knowledge of compliance concepts and have some professional experience in a compliance 
function. 

Learn more and register at 

www.hcca-info.org


