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Plan now to join your peers for the primary networking and educational event 
for those involved with managing compliance at health plans.

Join your peers:
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Where I think the Yates  
DOJ Memo will take us

In the past, organizations were able to privately 
discipline leadership, without scrutiny as 
to the appropriateness of the discipline. 

But imagine what future DOJ meetings with 
company leadership will look like…

On one side of the room will be top leader-
ship; on the other, the lead investigators. 
The DOJ may ask that the Board Chair 
be involved. At some point during the 
meeting, the DOJ will share their recent 
memo/policy that, paraphrased, states, 
“If you turn over internal investiga-
tions of individuals involved in the 
alleged wrongdoing, you will get more 
credit.” (“More credit” is a euphemism 

for, in some cases, millions of dollars in reduced 
penalties.) But beyond the discussion of credit, 
leadership will need to be prepared for a dis-
cussion of discipline.

Here are some possible responses to the 
DOJ’s offer to “get credit” by disclosing the 
internal investigations of individuals:

 · We have done nothing wrong; there is 
nothing to share.

 · Yes, there was a problem; we respectfully 
decline to share our investigations.

 · Yes, there was a problem; we will share 
our investigations, but we have not disci-
plined the individuals involved.

 · Yes, there was a problem; we would like to 
get credit and reduce our penalty; here are 
our investigations, and we have disciplined 

the individuals involved in a manner that 
you will find to be credible and adequate.

Will it be possible to “get credit” without 
immediately enacting “adequate” discipline? 
I don’t think so.

What brought me to this observation was 
recent news about top leadership being fired. 
(In one case, the CEO, COO, CFO, and head of 
HR were all fired.) It seems to me that lately, 
there have been more news stories about 
leadership discipline, and I wondered if this 
might be connected to the new DOJ policy. 
Connected or not, I realized that the new 
policy could have a profound impact on dis-
cipline. Did this cross the DOJ’s mind as they 
were drafting the policy?

When I was a compliance officer, I consid-
ered it my job to help leadership when people 
were pushing them to the edge — or over the 
edge — of the law. I felt I was effective at keeping 
them out of trouble. I had specific conversations 
with them about how questionable decisions 
would affect them personally. They appreciated it. 
They respected it.

Is it possible that leadership will now 
look at their compliance officer in an entirely 
different way? I think it is inevitable. 

LETTER FROM THE CEO

Please don’t hesitate to call me about anything any time.
612-709-6012 Cell • 952-933-8009 Direct 
roy.snell @ corporatecompliance.org 

 @RoySnellSCCE    /in/roysnell 

Snell

by Roy Snell, CHC, CCEP-F

…the new policy could have a 
profound impact on discipline. 
Did this cross the DOJ’s mind 

as they were drafting [it]?

http://twitter.com/RoySnellSCCE
https://www.linkedin.com/in/roysnell
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It’s a misperception that  
the compliance process takes  

a long time and disrupts  
financial processes.

“ ”
See page 24
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NEWS

Read the latest news online · www.hcca-info.org/news

HCCA’s Health Care Chief Compliance Officers  
and Staff Salary Survey report now available
A survey released by the Health Care 
Compliance Association (HCCA) reveals 
detailed compensation data for Chief 
Compliance Officers (CCOs) and their staffs.

“The salary data shows that the com-
pliance profession is strong and growing 
stronger every year,” said HCCA CEO Roy 
Snell. “Compensation reflects the growing 
stature of compliance and its importance to 
the healthcare industry.”

The survey breaks down the results 
by organization size as well as other key 
metrics. Among other highlights, the data 
revealed that CCOs at the largest companies 
(more than $3 billion in annual revenues) 

earn an average of $297,604 while those at 
small organizations with revenues of less 
than $5 million earned $90,487.

The 2015 Health Care Chief Compliance 
Officers and Staff Salary Survey also yielded 
a wealth of data about compliance programs. 
The study found that the typical CCO has 
managed his or her Compliance department 
from 6 to 10 years, and more than half of 
CCOs and Compliance directors hold a 
Certified in Healthcare Compliance (CHC)® 
certification. Survey respondents with a cer-
tification made significantly more than those 
without one.

Complete survey report: http://bit.ly/HCCASurvey

The Joint Commission sentinel event alert  
focuses on preventing patient falls
Preventing patient falls and fall-related 
injuries is the focus of the new Sentinel 
Event Alert: Issue 55 released by The Joint 
Commission. According to The Joint 
Commission, “The alert examines the con-
tributing factors to patient falls and includes 
suggested solutions to be implemented by 
health care organizations to help reduce 
patient falls and falls with injury.

“This topic was chosen for Sentinel 
Event Alert because patient falls with serious 
injury are among the top 10 sentinel events 
reported to The Joint Commission Sentinel 
Event Database. The Joint Commission has 
received 465 reports of patient falls with 

injuries since 2009, and approximately 
63 percent of those falls resulted in death. 
The Joint Commission defines a sentinel 
event as a patient safety event (not primarily 
related to the natural course of the patient’s 
illness or underlying condition) that reaches 
a patient and results in death, permanent 
harm or severe temporary harm where inter-
vention is required to sustain life. Although 
the majority of falls reported to The Joint 
Commission occurred in hospitals, the ECRI 
Institute also reports a significant number of 
falls occurring in non-hospital settings such 
as long-term care facilities.”

More: http://bit.ly/1XZZopc
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NEWS

Read the latest news online · www.hcca-info.org/news

Regulatory news
Meaningful Access final rule
The Centers for Medicare 
& Medicaid Services (CMS) 
announced that it “has 
released a final rule that 
not only improves our 
ability to measure and 
ensure meaningful access 
to covered services, but 
also provides greater safe-
guards for beneficiaries who 
may otherwise experience 
great difficulty in receiving 
needed health care services. 
The intent of this final rule 
is to provide a framework 
for us to use to make better 
informed, data-driven deci-
sions that support more 
effective service delivery 
systems, service rate struc-
tures, and provider payment 
methodologies that reflect 
our unique and evolving 
Medicaid population.”

According to CMS, 
“The final rule also 
strengthens CMS’ abil-
ity to review and ensure 
Medicaid payment rates are 
consistent with efficiency, 
economy and quality and 
care. This aligns with the 
recent Supreme Court 
Armstrong v. Exceptional 
Child Center, Inc., 135 S. Ct. 
1378 (2015) decision, which 
concluded that federal 
administrative agencies are 
better suited than federal 

courts to make these deter-
minations. The court ruling 
placed greater importance 
on review and enforcement 
capability at the federal 
level; thus, improving our 
ability to monitor, measure, 
and ensure access to care 
within fee-for-service pay-
ment methodologies.

“The final rule becomes 
effective on January 4, 2016, 
at which time states must 
meet the requirements 
established through the pro-
visions of the rule. During 
the 60-day period, CMS will 
accept comments from the 
public on the access review 
requirements. This will 
enable states to begin pre-
paring their initial review 
plan analysis and to assess 
whether adjustments to this 
provision are warranted.”

More: http://go.cms.gov/1TzyymE

Discharge planning  
proposed rule focuses on 
patient preferences
The Centers for Medicare 
& Medicaid Services 
(CMS) recently issued a 
proposed rule “to revise 
the discharge planning 
requirements that hospi-
tals, including long-term 
care hospitals and inpatient 
rehabilitation facilities, 
critical access hospitals, 

and home health agencies, 
must meet in order to par-
ticipate in the Medicare and 
Medicaid programs. The 
proposed changes would 
modernize the discharge 
planning requirements 
by: bringing them into 
closer alignment with cur-
rent practice; helping to 
improve patient quality 
of care and outcomes; and 
reducing avoidable compli-
cations, adverse events, and 
readmissions.

“The proposed rule 
would also implement the 
discharge planning require-
ments of the Improving 
Medicare Post-Acute Care 
Transformation Act of 2014 
(IMPACT Act), which will 
improve consumer trans-
parency and beneficiary 
experience during the dis-
charge planning process. 
The IMPACT Act requires 
hospitals, critical access 
hospitals, and certain post-
acute care providers to use 
data on both quality and 
resource use measures to 
assist patients during the 
discharge planning process, 
while taking into account 
the patient’s goals of care 
and treatment preferences.”

The 60-day comment 
period closes January 4, 2016.

More: http://1.usa.gov/1NELNSM



LEARN MORE 
Advance your career and impact your organization’s future.
Call 703-299-0199 or visit cps.gwu.edu/hcc to get started today.

with You

The George Washington University is an equal opportunity/ 
affirmative action institution certified to operate in Va by SCHEV.  

Offered by the College of Professional Studies and the Milken 
Institute School of Public Health, in partnership with the law firm 
of Feldsman Tucker Leifer Fidell LLP
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February 29–March 1, 2016
Scottsdale, AZ | FireSky Resort & Spa

Audit &
Committee Conference
Compliance

Questions? catherine.stollenwerk@corporatecompliance.org

Designed for board  members and members of a board  audit or 
compliance committee of a not-for-profit healthcare organization. 
Compliance officers and other senior leaders in the organization 
are welcome to accompany board members. 

&
Compliance

Buy one 
registration 

for $895 
and get one 

for $595

hcca-2016-auditcomp-dec-ct-insert-2pgreg.indd   1 11/2/15   3:00 PM
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Find the latest conference information online · www.hcca-info.org/events

HCCA conference news

HCCA NEWS

Audit & Compliance Committee Conference
February 29 – March 1, 2016 | Scottsdale, AZ
www.hcca-info.org/audit

In the current enhanced enforcement envi-
ronment, a board member’s responsibilities 
don’t end with due care. If a compliance 
failure occurs, the organization’s penalties 
could be substantially higher if the board 
can’t demonstrate that it is knowledge-
able about the content and operation of the 
compliance and ethics program.

Board Members and Compliance  
Officers are encouraged to attend together…

Buy one registration for $895,  
and get another for $595!

Topics Include:

 · Introduction to  
Healthcare Risk Areas & Compliance

 · Introduction to Healthcare Accounting

 · Case Studies in Crisis Management

 · What It Takes to Be a Good Board Member

 · Enterprise Risk Management

 · Whistleblower Case Study:  
Managing the Risk in  
Healthcare Organizations

 · Role and Responsibility of the  
Audit & Compliance Committee

 · Fraud & Abuse and Compliance 2016

“The Audit & Compliance Committee 

Conference is one of the only educational 

offerings designed specifically for 

healthcare organizations’ Board members 

and Audit & Compliance Committee 

members. Conference attendance 

continues to grow, and we’ve crafted 

educational sessions with valuable 

takeaways to assist you in your role. 

Expert speakers will share best practices 

and their hands-on experiences.”

— Gabriel Imperato, Esq. 
SCCE/HCCA Immediate Past President, 

Audit & Compliance Committee  
Conference Chair

Help yourself and your board live up  
to your compliance oversight obligations…

Come to the Audit & Compliance 
Committee Conference!

Learn how the  
right board role 

in compliance can 
help protect the 
organization and 

the potential costs 
of a lack of proper 

oversight.
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Find the latest HCCA website updates online · www.hcca-info.org

HCCA website news
Contact Tracey Page at 952-405-7936 or email her at tracey.page @ corporatecompliance.org with any questions about HCCA’s website.

HCCA NEWS

Top pages last month
Number of website 
visits last month

59,590
Y-Comply
Check out the “Y-Comply” email newsletter, 
a quarterly publication dedicated to helping 
compliance professionals communicate the 
value and purpose of compliance & ethics 
to the general workforce. 

In it, Deann M. Baker, CHC, CCEP, CHRC, 
writes about how to motivate the workforce, 
how to keep lines of communications open, 
and a many other topics that relate to com-
pliance & ethics.

You can read the current and all past 
issues and/or subscribe to the newsletter by 
visting the “Y-Comply” page of our website, at: 
www.hcca-info.org/Resources/HCCAPublications/Y-Comply.aspx .

Video of the Month
What is the first step in  
conducting a risk assessment? 

See this and other videos concerning 
risk assessments at: http://bit.ly/votm-ct-2016-01

 Are you subscribed to
This Week in Corporate Compliance?

Once subscribed, TWCC will arrive every Friday in your email with 
a wrap-up of the week’s healthcare compliance-related news.  
To subscribe, visit:

HCCA NEWS

If not, you  should  be. It’s informative… and  FREE!

www.hcca-info.org/twcc

Home Page Job Board Events My Account Library
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Find the latest HCCAnet ® updates online · www.hcca-info.org/HCCAnet

HCCA NEWS

HCCA social media news
Contact Stephanie Gallagher at 952-567-6212 or email her at stephanie.gallagher@corporatecompliance.org with any questions about HCCA social media.

LinkedIn — www.hcca-info.org/Linkedin

Join us on LinkedIn — a business-oriented 
network with more than 300 million active users. 
With more than 22,000 members, our LinkedIn 
group fosters more than 50 new discussion posts 
every week. Some recent highlights:

 
 
 

 
Facebook — www.facebook.com/hcca

We’re on Facebook, too! Like our page for 
healthcare compliance news and networking. 
One recent post:

Pinterest — www.pinterest.com/theHCCA

Check out our Pinterest boards for HIPAA, 
ICD-10, ACA, Compliance Videos, and using 
Technology & Social Media in healthcare, as 
well as map-boards for our major conferences 
(highlighting local restaurants, sights, and 
things to do in each of our conference cities). 
Our “infographics of the month” and much 
more can all be found on our Pinterest boards.

Twitter — www.twitter.com/theHCCA

Join 11,000+ others and follow HCCA for breaking 
news and insights. Some recent favorite tweets:
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· Navigant announced 
the appointment of Dorothy 
DeAngelis as Managing Director 
of its Healthcare and Life 
Sciences Disputes, Regulatory, 
Compliance and Investigations 
practice. She is located in the 
Phoenix, AZ office. 

· The Life Support Tech-
nologies group, in Tarrytown, NY, 
has promoted Mark Chipps from 
Corporate Compliance Officer 
to Vice President of Corporate 
Compliance & Safety.

· Christina N. Olson, 
RHIT, CHC, CCS, CCSP, CPMA 
has been named Compliance 
Education Manager for 
Baylor College of Medicine 
in Houston, TX.

· Millennium Health, based 
in San Diego, CA, has appointed 
Darrell W. Contreras, as its new 
Chief Compliance Officer.

· Tricia Owsley has been 
named Director of Compliance 
for The University of Maryland 
Medical System in Baltimore, MD.

PEOPLE ON THE MOVE

PEOPLE 
on the 

MOVE

2015Health Care Chief Compliance 

SALARY SURVEY

hcca-info.org/2015SalarySurvey

See How Your Compensation Compares

Download the HCCA’s 2015 Chief Compliance O�ce O�cer and Sta� Salary Survey

PICTURE OF SURVEY

This comprehensive survey includes salary �gures for key metrics such as annual revenues, number of employees and size of compliance budget.  Use the data to see where you stand versus your peers.
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an interview by Lori Strauss

Meet Janie McKinney
This interview with Janie McKinney, (jmckinney@wregional.com)  

was conducted by Lori Strauss (LJS6N@hscmail.mcc.virginia.edu),  

Chief Compliance & Privacy Officer, University of Virginia Health System,  

in the fall of 2015.

LS: Thank you, Janie, for your willing-
ness to talk with me today and to share your 
healthcare compliance work experiences and 
tips you’ve learned along the way. Please tell 
us about your background and how your 
career path took you to be the Compliance 
Coordinator & IRB Coordinator for Washington 
Regional Medical System in Arkansas.

JM: Thank you, Lori, for considering how a 
once nascent work focus called “compliance” 
was a direction I chose and where mentors 
directed me. My father passed away two years 
ago, and he never quite understood what I 

did at work, so telling the story — though 
bittersweet — may help others understand 
the journey some of us take into Compliance.

 Elementary school was when research 
first entered my life. A classmate’s father, a 
professor of Education, was researching a 
new theory in young children — if reading 
quietly to yourself resulted in faster reading 
and comprehension than reading out loud. 
Several third-grade classmates and I partici-
pated in this study and a demonstration at the 
University of Arkansas. Grade school is also 
when researchers propose that kids develop 
close ties, walking to school every day, stand-
ing up for each other. For me, traveling on 
field trips, participating in sports, and earning 
Girl Scout badges involved covering two-
thirds of 75 counties of Arkansas, and began 

Janie McKinney, ccp-p, chc
Compliance Coordinator & IRB Coordinator
Washington Regional Medical Center
Fayetteville, AR  
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my studies of how and where people lived 
and worked. Later, research — conducting 
field work, site surveys, and being a study 
subject in college — helped pay for college 
and graduate school.

After service in the Army, my mother and 
father moved our family back to a town where 
my dad grew up. My parents instilled in our 
large family that every person who works 
hard was equally important, which is a mes-
sage that has stayed with me. I spent hours 
working and learning, even from grandfathers 
whom I never knew.

One grandfather was a WWI veteran, a 
traveling insurance inspector who started his 
own insurance company, and later served 
in WWII as a POW 
farm camp director 
in a rural Mississippi 
camp. My maternal 
grandfather served 
in the Public Health 
Service, helping to 
eradicate diseases in 
the dense mosquito 
population of North 
Carolina. He endured 
during the Great 
Depression as a pharmacist and apothecary in 
Little Rock, Arkansas, helping as many people 
as he could, even if they were unable to pay 
for their medications.

Doing land use surveys, parcel by 
parcel, during graduate work in Memphis, 
Tennessee, observing whether a person drinks 
aquifer or lake water, the sediment in the 
air we breathe, energized my work in how 
to plan healthcare services. In 1993, a friend 
asked me to work with a state contract devel-
oping provider networks, monitoring contract 
risk, and responding to a challenge of contract 
compliance, which resulted in a consent decree 
to expand outreach for children’s Early and 
Periodic Screening, Diagnosis, and Treatment 

(EPSDT) services. I presented behavioral 
healthcare organization contract updates to 
the Tennessee Department of Health.

Building the provider networks can lead 
to grueling travel assignments. However, with 
my groundwork experience with research 
in the 75 counties of Arkansas, I also quickly 
learned as much as I could about Tennessee. 
Our team was now traveling two-thirds of the 
99 counties in Tennessee and also contracting 
with six contiguous states. We would site visit 
every contracted provider, community mental 
health center, methadone clinic, mental health 
institute, and wilderness camp center, to ensure 
credentialing, contract compliance, patient 
rights and safety, and appropriate medical care.

You understand 
your job is not to 
disrupt the resident’s 
stay, but to guarantee 
the care received is of 
the highest quality. 
You should be in the 
background unless 
the location adminis-
trator includes you to 
interact with the pro-
gram. This contracting 

position expanded to another company, where 
I worked to support SoonerCare (Oklahoma 
Medicaid), and traveling to the company head-
quarters in Maryland. It’s important to listen 
and learn. My Master’s degree research focused 
on the service and financial structure gaps in 
the Tennessee Medicaid waiver program.

Like many of our colleagues, I was 
working in a very culturally diverse office 
environment in 1995, when an explosion 
rocked the federal building in Oklahoma 
City. Suddenly, the provider services and 
call center where I worked in Brentwood, 
Tennessee, became a back-up call center for 
this disaster. Our company held an Oklahoma 
Employee contract for counseling and 

Doing land use surveys, 
parcel by parcel, during 

graduate work in Memphis 
…energized my work in 
how to plan healthcare 

services.



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

C
om

p
li

an
ce

 T
od

ay
 

 J
an

ua
ry

 2
01

6
FEATURE

mental health services. With the great train-
ing I’d received from Memphis Metropolitan 
Planning Organization (MPO) and Emergency 
Management Services, I quickly converted to 
helping with the disaster-assistance process.

 When I first heard about the creation of 
Health Care Compliance Association, I was 
building an Access data base of the TennCare 
contract performance measures with matching 
liquidated damages and monetary penalties. 
While deep in the State contract compliance 
project, I needed to connect with a peer and 
gauge the measures.

HCCA was one of the groups that identi-
fied someone I could discuss this best practice 
with. Coincidentally, while working for the 
State of Tennessee in 
the TennCare offices, 
I was assigned to 
cross-walk every sec-
tion of the TennCare 
State managed care 
MCO/BHO contract, 
line by line; and then I 
was asked to go back 
and do the project 
again, adding liqui-
dated damages for 
each section of the con-
tract. The value of the 
time and detail in the previous contract compli-
ance Access database project was not lost on 
me during this project.

The tenure in Tennessee also included 
direct or messenger model of contracting for 
60 clients and serving as director of hospital 
compliance. After three years of trying to move 
closer to family, I was finally able to (with a 
portfolio of my work) secure my present posi-
tion in the same hospital system where I was 
born. If you were born in Washington General 
Hospital, located at the edge of town in the 
early 1960s, your birth name was handwritten 
in a bank-like ledger book. I’d spent my youth 

volunteering at the hospital sites, and visiting a 
grandmother after school while she was receiv-
ing care at the oldest facility.

LS: What’s the favorite part of your job 
and why?

JM: Several areas are favorite parts of 
my job. Perceptions of “what is compliance” 
may be difficult to understand outside our 
profession.

One is working with a system leadership 
who understand the compliance process 
and the importance of a team approach to 
compliance education for new employees and 
annual education. We ensure our employees 
understand they are empowered as part of the 

compliance process 
and that we are here 
for them if they have 
any questions. I find it 
helpful in orientation, 
using parallel exam-
ples in daily life for 
employees (like the 
example of setting 
a speed limit for the 
best interest of the 
community), that pro-
viders participate in 
Medicare as a “contract” 

that has set codes, LCDs, and documentation 
re quirements for billing, performance stan-
dards, and medical policies; and that there are 
many agencies which follow this “contract” 
with regional variations. The goal that all of us 
set is to achieve “compliance” with that con-
tract. I continue the teachings of my mentors: 
to provide examples of news stories of the 
many threats to the compliance regulations 
and that there are non-healthcare professionals 
in the world who try to defraud money and 
services from the governing contracts. By this 
empowerment of our employees, I also enjoy 
watching a robust auditing process advance, 

We ensure our  
employees understand  
they are empowered as  
part of the compliance 

process and that we are  
here for them if they  
have any questions.
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and the departments look forward to learning 
to improve and expand their knowledge.

Another favorite area is seeing advances 
in patient electronic health record (EHR) 
privacy monitoring and security, to further 
protect a patient’s right to privacy and con-
duct surveillance of our system for an issue, 
if one occurs.

Auditing is embedded as something good 
in my area of Compliance, and I’ve had pro-
viders or department directors stop me in my 
compliance rounds at facilities, and ask me to 
come audit them, so they can see how their 
department is doing!

LS: What do you see as the most significant 
risks in healthcare today?

JM: Many people through their lives 
understand what a nurse does and why 
health standards and best practices like hand 
hygiene, patient care practices, and specific 
documentation and charting are followed. 
First, there is not always a clear understanding 
or clear perception of compliance guidance, 
and the separation of any financial or revenue-
seeking approach from compliance. There 
cannot be a conflict of interest between a 
revenue-generating department and true 
Compliance department. The regulations and 
the guidance are the focus, and now we are 
adding IT compliance and security.

I think often of the story told by Debbie 
Troklus in the preface of the first Compliance 101 
book, when many people in healthcare, medi-
cal schools, or universities, didn’t clearly define 
what a compliance program was. It may be 
focusing on the seven elements of the compliance 
program from federal guidance. Or in healthcare 
contracting, conducting contract compliance, 
and compliance education in the Medicare, 
Medicaid, provider, or an institution’s governing 
body contract performance standards. The word 
“compliance” was elevated and evolved into a 
profession. Oversight of compliance has since 

grown to more policing agencies, fraud preven-
tion, and into many zone integrity contractors.

Second, growing threats of cyber attacks 
or hacking, or improper use of social media 
by our guests or an employee, are demanding 
ever-increasing attention from IT departments.

Third, letting any kind of “scope creep” 
occur during a compliance process is a sig-
nificant risk. Compliance processes may take 
time; there should be leadership in place that 
allows adherence to the compliance program 
over sales or corporate profit.

LS: What should healthcare organiza-
tions be doing to stay ahead of the curve and 
manage the compliance challenges and risks 
they face?

JM: We should continue to evolve, wel-
come change, embrace new technology and 
treatments, and expand our services to treat 
the life span of a patient.

Years ago, I developed a contract-language 
requirement grid for our contract staff, which 
was often adjusted to better position my 
provider when they negotiated contracts 
and request liquidated damages in any non-
compliance. Providers should demand robust 
auditing, patient safety compliance, and 
protection of patient rights, or liquidated dam-
ages if there are errors or non-compliance.

Improve your knowledge of the advances 
in compliance regulation changes and OIG 
Work Plan mid-year updates, and roll-out 
that education to your leadership, department 
leaders, and employees.

Support ICD-10 documentation and 
coding education for providers, coders, and 
business office staff. Increase your knowledge 
of physician advancement in medical care 
and new advances in devices and procedures. 
Identify areas of improvement and provide 
additional training, especially in patient pri-
vacy, tagging specific indicators to monitor 
for patient privacy and security. I work very 
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closely with a very informed and diligent IT 
team; and guide proactive prevention of areas 
that would jeopardize the value-based criteria 
we are required to follow — which is growing 
and becoming increasingly challenging.

Coincidentally, for some of us, our health-
care training has evolved from typewriters and 
carbon paper and forms in triplicate, to punch 
card computers, reel-to-reel tape computers 
and handwritten charts, monitored supply 
dispensing, and now EHR. What amazing 
advances we’ve seen in support of medical care 
and compliance monitoring over 45 years!

LS: What about your job keeps you up 
at night?

JM: We all should be concerned that any 
employee may experience bullying in a work-
place. I also worry about the growth and 
burden of growing fraud protection agencies 
and our response 
to quickly chang-
ing regulations in 
healthcare; increased 
threats of information 
technology hack-
ing; improper use of 
medical records; the 
misunderstanding 
of the importance 
of auditing, action 
plans, and identifying 
risk to a company; 
and that Compliance departments are fully 
supported and funded separately from the 
financial side of a company.

LS: A few years ago, you became certi-
fied in healthcare compliance through the 
Compliance Certification Board. Why did you 
seek the CHC certification?

JM: I joined HCCA as a member in the 
early 2000s. I first took the Healthcare Fraud 
and Abuse Institute (HFAI) exam, because 

it covered many of the provider system ser-
vices and services for which, as Director of 
Compliance, our Compliance Committee 
would need expertise. Later, that HFAI certifi-
cation was grandfathered into a company that 
supported testing for coding compliance. The 
next step was the compliance certification in 
CHC, which focuses on all possible regulatory 
scenarios and the functions of a compliance 
professional. Although this was a very chal-
lenging time for me personally, when my 
father’s health was failing, I was very proud to 
join this great group of compliance profession-
als from all backgrounds, and my father was 
able to know that I’d achieved this advance-
ment and added another certification.

LS: What are some of the professional ben-
efits you’ve found through having your CHC?

JM: HCCA has added a network of compli-
ance peers who post 
questions, and HCCA 
members can all learn 
together from these 
posts. HCCA has 
added many locations 
for compliance confer-
ence training in the 
basics and advance-
ments in Compliance. 
Through attending 
an HCCA conference 
focusing on areas of 

study required for the CHC exam, the CHC 
study process and testing expanded my 
knowledge and expertise into many day-to-day 
compliance questions and additional areas of 
risk. It has helped me to support our compli-
ance officer, leadership, and research IRB. The 
HCCA re-structured expectations of conference 
attendance during challenging economic times, 
and listens to suggestions from members.

Learning from the broad spectrum of con-
ference speakers, and how speakers team up 

…the CHC study  
process and testing 

expanded my knowledge 
and expertise into many 
day-to-day compliance 

questions and additional 
areas of risk.
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for presentations, helps keep me updated on 
developing best practices and new technol-
ogy. Later, sitting with the speakers in another 
session challenges the rest of the room. The 
speakers and blogs confirm and affirm that 
your processes and best practices are function-
ing appropriately; you may see a colleague you 
worked with many years ago, or meet a new 
mentor. You may sit in a conference session and 
hear a great speaker who brings you back to 
the days you first learned of sensory responses 
(including Pavlov’s dog), or research in ethical 
behavior, or the origin of the Nuremberg code. 
You bring back new energy and creative ideas 
for education at your facility, and education for 
leadership and research committees.

The HCCA blog, from an individ-
ual or conference perspective, has been 
valuable and encouraging. I find exam-
ples for department staff. Specifically, 
Adam Turteltaub’s great blog post 
(www.complianceandethics.org/whats-in-the-job-description  ) 
comparing baseball great Jackie Robinson 
to what is needed in a compliance profes-
sional, based on the risks that employees will 
encounter, how we are responsible in specific 
situations to shield employees, pressures 
that connote when compliance professionals 
must speak-up, and strictly following data 
protection procedures. The continuity of this 
compliance training and monthly quizzes is 
not often understood by other disciplines —  
the time we invest to train and maintain com-
petencies, on a weekly and monthly basis.

LS: What value has HCCA membership 
provided for you?

JM: In a word, a “community.” We are on a 
journey — to which you must adjust to the ever-
changing horizon, a community that thinks and 
speaks a particular language and has a similar 
background of experiences. I’ve found value 
in reassurances, from HCCA peer articles and 
postings, that our team and company have a 

good, strong, voluntary compliance program 
and proper processes in place, and that HCCA 
supports its members to meet a standard of 
certification that is at the top of a specialty 
field. Other areas of certifications do not rep-
resent the background that you have from the 
“origination” of compliance, nor the “regula-
tory specialists” who truly can discuss any 
regulation in the same “language” you speak, 
which many others don’t quite understand. 
In HCCA, I’ve found a network of consultants 
and professionals in many disciplines to access 
as resources for external reviews, to pursue as 
speakers, or access for study groups. And with 
the many compliance titles that one may have, 
I’m reassured that the Compliance industry is 
strong and supportive, incorporating even gov-
ernment officials as speakers, and focused on 
all areas of compliance leadership.

LS: What can HCCA do to further facilitate 
advancement of the Compliance profession in 
healthcare?

JM: HCCA should continue to focus on all 
avenues of education; offer re-play of confer-
ence sessions so that we may benefit from 
the conference education, when travel to the 
conference may not have been possible; and 
continue HCCA individual applications. Allow 
us to re-new or re-certify early, as project focus 
may shift during the year. I hope HCCA will 
continue the “call for speakers” (as someday 
I will submit my presentation) and continue 
to bring us great speakers and regulatory spe-
cialists; and provide free guides and reference 
books for developing proactive and preventa-
tive compliance policies. HCCA should focus 
on reaching out to single providers and small 
medical practices, expand to those who are 
multi-lingual — and multi-nationality profes-
sionals — not only for compliance coordination, 
but also in networking.

I learned other languages through travel-
ing with my Dad to the Korean War Memorial 
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dedication in the late 1990s. We later received 
a Commanders Award for Excellence for pre-
senting our story of the journey. We learned 
from being an exchange student host family, 
and I also learned another language for a 
friend who was marrying a NATO training 
Air Force pilot. HCCA and SCCE Conferences 
are times for some of us to learn best practices 
and practice our languages, often forming 
lasting professional bonds. As we continue to 
support and encourage younger, advancing 
compliance professionals, we in turn, support 
new ideas in compliance effectiveness training 
and compliance education.

LS: With your years of experience as a com-
pliance professional, what do you believe is 
the greatest misperception about Compliance?

JM: That we are the “bad guys.” The oppo-
site is actually true. Our processes should be 
in place to identify and prevent bad things 
from happening. We want to be who you can 
come to if a process is not working, so we can 
help correct it. It’s a misperception that the 
compliance process takes a long time and dis-
rupts financial processes. Yes, there are times 
the compliance process must be given time, 
and often that is not well received. However, 
this is a time to remember, in comparison, that 
we may speak another language of regula-
tory guidance, compliance-speak for example, 
and yet we are as dedicated to all of the hand 
washing and clinical processes that are fol-
lowed for partner departments, because most 
importantly, it is a “best practice.”

Another misperception is that we stay in 
our offices and don’t get involved and are not 
there to help when needed. Often we can’t dis-
cuss what we do. And due to regulations, or 
federal guidelines, we are working on detailed 
projects and must keep our doors and files, 
locked and secured for specific reasons.

 But, if asked, we often jump in to help. 
Volunteer when your skills can be used. For 

example, I was serving on a board of direc-
tors of a patient support house near Vanderbilt 
University Medical Center in Nashville, 
Tennessee on the day of the September 11th 
tragedies. I went to work that morning like any 
other day, as the first planes crashed. While 
doing compliance rounds, I wanted to assure 
the patient families in the waiting rooms that 
our hospital was safe and continuing to operate. 
The same day, I received a call from the support 
house that we should all be available on-call 
to prepare to help families of any burn victims 
arriving by air ambulance to Vanderbilt’s burn 
unit. I quickly ran my checklists, and waited to 
help the families. We waited for the call. And we 
waited. And as the events of the week unfolded, 
we realized that no patients were coming.

That same week, a few of us rallied to 
attend an Athena Women’s conference. The 
main speaker asked if we would be able to 
take in to our homes any of the guests who 
had traveled to Nashville for the conference. 
The guests’ companies had funded their stay 
in the hotel for the days of the conference, 
but they needed to move out of their rooms 
and find places to stay; with no planes flying 
to get them home to their families, they were 
stranded. I happened to live near the airport 
and a railroad track; for the following week, 
no planes were flying, no trains were on the 
rails. There was an eerie sense of quiet.

LS: Why do compliance programs some-
times lose their effectiveness?

JM: I’m very proud that our Washington 
Regional Medical Center compliance program 
is continuing to grow, and more employees 
understand what the program involves and 
why it is in place. Companies and facilities 
however, have many priorities which, at times 
of economic stress, may overshadow the com-
pliance program. It’s important that the focus 
and purpose of the compliance program is 
maintained to the best of your staff’s ability. 
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Conduct a regular Compliance Program 
Effectiveness audit; keep education and audit-
ing and monitoring as a top priority, even 
internal audits for monitoring risk. Watch 
for “scope creep.” Utilize the OIG Work Plan 
areas of risk, and focus on areas of your hos-
pital that represent changing risk. Instead 
of asking staff to redo a project, to focus on 
the risk; if staff have already set a process 
in place for The 
Joint Commission 
or Environment 
of Care standard, 
utilize the process 
that is already in 
place and coordinate 
the efforts. Think 
of the coordination 
of communication in the seven elements of 
the compliance program, and maintain work 
efficiency if your departments seem overbur-
dened with “guidance fatigue.”

LS: How can compliance professionals 
positively impact their organization’s corpo-
rate culture?

JM: Some of my colleagues will say I’m 
a bit over-passionate about Compliance. My 
voice gets loud and I am very excited for our 
compliance projects, Compliance department, 
and for our employees.

Ensure you have the buy-in and commit  - 
ment of your corporate officers and leaders —   
in support of the program, in budget, and/or 
cooperation with other department resources. 
Run comparables of punitive costs as an 
example for leadership, to support the need 
for a strong compliance program, including 
auditing and monitoring. Research and 
justify the need for compliance activities. 
Have access to these leaders and the ear 
of your General Counsel. Our employees’ 
work is very demanding, and they work 
long hours. Be culturally aware of your 

employees — what works best for them 
and for your department leaders; know 
who learns well in a big group of people 
and who learns better on their own or in a 
buddy system.

The providers’ time with their patients is 
very important to them. You may find it works 
best to be an encourager and avoid criticism. 
Find a high point that is current and relative 

to your organiza-
tion’s culture. Have 
you tried “compli-
ance rounds” to see 
what your depart-
ments need? Have 
you provided them 
a list of deadlines for 
Compliance projects 

where you need their response, and do you 
send friendly reminders? Do you have an orga-
nized management system which sends the 
projects electronically, provides the references, 
and tracks the progress and deadline? Do you 
announce your deadlines early and make the 
education and deadlines fun? Do you send 
quick tips, learning on the go, and hold contests 
for which department can finish a project first?

LS: Based on your role in Arkansas and 
a prior role you held in Tennessee, you have 
devoted extensive time to compliance and 
privacy education and training. What training 
and education tips can you share with us to 
help other compliance professionals with edu-
cation and training responsibilities?

JM: I’d recommend refreshing your own 
education and presentation skills from time to 
time. Invest some time in creating new ways 
to reach your employees. For reading, a good 
book is Quiet: The Power of Introverts in a World 
That Can’t Stop Talking, a 2012 non-fiction book 
written by Susan Cain. Or watch TED Talks 
videos for other great ideas. How can you 
better reach out and ensure your employees 

Be culturally aware of your 
employees — what works 
best for them and for your 

department leaders.



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

C
om

p
li

an
ce

 T
od

ay
 

 J
an

ua
ry

 2
01

6
FEATURE

remember when they last had compliance 
education? At a facility where I was Director 
of Compliance, we achieved 100% educa-
tion of all system-wide employees in the 
roll-out of HIPAA training, with a schedule 
of classes and in-services over three months. 
That facility made the top six in its system in 
the country in effectiveness. Currently, we 
achieve very close to that percentage.

Set your timetable and stick to it. Seek 
guidance from your leadership on their goals. 
Refine the project list and adjust to changes 
in the company. Remember that Compliance 
Program Effectiveness assessment/audit 
project you were going to do? The assessment 
may show you areas of opportunities, so keep 
those goals in sight.

Overall, when I sat in HCCA conferences, 
I’d think we were doing a good job. I jotted 
down ideas for opportunities or changes to 
make things more time-efficient or more effec-
tive. I thought about what I would do when I 
had the cooperation of our Education depart-
ment in planning our annual compliance 
projects a year ahead. I was surprised how 
many education systems or other industries 
didn’t know if they had leadership buy-in or 
support, when they were well aware they had 
their own regulations expecting deadlines for 
education and annual reports.

 I see what we do in Compliance as pro-
active, productive, and preventative. I want 
to have something in a binder or a program 
to show what we are doing. If your directors 
need a schedule months ahead for shift cover-
age for their departments, have your schedule 
ready before the directors need it.

 More than likely, when you leave your 
office and do any kind of compliance rounds 
or education, you will see many more employ-
ees “interested” in the compliance program 
than you might think. Keep making the paral-
lel comparisons to an area of work familiar to 
your employees who may show lack of interest 

in compliance education. Look to directors and 
Human Resources to make annual compliance 
education mandatory as a company standard 
for annual employee evaluations.

Cheer on the many personalities and levels 
of your employees for their own successes 
and in their projects. If you help them become 
a success, that only strengthens the goals 
toward success of the company and possibly, 
your compliance program.

LS: Is there anything else you want to 
share with your healthcare compliance 
colleagues?

JM: We are not the bad guys. Our job 
in Compliance is to look for how we can 
improve processes. Robust auditing is part of 
that process.

We should remember what the president 
of the Dodgers baseball team was looking for 
when he selected Jackie Robinson to break the 
color barrier in baseball (from another HCCA 
blog post). We should not only do our job well, 
but be dedicated compliance professionals. 
No matter what comes our way and the chal-
lenges we face, we need the guts to do the right 
thing and support the compliance program 
passionately and constantly. As the blog post 
I mentioned earlier said about compliance 
character, “We must be able to think outside 
the box.” Be diligent. Be creative with commu-
nicating your message. Know your employees, 
and keep up the compliance program work, 
even when so many other projects at your com-
pany may seem to be the top project or require 
the most focus. Maintain your focus. It’s your 
responsibility to best inform your leadership; 
continue auditing and improving. Find the 
opportunities. No matter what their discipline 
or work title, make all of your employees feel 
successful in compliance.

LS: Thank you Janie for your time and 
your valuable insights to our profession. 
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Happy New Year! As we begin 2016, 
I hope it proves to be a good year for 
our compliance programs to mature 

and grow. Over the holidays, you may have 
been asked by family and friends, “What is a 
compliance program exactly?” Hopefully not, 

but I know it does happen. What do 
you say when you are asked that ques-
tion? What do you say when you are 
training new employees or explaining 
it to a new board member? Does the 
definition depend on your audience? 
Can you answer the question easily?

Corporate Integrity Agreements 
don’t provide a definition of a compli-

ance program in the definition section. The 
OIG compliance program guidance documents 
also do not provide a specific definition. There 
is a listing of the elements of a compliance 
program, but not really an overall definition. 
There is a focus on what a compliance pro-
gram does, but what is it?

I like to define a compliance program as a 
formal independent infrastructure, separate 
from normal operations, that is proactive and 
reactive with oversight to confirm controls are 
in place to prevent and detect non-compliance 
with federal and state regulatory risk areas.

When you pull apart this definition, you can 
think about the following words and ask yourself 
if your compliance program reflects these words: 
(1) Formal, (2) Independent, (3) Infrastructure, 

(4) Separate from normal operations, (5) Proactive, 
(6) Reactive, (7) Oversight, (8) Confirm, 
(9) Controls, (10) Prevent, and (11) Detect.

We can look back 18 years to the original 
OIG Compliance Program Guidance for 
Hospitals, published on February 23, 1998, 
which states:

Fundamentally, compliance efforts are 
designed to establish a culture within 
a hospital that promotes prevention, 
detection, and resolution of instances of 
conduct that do not conform to Federal 
and State law, and Federal, State and 
private payor health care program 
requirements, as well as the hospital’s eth-
ical and business policies. In practice, the 
compliance program should effectively 
articulate and demonstrate the organi-
zation’s commitment to the compliance 
process. The existence of benchmarks 
that demonstrate implementation and 
achievements are essential to any effective 
compliance program. Eventually, a com-
pliance program should become part of 
the fabric of routine hospital operations.

So we can add from this: (1) Establish 
a culture, (2) Promote, (3) Resolution, and 
(4) Commitment.

It might be good to think about how you 
are defining the compliance program in your 
compliance plan, standards of conduct, and 
training in order to send a clear message what 
the compliance program is and what it does. 

by Catherine Boerner, JD, CHC

How do you practically define 
a compliance program?

EXHALE

Boerner

Catherine Boerner (cboerner@boernerconsultingllc.com) is President at  
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Healthcare companies doing business 
in foreign countries must comply 
with the Foreign Corrupt Practices 

Act (FCPA), which prohibits payments or 
offers to pay anything of value to a foreign 
official in order to secure an improper advan-
tage. FCPA investigations brought by the 
Department of Justice (DOJ) and the Securities 
and Exchange Commission (SEC) expose 
healthcare companies to potentially harsh 
penalties, including criminal prosecution, 
disgorgement of profits, fines, interest, legal 
fees, negative publicity, ongoing governmental 
scrutiny, and other negative financial conse-
quences. Other countries, such as the United 
Kingdom, have similar anti-bribery laws.

FCPA enforcement of healthcare 
companies — from multi-national 
pharmaceutical companies, to start-
up medical device companies with 
only minimal international connec-
tions — is increasing. Healthcare is 
already a high-risk FCPA industry 
and, with increased governmental 
scrutiny and resources dedicated 
to FCPA enforcement, robust anti-
bribery compliance programs are 
more critical now than ever before. 
Companies that invest in FCPA com-
pliance will minimize the likelihood 
of an FCPA violation, increase the 
likelihood of finding FCPA issues 
early, and, with the creation of a 
DOJ counsel to evaluate compliance 
programs of companies under FCPA investiga-
tion, may also minimize damage if an FCPA 
allegation or violation occurs. This article 
summarizes trends and some of the significant 

by Vince Farhat, Esq. and David Kirman, Esq.

Current trends in  
FCPA enforcement  
in the healthcare industry

 » Healthcare companies doing business in foreign countries must comply with the Foreign Corrupt Practices Act (FCPA),  
which prohibits payments or offers to pay anything of value to a foreign official in order to secure an improper advantage.

 » DOJ recently increased the size of its FCPA unit by 50% and FCPA enforcement of healthcare companies is increasing.

 » Healthcare companies’ frequent interactions with doctors, pharmacists, and administrators from foreign public hospitals 
expose them to particularly high FCPA risk.

 » The Department of Justice recently created a counsel position to evaluate the FCPA compliance programs of companies 
under investigation.

 » Healthcare companies doing business in foreign countries should reexamine their anti-bribery compliance policies to 
ensure they are doing enough to prevent and minimize FCPA violations.

Farhat

Kirman

Vince Farhat (vince.farhat@hklaw.com) is a Partner in the Los Angeles office 

of Holland & Knight LLP. David Kirman (dkirman@omm.com) is a Partner in 

the Century City office of O’Melveny & Myers LLP. Both are former assistant 

U.S. attorneys in the Major Frauds Section of the U.S. Attorney’s Office for 

the Central District of California. 



888-580-8373  www.hcca-info.org 29

C
om

p
li

an
ce

 T
od

ay
 

 J
an

ua
ry

 2
01

6

FEATURE

FCPA enforcement actions in the healthcare 
industry over the previous three years in an 
effort to highlight healthcare-specific FCPA 
compliance challenges.

FCPA overview
The FCPA makes it illegal for domestic com-
panies and individuals to make payments to 
foreign officials to 
obtain an improper 
business advantage, 
such as facilitat-
ing the approval of 
a permit, retaining 
business, or obtain-
ing new business.1 
The FCPA also pro-
hibits the use of third 
parties, such as agents, to accomplish the same 
objective, by prohibiting payments made to 
any person knowing that all or some of the 
funds will be offered or paid to foreign gov-
ernment officials. The FCPA broadly defines 
the term “foreign official” as:

[A]ny officer or employee of a foreign 
government or any department, agency, 
or instrumentality thereof, or of a public 
international organization, or any person 
acting in an official capacity for or on 
behalf of any such government or depart-
ment, agency, or instrumentality or for or 
on behalf of any such public international 
organization.2

The FCPA does not define what it means 
to be an “instrumentality” of a foreign govern-
ment, and that term has been the subject of 
recent litigation. On its face, the FCPA applies 
to “domestic concerns” (i.e., citizens, nation-
als, and residents of the United States and 
companies, broadly defined) with principal 
places of business in the United States or com-
panies organized under US state laws; and 

to “issuers” (i.e., companies that issue securi-
ties registered on US stock exchanges). The 
FCPA may also apply to foreign individuals 
and companies with a sufficient jurisdictional 
connection to the United States. An FCPA vio-
lation may occur anywhere in the world.

The DOJ enforces the FCPA’s criminal 
anti-bribery provisions. The SEC may bring 

civil FCPA charges 
and also enforces cer-
tain accounting and 
recordkeeping provi-
sions of the FCPA on 
publicly held com-
panies. The DOJ and 
SEC frequently work 
together on FCPA 
investigations.

The US government recovered over $1.56 
billion through FCPA enforcement actions in 
2014.3 In November 2015, DOJ announced it 
would increase the size of its FCPA unit by 
50% by adding 10 new prosecutors.4

FCPA enforcement in the healthcare industry
Healthcare is a high-risk industry in the FCPA 
space and FCPA enforcement of healthcare 
companies is increasing,5,6 which is not sur-
prising, given the healthcare industry has 
several features exposing it to more FCPA risk 
than other industries. For example, representa-
tives from healthcare companies frequently 
have interactions with doctors, pharmacists, 
and administrators from public hospitals in 
foreign countries. These individuals control 
what foreign hospitals purchase and what 
doctors who work in these hospitals prescribe. 
Their decisions have significant fiscal impacts 
on healthcare companies. Although doctors 
and pharmacists who work in public hospitals 
in foreign countries are not typically thought 
of as “foreign officials,” government enforcers 
view them as foreign officials for purposes of 
the FCPA. Like other industries, healthcare 

The FCPA does not  
define what it means to be 
an “instrumentality” of a 

foreign government…
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companies also have frequent contact with 
more traditional foreign officials to obtain reg-
ulatory approvals and government contracts.

FCPA violations for healthcare companies 
typically include payments to prescribe, to get 
on lists of approved drugs or other regulatory 
approvals, and to get government contracts. 
Between 2002 and 2015, there have been approx-
imately 19 healthcare companies that have 
engaged in conduct alleged to have violated the 
FCPA.7 In an effort to shed light on the increased 
enforcement actions of healthcare companies 
and to discern the types of activities targeted 
by the SEC and DOJ, six current FCPA actions 
brought against companies associated with 
the healthcare industry are examined below.

Pfizer Inc.: August 2012
The SEC charged Pfizer Inc. (Pfizer), a 
multinational pharmaceutical corporation 
headquartered in New York, with violating 
the FCPA, because its subsidiaries allegedly 
bribed doctors and other healthcare profes-
sionals employed by a foreign government. 
The SEC alleged that the violations occurred 
in Bulgaria, China, Croatia, Czech Republic, 
Italy, Kazakhstan, Russia, and Serbia. Pfizer 
allegedly made the bribes in an effort to obtain 
regulatory approval, formulary approval, 
sales, and increased prescriptions for the com-
pany’s products. According to the government, 
Pfizer illegally recorded the bribes as expenses 
for promotional activities, training, travel and 
entertainment, clinical trials, freight, and con-
ferences, as well as advertising.8,9

The SEC also charged Wyeth, a pharmaceu-
tical company acquired by Pfizer, with similar 
allegations. In an effort to increase sales, Wyeth 
allegedly created a “points program” for doc-
tors in China. According to the SEC, the points 
were directly correlated with the number of 
Pfizer prescriptions written. The SEC claimed 
that more prescriptions earned more points, 
and doctors could redeem the points for items 

such as tea sets, cell phones, reading glasses, 
and medical books. In Croatia, a similar pro-
gram was allegedly in place. The doctors in 
Croatia allegedly would be given a percent-
age of the value of the products purchased 
by the doctor’s institution, incentivizing the 
writing of Pfizer prescriptions. Doctors alleg-
edly received this percentage in the form of 
cash, free products, or international travel. 
The alleged misconduct was traced as far back 
as 2001. In 2004, Pfizer made an initial disclo-
sure to both the DOJ and the SEC. Although 
neither admitting nor denying the allegations, 
Pfizer paid $16,032,676 in disgorgement and a 
prejudgment interest of $10,307,268 for a total 
of $26,339,944, and Wyeth paid a disgorgement 
of $17,217,831 and a prejudgment interest of 
$1,658,793 for a total of $18,876,624.

Eli Lilly and Company: December 2012
Eli Lilly and Company, an Indianapolis-based 
pharmaceutical company, settled an FCPA 
action brought by the SEC stemming from 
bribery allegations. The SEC alleged that Eli 
Lilly subsidiaries made improper payments to 
foreign government officials in Russia, China, 
Brazil, and Poland in an effort to win busi-
ness in their respective countries. According 
to the SEC’s allegations, a Russian subsidiary 
used offshore marketing agreements to pay 
millions of dollars to third parties who would 
then funnel the money to government officials. 
The SEC alleged that the transactions with off-
shore or government-affiliated entities did not 
receive specialized review for FCPA violations. 
Moreover, the SEC claimed that Eli Lilly failed 
to curtail the use of “marketing agreements” 
quickly enough. The SEC claimed that Eli Lilly 
subsidiaries paid approximately $8.5 million in 
improper benefits to foreign officials. Eli Lilly, 
which did not admit or deny the allegations, 
agreed to pay a disgorgement of $13,955,196, a 
prejudgment interest of $6,743,538, and a penalty 
of $8.7 million for a total payment of $29,398,734.
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Stryker Corporation: October 2013
The SEC charged Stryker Corporation, a 
Michigan-based medical technology com-
pany, with violating the FCPA in five different 
countries. Stryker’s subsidiaries in Argentina, 
Greece, Mexico, Poland, and Romania alleg-
edly spent $2.2 million in bribing doctors, 
healthcare professionals, and other govern-
ment-employed officials in order to retain 
or obtain their business.10 Stryker allegedly 
recorded bribes as legitimate expenses in its 
records. The SEC claimed that Stryker profited 
by approximately $7.5 million through the 
alleged bribes. The SEC claimed that Stryker 
failed to have a “robust compliance program” 
and that this misconduct led to illicit profits.11

The alleged bribes dated back as far as 
2003. For example, a subsidiary in Mexico is 
alleged to have had a law firm pay $46,000 to a 
Mexican government employee to ensure that 
the subsidiary won a government contract. 
The subsidiary reimbursed the law firm for 
the bribe and the subsidiary listed the pay-
ment as a legal expense, although, according 
to the allegations, no legal services were pro-
vided. In Greece, another subsidiary allegedly 
made a donation of $200,000 to a public uni-
versity to fund a laboratory. A doctor allegedly 
agreed to provide Stryker with business in 
exchange for the donation. In the end, Stryker 
paid disgorgement of $7,502,635, a prejudg-
ment interest of $2,280,888 and a penalty of 
$3.5 million. Stryker never admitted or denied 
the allegations.

Bio-Rad Laboratories Inc.: November 2014
Bio-Rad Laboratories Inc., a California-based 
clinical diagnostic and life science research 
company, settled SEC enforcement actions after 
Bio-Rad self-reported misconduct. Bio-Rad 
reported that its subsidiaries made improper 
payments to officials in Russia, Vietnam, and 
Thailand in order to win business. An SEC 
investigation claimed that Bio-Rad did not 

have sufficient internal controls to prevent or 
detect bribes. Furthermore, the SEC claimed 
that Bio-Rad did not address red flags that a 
bribing scheme may have existed; instead it 
“condoned an atmosphere of secrecy.”12 Over a 
five-year period, $7.5 million in alleged bribes 
were illegally recorded as legitimate expenses, 
including commissions, advertising, and 
training fees. For example, the SEC claimed 
that a Bio-Rad-acquired company operating 
in Thailand would inflate the commissions 
of some of its agents and these agents would 
then use some of their commission for bribes. 
Furthermore, Bio-Rad allegedly had foreign 
agents, with inflated commissions to pay 
bribes, stationed in Russia. The SEC claimed 
that the agents had phony Moscow addresses 
and offshore bank accounts and that Bio-Rad 
retained the agents primarily to influence 
Russia’s Ministry of Health to award govern-
ment contracts to Bio-Rad. According to the 
SEC, to conceal the scheme, the agents had at 
least 10 personal email addresses with aliases. 
These bribes resulted in $35 million in alleged 
illicit profits. Ultimately, Bio-Rad agreed to pay 
$40.7 million in disgorgement and prejudgment 
interest to the SEC, as well as a $14.25 million 
criminal fine to the DOJ.

Bruker Corporation: December 2014
Bruker Corporation is a Massachusetts-based 
global manufacturer of scientific instruments 
including x-ray machines and preclinical 
imaging devices that assist in neurology and 
cardiology.13 The SEC charged Bruker with 
providing improper payments and non-
business related travel to government officials 
to win business. An office in China allegedly 
paid over $111,000 to Chinese officials and 
attempted to hide the transaction by calling 
it a collaboration agreement. In exchange, the 
officials would allegedly ensure that state-
owned entities provided research on Bruker 
products and would use Bruker products 
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for laboratory demonstrations. Also, the SEC 
claimed that Bruker would reimburse Chinese 
government officials for international leisure 
travel and that these costs were improperly 
recorded as legitimate business and market-
ing expenses. Although Bruker self-reported 
the misconduct, the SEC faulted the corpora-
tion for having “lax internal control” which 
allowed their offices to enter into sham collab-
oration agreements to aid in directing money 
to foreign officials.14 Furthermore, according 
to the SEC, Bruker lacked internal controls 
to prevent and to detect improper payments. 
Bruker neither admitted nor denied the allega-
tions. In the end, the company agreed to pay 
$1,714,852 in disgorgement, $310,117 in pre-
judgment interest, and a $375,000 penalty.

Mead Johnson Nutrition: July 2015
Mead Johnson Nutrition Company manu-
factures pediatric nutrition products, such 
as Enfamil. It is headquartered in Glenview, 
Illinois, with subsidiaries around the world, 
including in China.15 In July 2015, Mead 
Johnson agreed to settle the SEC’s allegations 
that it violated FCPA.16 The settlement was 
based on allegations that Mead Johnson China 
improperly paid healthcare professionals at 
government-owned hospitals to recommend 
Mead Johnson’s infant formula to new and 
expectant mothers. According to the SEC, 
Mead Johnson employees exercised some 
control over third-party “distributor allow-
ances,” which were used to pay healthcare 
professionals in China hospitals to recom-
mend Mead Johnson Nutrition products. 
The healthcare professionals also allegedly 
provided the company with contact informa-
tion for patients who were new or expectant 
mothers, so it could market its infant formula 
to them directly. The SEC claimed that Mead 
Johnson did not accurately reflect in its books 
and records the improper payments, which 
were made during a five-year period. Without 

admitting or denying the SEC’s findings, 
Mead Johnson agreed to pay $7.77 million in 
disgorgement, $1.26 million in prejudgment 
interest, and a $3 million penalty.

FCPA compliance policies and procedures
These enforcement actions show healthcare 
companies operate in a high-risk FCPA envi-
ronment and improper payments made to 
officials or employees of government-owned 
entities will be subject to prosecution under 
the FCPA. They also show that FCPA enforc-
ers will look to the substance of a transaction, 
regardless of whether it is characterized as a 
charitable contribution, allowance, consult-
ing agreement, business travel, or some other 
expense that hides the payment’s true charac-
ter. Healthcare companies doing business in 
foreign countries, therefore, should examine 
their anti-bribery compliance policies and pro-
cedures to ensure that they are doing enough 
to minimize potential FCPA exposure.

In November 2012, in an effort to describe 
the FCPA and what a company should do 
to ensure FCPA compliance, the DOJ and 
SEC published the Resource Guide, which 
states that there are nine factors considered 
in conducting an investigation and deciding 
whether to charge a corporation. A few of 
the factors are: (1) the nature and seriousness 
of the offense, (2) the pervasiveness of the 
wrongdoing within the company, and (3) the 
existence and effectiveness of the corporation’s 
pre-existing compliance program. Alongside 
this, the DOJ and SEC place a “high premium 
on self-reporting, along with cooperation and 
remedial efforts, in determining the appropri-
ate resolution of FCPA matters.”17

It is important to have an effective compli-
ance program, because it can be a factor when 
the DOJ and SEC consider an enforcement 
action. The DOJ and SEC emphasize that there 
is no “one-size-fits-all” when it comes to com-
pliance programs. Nevertheless, the Resource 
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Guide lays out the “hallmarks” of an effective 
compliance program.

A key aspect in an effective compliance 
program is a clear policy against corruption. 
Furthermore, there should be a code of con-
duct that outlines compliance policies and 
procedures, which should be clear, concise, and 
accessible to all employees conducting busi-
ness on the company’s behalf. Moreover, there 
should be periodic training and certification 
for all directors, officers, relevant employees, 
and possibly agents and business partners. 
Inclusively, there should be an assessment of 
risk with a focus on large government bids, 
questionable payments to third-party con-
sultants, and excessive discounts to retailers. 
A company should also incentivize compliance 
through personnel evaluations and promotions, 
rewarding those who improve and develop 
a company’s compliance program, as well as 
those who take a leadership role in ethics and 
compliance. In sum, these are just a few of the 
many guidelines the Resource Guide provides. 
These guidelines are meant to provide insight 
rather than define what an ideal compliance 
program entails.

In August 2015, the DOJ reemphasized 
the importance of FCPA compliance with the 
creation of a counsel position for FCPA mat-
ters. According to the chief of the DOJ Fraud 
Section, the FCPA counsel position exists 
to assist prosecutors vet companies that are 
under FCPA investigation. One key aspect 
of that analysis — which includes whether 
charges should be brought, and if so, an appro-
priate disposition — is whether a company 
“get[s] it and [is] trying to implement a good 
compliance program from [companies that] 
have a near-paper program.”18 These com-
ments demonstrate that compliance is not only 
critical to prevent FCPA violations, but also to 
mitigate any damage if FCPA violations occur. 
Additionally, if an FCPA violation occurs, a 
proactive compliance function will also allow 

a company the option to seek cooperation 
credit under DOJ’s recently published Yates 
Memorandum, which requires companies 
to proactively identify an discovery relevant 
information about the individuals involved in 
the misconduct.19

The DOJ’s recent addition of 10 new 
prosecutors to the Fraud Section’s FCPA unit —  
increasing its size by 50% — further highlights 
the importance of FCPA compliance. 

The authors acknowledge and thank Juan M. Rodriguez 
(UCLA JD 2016) for his assistance in writing this article.

The opinions expressed in this article do not necessarily 
reflect the views of Holland & Knight LLP or O’Melveny & 
Myers LLP or their clients, and should not be relied upon 
as legal advice.
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some professional experience in a compliance function.

Questions: jennifer.parrucci@corporatecompliance.org

Academies
Basic Compliance2016

 from the Health Care Compliance Association

Want to become Certifi ed in 
Healthcare Compliance (CHC)®? 

Take the optional CHC exam on 
the last day of the Academy.

CLE   APPROVED

Learn more and register at 
hcca-info.org/academies

hcca-2016-basic-academies-jan-ct-2pgreg.indd   1 12/11/15   10:33 AM
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by Donna Abbondandolo, MBA, CHC, CPHQ, RHIA, CCS, CPC

THE COMPLIANCE–QUALITY CONNECTION

Now that the long-awaited 
implementation has passed for 
the International Classification of 

Diseases, 10th Revision, Clinical Modification 
(ICD-10-CM) and the Procedure Coding 
System (ICD-10-PCS) code sets and the 

ICD-10 command centers have been 
dismantled, how do compliance 
professionals assess the risk to their 
organization when it comes to the 
effect that the greater specificity 
of ICD-10 codes have on quality 
measure reporting?

The use of ICD-10 codes has many 
benefits. The greater specificity of the 

codes provides more information and captures 
a level of detail that may have not been available 
with the ICD-9-CM and will more accurately 
reflect the severity of a patient’s condition. 
Better data will help to improve the quality 
of care delivered and have a positive effect 
on patient outcomes.

Potential changes with the use of 
ICD-10-CM:

 · Certain populations can be excluded 
or included in measures based on 
the change to coding guidelines and 
conventions. One of the more significant 
changes is the coding convention 
for acute myocardial infarction (MI), 
category I21.1 The definition for the 
acute stage of an MI in ICD-9-CM was 
eight weeks from occurrence. With 
ICD-10-CM, the acute stage has been 

shortened to four weeks. This new 
definition can have an impact on the 
total patients reported. There is also a 
new category code, I22, assigned when 
a patient has another acute MI during 
the four-week period. This expands the 
population for the measure.

 · Based on the granularity of ICD-10-CM 
codes, the definition for specific quality 
measures may change. The definitions 
for some of the ICD-9-CM codes used 
to identify cases for quality measure 
reporting were very general and 
could be assigned to capture different 
diagnoses. The translation of ICD-9-CM 
codes to ICD-10-CM codes is not always 
a one-to-one match, and the current 
definition of the quality measure may 
need to be revised to meet the clinical 
intent of the measure.

 · Comparative and trended data for 
measures will be impacted. Quality 
reporting includes comparative data and, 
depending upon the quality reporting 
program, the data may include both 
ICD-9-CM and ICD-10-CM codes.

So where do we start? Identify and monitor 
the volume of patients reported for measures 
that may have a change to the population 
included. Work with your quality improve-
ment team to understand the data reported 
using both ICD-9-CM and ICD-10-CM codes 
and how the data may change over the next 
several years. 
 
 
1.  Centers for Medicare and Medicaid Services: ICD-10-CM Official Guidelines for Coding 

and Reporting FY 2016. October 1, 2015. Available at http://go.cms.gov/1HRidJy

ICD-10 and quality measures: 
What are the potential impacts?

Abbondandolo

Donna Abbondandolo (donna.abbondandolo@wmchealth.org) is Senior Director, 

Compliance at Westchester Medical Center Health Network in Valhalla, NY. 
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There are benefits to organizations and 
the workforce when an ethical culture is 
promoted. The 2014 Federal Sentencing 

Guidelines for effective compliance and ethics 
programs makes that clear in stating that 
“organizations shall promote an organizational 

culture that encourages ethical con-
duct and a commitment to compliance 
with the law.”1

Studies show that organizations 
that promote an ethical culture have 
greater success in meeting their goals 
and are able to achieve greater customer 
and employee satisfaction. Workforce 
members are more productive and 

are happier when they work for organizations 
that promote an ethical culture, because it gives 
everyone confidence in the organization’s suc-
cess and, therefore, their own future success.

Retaliation
The greatest deterrent in creating an ethical 
culture is when people are not comfortable 
reporting concerns for fear of retaliation. 

According to the 2013 National Business Ethics 
Survey (NBES), there are benefits to an organi-
zation that fosters high standards of conduct 
and honors the rules. However the NBES also 
reports that more than one out of every three 
people who observe misconduct choose not to 
report it and that the rate of retaliation remains 
alarmingly high at 21%. This results in conflict 
and confusion as to whether the organization 
is really creating an “ethical culture or has a 
commitment to compliance with the law” as 
defined by the Federal Sentencing Guidelines.2

Every employee needs to be familiar with 
the standards for business conduct, because 
the standards help employees understand 
how to raise concerns, define the risks to the 
organization, and explain how employees are 
accountable to comply with the laws and the 
organization’s policies. Employees need to 
realize that they can be held accountable for 
wrongdoing when they know about it and do 
not do anything about it. Yet, when many do 
the right thing, they are retaliated against.

Since 2000, the number of claims alleging 
unlawful retaliation filed with the U.S. Equal 
Employment Opportunity Commission (EEOC) 
each year has roughly doubled — from 19,694 

by Joette Derricks, CPC, CHC, FACMPE, CSSGB

Ethics, compliance, and 
retaliation in healthcare 
organizations

 » One in three people who observe misconduct choose not to report it.

 » In 2014, claims alleging retaliation accounted for almost 43% of all claims filed with the EEOC.

 » Retaliation action goes beyond termination and can be due to “corporate shunning.”

 » A survey of compliance officers found that 53% of those who responded had investigated a complaint against senior management.

 » Companies that exact retribution or ignore reports of wrongdoing are more likely to be the subject of an outside investigation.

Joette Derricks (jpderricks@gmail.com) is Principal of Derricks Consulting LLC 

in Baltimore, MD    bit.ly/in-JoetteDerricks 

Derricks

http://bit.ly/in-JoetteDerricks
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in 2000 to 37,836 in 2012. In fact, in 2014, claims 
of retaliation were the most frequent charges 
filed with the EEOC, accounting for almost 43% 
of all claims filed. Retaliation is now the most 
common type of discrimination alleged nation-
ally, topping both race and gender.3

The NBES has identified the rise in retali-
ation as a critical warning sign of a possible 
ethical decline in American business. Although 
the EEOC and NBES data apply to a broad 
spectrum of American companies and ethical 
wrongdoing, many healthcare organiza-
tions, including hospitals, nursing homes, and 
physician groups, have an active compliance 
program headed by a top executive. A key 
standard within these compliance programs is 
a non-retaliation policy. Surprisingly, a survey 
conducted in 2013 by the Health Ethics Trust of 
compliance officers who investigated complaints 
against senior management, found that 33% 
experienced adverse consequences for doing 
so. The sizable growth and adoption of compli-
ance programs by healthcare organizations and 
the corresponding growth in retaliation claims 
presents a contradiction in the effectiveness of 
compliance efforts in these organizations.4

Compliance programs
The purpose of a compliance program is to 
detect, prevent, and mitigate practices and 
behaviors that present regulatory, civil/criminal, 
financial, or quality risks. Additionally, a 
well-designed compliance program will foster 
integrity and serve as a basis for encouraging 
ethical business practices. Compliance pro-
grams were first implemented in response to 
the Federal Sentencing Guidelines’ provisions 
that allow the presence of a compliance program 
within an organization to serve as a mitigating 
factor for determining the penalties for false 
claims and civil monetary penalty liability.

Today, healthcare compliance is recognized 
as a distinct profession. Thousands of individu-
als are certified in healthcare compliance, and 

schools around the country offer certificate 
programs in healthcare compliance. HCCA 
announced in July 2015 that its member-
ship had grown to 15,000. HCCA, along with 
other professional organizations, including 
the Medical Group Management Association 
(MGMA) and the Healthcare Financial 
Management Association (HFMA), provide a 
large range of compliance resources (e.g., pub-
lications, training programs, and consulting 
services) to healthcare entities to assist them 
with creating and implementing an effective 
compliance program. Nearly every healthcare 
organization now has some type of a program 
in place.

The healthcare industry is highly regulated, 
especially with respect to entities that receive 
federal and state reimbursement (e.g., Medicare, 
Medicaid, etc.). A compliance program that 
effectively implements the seven elements can 
mitigate risks that result from fraud, waste, and 
abuse; regulatory noncompliance; substandard 
quality of care; and unethical business practices.

Whistleblowers
The False Claims Act (FCA) qui tam or whis-
tleblower actions are a unique mechanism 
that allows persons and entities with evi-
dence of fraud against federal programs to 
sue the wrongdoer on behalf of the govern-
ment. Currently, qui tam provisions include 
strong financial incentives to file a lawsuit on 
behalf of the federal government. Healthcare 
fraud cases, including coding false claims, 
Prospective Payment System (PPS) false 
claims, outpatient PPS false claims, kick-
backs, Stark Law violations, Durable Medical 
Equipment (DME) fraud, and Diagnosis 
Related Group (DRG) fraud (DRG creep) now 
comprise the majority of all FCA cases. As a 
percentage of the total FCA lawsuits filed each 
year, qui tam lawsuits have steadily increased 
from 12% in Fiscal Year 1987, to more than 45% 
in 2007, and to 66% in 2013.5
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An “adverse employment action” goes 
beyond termination. In the context of employ-
ment discrimination (generally considered 
applicable to the whistleblower context) the 
Supreme Court has said that “corporate shun-
ning,” including changing an employee’s 
schedule, or even 
excluding the 
employee from an 
important business 
meeting or activity, 
could potentially 
constitute retali-
ation.6 The 2012 
Whistleblower 
Protection 
Enhancement Act, 
which protects 
federal agency 
whistleblowers, 
includes in its 
definition of prohibited retaliation an agency’s 
reassignment, adverse pay decisions, or a sig-
nificant change in duties, responsibilities, or 
working conditions.7

Under the FCA, the whistleblower is 
entitled to reinstatement with seniority, double 
back pay, interest, special damages sustained 
as a result of discriminatory treatment, and 
attorneys’ fees and costs. To establish a claim 
for retaliation, the whistleblower must engage 
in conduct protected by the FCA. Second, the 
courts require a showing that the defendant 
had some notice of the protected conduct —  
that the whistleblower was either taking action 
in furtherance of a qui tam action, or assist-
ing in an investigation or actions brought 
by the government. The protection against 
retaliation extends to whistleblowers whose 
allegations could legitimately support an FCA 
case, even if the case is never filed. Finally, the 
whistleblower must show that the suspension, 
firing, demotion, harassment, or threat was in 
retaliation for the protected activities. An FCA 

retaliation case can include whistleblower 
claims and other legal claims based upon 
other state and federal laws, and a claim for 
retaliation may be brought in federal court.

A complainant regarding a retaliation claim 
can prevail merely by showing by a preponder-

ance of the evidence 
that his/her protected 
activity was a con-
tributing factor in the 
unfavorable action. 
A contributing factor 
is “any factor which, 
alone or in connec-
tion with other factors, 
tends to affect in any 
way the outcome of 
the decision.” Once 
a complainant meets 
his/her burden of 
proof by a preponder-

ance of the evidence, the employer can avoid 
liability only if it proves by clear and convinc-
ing evidence that it would have taken the same 
action in the absence of the employee engaging 
in protected conduct, an onerous burden.8

A closer look
In March 2013, Mark Pastin released the 
results of a survey of compliance officers who 
subscribe to the Ethics Whisperer blog. More 
than half of the site’s members who opened 
the survey responded. The results were very 
interesting. A few key findings relative to 
retaliation are:

 · Fifteen percent (15%) of the responding 
compliance professionals had left a 
position at their organizations under 
adverse circumstances of being fired or 
forced out.

 · Thirteen percent (13%) of respondents 
thought their job was insecure, with 67% 
believing that there is at least some level 
of insecurity in their positions. Some 

…“corporate shunning,” 
including changing an 

employee’s schedule, or even 
excluding the employee 

from an important business 
meeting or activity, could 

potentially constitute 
retaliation.
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respondents in the “somewhat secure” 
category noted that there is a certain 
amount of job insecurity in general, 
but most comments pointed to specific 
reasons for the perceived insecurity.

 · Fifty-three percent (53%) of the 
compliance professional respondents 
said they have investigated complaints 
against senior management. Of those 
who investigated complaints against 
senior management, 33% experienced 
adverse consequences for doing so.

 · A surprisingly high 21% of responding 
compliance professionals have 
considered becoming whistleblowers.9

A broader study, beyond healthcare com-
pliance professionals, is “Inside the Mind 
of a Whistleblower.” This study attempts to 
determine why certain employees will and 
others will not report activities they per-
ceived to be misconduct. Most of the report 
focuses on factors influencing employees to 
report misconduct and how they do it. The 
first major factor depends on whether the 
employee felt that the report would make a 
difference. If the employee believed that no 
one would listen or care, then he/she was less 
likely to take action. The second factor is the 
employee’s sense that the employer would 
retaliate for the report. Employees who felt 
more financially secure and who believe that 
they will not suffer retaliation are more likely 
to report misconduct. The third influence 
is the whistleblower’s level of support, both 
within and outside of the job. Not only does 
this affect an employee’s confidence in doing 
the right thing, but it is also likely to make the 
employee understand the best place to report. 
Most workers would rather report to a super-
visor, if they had a good relationship, than to 
an anonymous tip line. This is true, of course, 
only if the employee regards the supervisor as 
an ethical person.10

Conclusion
The biggest conclusion from this report seems 
to be that the corporate culture is critical. A 
workplace that is perceived to be healthy, inter-
ested in what its employees have to say, and 
likely to make changes when needed will find 
its employees speaking up. Companies that 
exact retribution, or ignore reports of wrong-
doing, are more likely to find themselves the 
subject of some outside investigation.

Employers that ignore reports of 
wrongdoing not only do the organization a 
disservice, but also lose certain defenses for 
charges of wrongdoing. Research and anecdotal 
evidence show most whistleblowers brought 
problems to their companies’ attention and only 
became whistleblowers when problems weren’t 
fixed. The organization’s lack of response may 
be the organizational chaos resulting from 
claiming to have open-door policies when they 
actually restrict discussion and dissent, even at 
the board level. They rationalize their behavior 
and avoid self-examination. Their executives 
may use fear to control employees, so there are 
no safe places within the company for honest 
people to ask questions or report problems. 
Most often the whistleblower is categorized as 
a rouge employee, a non-team player. Many can 
never find employment again. In short, those 
who should be applauded as truth bearers 
often are scorned as turncoats. 
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Learn more at 
www.hcca-info.org/academies

HCCA’s Healthcare Privacy Basic Compliance Academy® is com-
prehensive, covering a broad spectrum of laws and regulations that 
affect healthcare organizations: HIPAA privacy, general compliance, 
the Federal Privacy Act, and other privacy-related topics relative to 
healthcare. The faculty has many years of experience in healthcare 
compliance and is well-versed in healthcare privacy. The Academy is 
also helpful in preparing for healthcare privacy certification.

questions: 
catherine.stollenwerk @ corporatecompliance.org

Learn more at 
www.hcca-info.org/academies

With a wide range of research-related issues becoming hot topics 
with enforcement agencies, HCCA’s Research Basic Compliance 
Academy® provides 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.

questions: 
taci.tolzman @ corporatecompliance.org

Orlando, FL
Mar 14–17

San Diego, CA
Nov 7–10

Orlando, FL • Mar 14–17

Scottsdale, AZ • Jun 20–23

Nashville, TN • Oct 24–27 

San Diego, CA • Nov 7–10

Research
Basic Compliance
Academies

Privacy
Healthcare

Basic Compliance
Academies

REGISTER
EARLY

ACADEMIES 

FILL FAST

hcca-2016-research-and-privacy-academies-dec-ct-ad-1pg.indd   1 11/9/15   3:32 PM
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One of the many advantages of a 
Windows environment is how 
people can customize their desktops. 

Setting up your desktop to fit your personal 
preferences allows you personalize your 
workstation. It can also be a primary factor in 

how efficiently you use your computer.
This month’s tip introduces the 

taskbar that appears along the bottom 
of the desktop. This is an area that, for 
the most part, goes unnoticed and is 
often underused.

Opening programs
One of the most frequent tasks that 

computer users perform in a Windows envi-
ronment throughout the day is launching or 
opening programs. Most folks do this in one 
of two ways. One way is to double click the 
program’s icon located on the desktop. The 
second is to click on the “Start” button and 
select the desired program from the subse-
quent menus that appear. There is nothing 
wrong with either way, because they both 
accomplish the same thing. However, here’s 
another option that you may find useful. 
It launches a program in just one click.

Launching programs from the taskbar
The next time you have a program open that 
you use often, notice that its icon appears in 
the taskbar (the long horizontal border located 
on the bottom of the screen) after it starts. 

When you see the icon on the taskbar, you can 
“pin” or place a copy of the icon on the taskbar 
by right clicking on the icon and selecting the 
“pin this program to the taskbar” option. The 
icon will remain on the taskbar whether or not 
its associated program is open.

The next time you want to launch the 
same program, a single right click on the icon 
pinned to the taskbar does the trick. This also 
comes in very handy when you want to launch 
multiple sessions of the same program. As 
mentioned in an earlier computer tip, multiple 
sessions are useful in helping you view more 
than one file side by side.

Save space on the desktop
Placing commonly used icons on the taskbar 
also has an additional benefit. By launching 
programs from the taskbar, you can remove 
the shortcuts for these programs from your 
desktop. Now you have even more room for  
a few more icons to fit onto your screen. 

Save time by using the taskbar

COMPUTER TIPS

by Frank Ruelas

Ruelas

Frank Ruelas (francisco.ruelas@dignityhealth.org) is a Facility Compliance Professional 

with Dignity Health in Phoenix.    bit.ly/in-FrankRuelas    @Frank_  _Ruelas 

Setting up your desktop to 
fit your personal preferences 
allows you personalize your 

workstation. It can also be 
a primary factor in how 

efficiently you use  
your computer.

http://bit.ly/in-FrankRuelas
http://twitter.com/Frank__Ruelas
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I t is well known from the results of 
multiple studies that medical error is a 
prevalent and serious problem that makes 

medical care more expensive. The federal 
government passed the Patient Protection 
and Affordable Care Act of 2010 (PPACA) to 
increase the quality of care patients receive 
and decrease the cost of medical care. Several 
of the key PPACA provisions have exposed 
hospitals and healthcare institutions to greater 
liability under the theory of “vicarious liabil-
ity,” which actually may result in increased 
medical costs to patients seeking care.

This article provides a brief history of the 
medical error crisis and the steps federal and 
state governments have taken to address this 
pervasive issue, and then explains how the pas-
sage of PPACA has affected institutional liability. 
The goal of this article is to help compliance offi-
cers understand the significance of how PPACA 

has exposed the healthcare system to 
more vicarious liability claims.

The medical error crisis
As many as one in three hospitalized 
patients may be harmed or die as a 
result of “medical error,” which is 
defined as “the failure of a planned 
action to be completed as intended or 
the use of a wrong plan to achieve an 
aim.”1 Medical errors cost $19.5 billion 
dollars in 2008 in the United States.2 
A recent study suggests that each year 
between 210,000 and 440,000 patients 
who go to the hospital for care may 
suffer some type of preventable harm 
that contributes to their deaths.3

The severity of the medical error 
crisis was brought to the forefront of 
legislative reform by studies that were 
conducted in the 1980s and 1990s. 
Congress first responded with the 
Health Care Quality Improvement Act 
of 1986 (HCQIA) to promote higher 
quality of care by holding physicians 
responsible for adverse events. More 
recently, Congress passed PPACA 

by Laura E. Hutchinson, Richard E. Moses, DO, JD; and D. Scott Jones, CHC

Vicarious liability:  
Frustrating the major policy 
goals of the Affordable Care Act

 » PPACA was intended to improve the quality of medical care and decrease the cost.

 » The face of the health system is changing as a result of PPACA.

 » PPACA provisions expose hospitals and healthcare institutions to greater liability.

 » The theory of “vicarious liability” will be applied to hospitals and healthcare institutions.

 » Compliance and quality are intersecting, offering an opportunity to avert litigation.

Hutchinson

Moses

Jones

Laura E. Hutchinson (laura.hutchinson@temple.edu) is a third-year 

law student at Temple University-Beasley School of Law in Philadelphia. 

Richard E. Moses (remoses@mosesmedlaw.com) is a physician/attorney in 

Philadelphia. D. Scott Jones (sjones@hpix-ins.com) is Senior Vice President, 

Risk Management and Healthcare Compliance at Healthcare Providers 

Insurance Exchange in Philadelphia. 
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when further evaluation of the medical error 
rate suggested that the problem was far from 
resolved. States have responded by imposing 
certification requirements, damage caps, and 
funds that function as a secondary insurance 
provider for physicians and healthcare insti-
tutions. Despite federal and state legislative 
efforts, medical errors remain a persistent 
problem in the United States.

Background of the current medical error crisis
Studies throughout the past 30 years dem-
onstrate that medical errors are increasing, 
not decreasing.4 This does not mean that 
quality of care has decreased. Rather, more 
people are choosing to seek medical treat-
ment through individual providers as well 
as hospitals. Data from the Kaiser Family 
Foundation (the Foundation) indicates that 
49,435,610 individuals are currently Medicare 
beneficiaries (2012 data). The Foundation also 
records that almost 70 million Americans are 
enrolled in the Medicaid program, which was 
significantly expanded by PPACA.5 Demand 
for medical services is proportionately signifi-
cant. Additionally, the increased complexity 
of medical practice and technology, increased 
incidence of antibiotic-resistant bacteria, and 
overuse/misuse of medications contribute to 
higher rates of adverse events.4

The movement of the medical industry 
toward higher productivity and expensive 
technology encourages rapid patient flow 
and overuse of risky and invasive medical 
procedures, all factor into these staggering 
statistics.6–8 Physicians are more likely to be 
looking at the computer screen, entering a 
patient’s medical information, than looking 
at the patient’s face for telltale signs of medi-
cal problems. As more individuals become 
insured, they will seek medical attention, 
which increases a physician’s exposure to 
being involved in an adverse event. The 
Pew Charitable Trust notes that 10,000 Baby 

Boomers turn 65 every day, and that this will 
continue until the year 2030, when fully 18% of 
the U.S. population will be Medicare-eligible, 
joining a population that uses a large propor-
tion of medical services.

Physician competence
HCQIA established the National Practitioner 
Data Bank (NPDB). Physicians must report all 
payments made in the settlement of adverse 
incidents, and healthcare entities are required 
to request information from the NPDB for all 
physicians who apply for appointment to the 
medical staff or staff privileges. The goal was 
to improve medical care quality and safety by 
providing information to assess the profes-
sional’s competence.

The NPDB is a repository for information 
regarding adverse professional review actions 
brought by state boards, adverse professional 
review actions taken by healthcare entities, 
and medical malpractice settlements and judg-
ments. There is no minimum dollar threshold 
for medical malpractice payments and the 
report remains on physicians’ records for the 
rest of their careers. Failure to report subjects 
the physician to civil money penalties of up to 
$10,000 per violation.9 Although employers are 
permitted to access a physician’s NPDB record 
every two years, the NPDB records are explic-
itly not available to the public. Studies suggest 
that the NPDB information is accurate and 
fairly complete.10 Critics of data banking argue 
that the NPDB has resulted in an increase 
in use of defensive medicine, in an effort to 
avoid medical malpractice liability, rather than 
treating the patient in accordance with the 
standard of care.

The NPDB provides a uniform platform 
for shared information regarding a physician’s 
competence. Healthcare organizations are 
responsible for providing appropriate care to 
patients both directly as a corporation and indi-
rectly as a principal of employed or contracted 
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physicians. Therefore, they have a vested interest 
in identifying “problem” doctors, both before 
hiring them and while they continue to render 
treatment within their facilities.

PPACA
As noted earlier, PPACA was enacted to increase 
the quality of provided care and decrease the 
cost of health insurance for the consumers and 
the government. Its mandates, subsidies, and 
incentives aim to boost the number of insured 
individuals and to force healthcare providers to 
strive for better quality and more efficient inter-
provider communication.11

PPACA was created to promote uniformity 
in medical practices through well-funded 
research and widespread guidelines. It created 
more requirements for disclosing adverse events, 
such as reporting to The Joint Commission, an 
independent standard-setting and accrediting 
body in healthcare. Public disclosure is also 
provided through the creation of the Physician 
Compare and Hospital Compare performance 
websites.

PPACA intended to streamline provider 
integration by creating incentives to coordi-
nate care systems such as Accountable Care 
Organizations (ACOs), performance-based 
care coordination, and payment bundling. 
Some provisions, such as mandatory electronic 
health record (EHR) systems, also indirectly 
forced consolidation or coordination of provid-
ers for financial reasons.12

As of May 2014, about 20 million Americans 
gained health insurance coverage under 
PPACA. The percentage of uninsured persons 
decreased from 18% in 2013 to 13.4% in 2014. 
The Congressional Budget Office and the 
U.S. Congress Joint Committee on Taxation 
project the following data for each year, 
2017 through 2024:

 · About 24 to 25 million people will obtain 
health insurance each year through 
exchanges;

 · About 12 to 13 million people will be 
added to the Medicaid and CHIP rolls;

 · About 6 to 7 million fewer people will 
obtain insurance through their employers;

 · About 5 million fewer people will have 
no group or other coverage; and

 · About 25 million fewer people will be 
uninsured.13

These statistics show a positive trend in 
enrollment, but they also demonstrate the 
dramatic increase in exposure for liability that 
institutions and physicians will face resulting 
from medial errors.

Vicarious liability in the 
medical malpractice context
Vicarious liability of an employer is rooted in 
the legal doctrine “respondeat superior,” which 
makes a principal or employer liable for the 
actions of its agent or employee. Courts have 
identified three main objectives for uphold-
ing the doctrine: (1) to prevent recurrence of 
the harmful conduct; (2) to assure compensa-
tion for the victim; and (3) to hold accountable 
those who benefit from the enterprise giving 
rise to the injurious conduct.14 However, courts 
have yet to unify a definitive test to be applied 
to cases involving vicarious liability.

Vicarious liability is established through 
two basic theories: apparent agency and osten-
sible agency. A person filing the lawsuit, the 
plaintiff, can prove apparent agency by first 
showing that the hospital “holds out” the 
physician as its employee, when the hospital 
acts or fails to act in some way, which leads 
the patient to a reasonable belief that he/she 
is being treated by the hospital or one of its 
employees.15 The plaintiff must show that the 
patient looked to the institution, not to the 
individual physician, for care.

Ostensible agency is seen when a reason-
ably prudent person would be justified in 
the belief that the care in question was being 
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rendered by the hospital or its agents or the 
care in question was advertised or other-
wise represented to the patient as care being 
rendered by the hospital or its agents.16 If a 
physician is held out as an independent con-
tractor, the institution is usually not held to be 
responsible for the physician’s actions.

With the growth of healthcare systems and 
ACOs under PPACA, an institution’s liability 
will likely begin to cross state lines, but there 
is no national standard for state-based medical 
malpractice cases.

Expanding liability for healthcare organizations
PPACA reform has caused many solo and 
small-group practices to become salaried 
employee-agents of healthcare organizations 
(HCOs) and hospitals in order to comply with 
the new and expensive requirements. PPACA’s 
reforms have shifted the power towards enter-
prises that can buy and coordinate technologies, 
such as EHRs and case management strategies 
to meet the demands of the federal government. 
Increasingly, medical providers are employee-
agents of institutional providers instead of 
independent contractors, which in turn creates 
agency liability for those institutions.

Apparent agency theory applies to hospi-
tals and other HCOs under vicarious liability 
for the alleged malpractice of an employee-
agent. Principal providers have also been held 
liable for the actions of independent contractor 
physicians where the principal has not made 
it overtly known that the physician is not an 
employee of the institution. The determina-
tive factor is whether it was reasonable for the 
patient to believe the care was being received 
from the institution, not a particular physician.

Under the various PPACA reforms, incen-
tives and forces converge; institutional providers 
will become directly liable for patient injury as 
well as vicariously liable for injuries caused by 
physicians, because agency law will carry liabil-
ity upstream from agent to principal. With more 

physicians working for the principal institution, 
there will be a staggering increase in principal 
liability for these institutions, whether the 
physicians are salaried employees or not. The 
integrated systems will likely blur the lines of 
the employment-agent relationship and disclo-
sures may not be enough to insulate hospitals 
from the legal reach of vicarious liability. Across 
the United States, healthcare systems are brand-
ing themselves, thereby creating the impression 
that all physicians — employees or not — “work” 
for the healthcare system.

PPACA’s effect on vicarious liability
As more physicians become “employees” of 
the hospital and other healthcare organiza-
tions, those institutions will not be able to 
declare that the physicians were “independent 
contractors.” Institutional vicarious liability is 
a growing concern because the increased insti-
tutional exposure and frequency of liability 
will likely result in higher insurance premi-
ums for the institution, which will in turn 
increase patient medical costs.

Conclusion
PPACA has changed the face of the healthcare 
system in many ways; of particular concern 
are its effects on the medical malpractice field. 
Under current federal and state legislation, 
hospitals and other healthcare institutions are 
coming under a greater risk of liability than the 
care providers who actually cause the adverse 
event, given the increasing employment models 
and branding as a result of PPACA.

In a hospital setting, it may be difficult 
for a plaintiff to determine which provider 
is at fault or there may be several providers 
whose negligence contributed to the injury. 
Malpractice law allows plaintiffs to sue the 
agent, the employer, or both, and it is some-
times more efficient for plaintiffs to solely 
name the hospital as a defendant. However, 
this practice puts an unjustly disproportionate 
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burden on the hospital. Without physicians 
or other employees joined as defendants, 
institutions are on the hook for the entirety 
of any settlement or judgment payouts to the 
plaintiff. Plaintiff verdicts can quickly reach 
millions of dollars in absence of damages 
caps. The hospital must pay out of its business 
revenue, once it has gone through its insur-
ance ceiling. Placing more of the compensation 
burden on hospitals increases costs of insur-
ance premiums and business costs. These 
financial burdens will eventually be carried 
downstream to the consumer patients, which 
is the opposite effect that PPACA intended.

This paints an alarming picture for future 
medical care and frustrates the primary goal 
of legislative reform over the past 30 years. 
As is clear from the discussion of vicarious 
liability, health systems as employers are 
at an increased risk for potential errors of 
their healthcare providers. The reality is that 
compliance and quality of care are intersect-
ing, thereby offering an opportunity to avert 
potential vicarious liability situations through 
enforcement of compliance plans. 
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Little

The International Classification of 
Diseases (ICD)-10 coding system went 
into effect October 1, 2015, replacing the 

decades-old ICD-9 coding system with 141,000 
new diagnosis and procedure codes and defi-
nitions. After several postponements, the new 

clinical diagnostic and procedural 
codes are in place and the question 
now becomes, “How are we doing?”

Are we compliant?
For the most part, providers and other 
key stakeholders have continued to 
move along without too much anxiety 
or disruption post ICD-10 conversion. 

With such a significant change, some might 
wonder if there should be more concern. 
Others just assume organizations did such 
a great job of preparing for the ICD-10 chal-
lenges that most providers are compliant.

Unfortunately, while some providers may 
be at a different level of preparedness and 

acceptance than their peers, the reality is most 
will not know how well their organization or 
practice is complying with ICD-10 until several 
months down the road.

What are the top compliance issues likely to be?
As the last developed nation to adopt ICD-10, 
and the only one in the world that relies on 
these codes for reimbursement, the U.S. is 
implementing a modification that is vastly 
more granular and specific than any of our 
contemporaries. Just as you have probably 
spent the last year educating, training, and 
testing your staff and systems for the transi-
tion, the next six months will be crucial to 
meeting compliance milestones by closely 
monitoring your providers, coders, billing ser-
vices, claims scrubbers, and clearinghouses. 
Here is what you need to know:

 · Finding the appropriate ICD-10 code can 
be difficult if search tools are not logical 
or as intuitive as busy providers may 
need. Additional education post ICD-10 
may be needed for your providers, sooner 
than later, before issues escalate.

by D. Wayne Little

Cracking the ICD-10 code  
to stay compliant: Meeting  
the challenge

 » Forecast the top ICD-10 concerns pertinent to your organization and how you can effectively monitor them.

 » Evaluate how your organization is performing with the ICD-10 transition.

 » A large backlog of bills or bill holds, decreased provider productivity, and a queue of discharges waiting to be billed are  
warning signs of ICD-10 non-compliance.

 » Most will not know how well their organization or practice is complying with ICD-10 until several months down the road.

 » Until October 1, 2016, Medicare review contractors will not deny valid claims billed under the Part B physician fee schedule,  
as long as they are submitted with a valid ICD-10 code from the right family.

D. Wayne Little (wayne.little@dhgllp.com) is Partner with DHG Healthcare  

in Atlanta. 
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 · Lack of code specificity may result in 
claims rejections. The new ICD-10 coding 
convention has gone from a 3-5 character 
composition to 3-7 characters. Because of 
the changes in the ICD-10 code structure 
and definitions, the new level of detail will 
require greater specificity and, in some 
cases, different documentation for care 
provided. You need a good internal edit 
resolution and denial management process 
in place.

 · Coders will need greater connectivity 
with physician resources. As coders 
learn the new ICD-10 language, they will 
need greater access to and alignment 
with physician resources and clinical 
documentation processes.

 · Erroneously entered codes can 
slip through the cracks. In some 
environments, professional coding 
resources may not code or review all 
codes assigned by providers. Unless your 
EMR and/or billing systems have the 
sophistication and functionality to trigger 
an edit following a physician entry, you 
will run the risk that a coding resource 
may never touch the claim. Batten down 
the hatch with the proper investment in 
software and technology upgrades.

 · There’s no magic right answer or right 
code. Payers may follow the Centers for 
Medicare and Medicaid Services (CMS) 
closely, but not completely. Because payers 
are not bound to adopt a universal set of 
edits, each may have their own unique 
edits and authorizations that may not map 
with those of your organization. With the 
vast number of codes at play, be prepared 
for a greater chance for variances.

 · CMS will not penalize, hold a claim, 
or authorize audits for the next 12 
months as long as your coding is in 
the correct family. According to CMS 
guidelines, “For 12 months after ICD-10 

implementation, Medicare review 
contractors will not deny physician or 
other practitioner claims billed under the 
Part B physician fee schedule through 
either automated medical review or 
complex medical record review based 
solely on the specificity of the ICD-10 
diagnosis code as long as the physician/
practitioner used a valid code from the 
right family.”1 Remember, this is not a 
blanket of freedom — you still need to 
get the code right so that you don’t delay 
or lose reimbursement in the future. 
Specificity required for medical necessity 
or authorizations as well as in National or 
Local Coverage Determinations will still 
need to be met.

 · There will be difficulty calculating 
PQRS quality scores, but penalties 
will be suspended for twelve months. 
According to CMS, “For all quality 
reporting completed for program year 
2015 Medicare clinical quality data review 
contractors will not subject physicians 
or other Eligible Professionals (EP) to 
the Physician Quality Reporting System 
(PQRS), Value Based Modifier (VBM) or 
Meaningful Use (MU) penalty during 
primary source verification or auditing 
relating to the additional specificity of 
the ICD-10 diagnosis code, as long as 
the physician/EP used a code from the 
correct family of codes.”2

Be vigilant post ICD-10
As most professionals understand, ICD-10 
requires a different structure and logic to 
comprehend and implement. Intuitively we all 
understand what needs to be done; however, 
people can quickly fall back into old pat-
terns once they return from training and are 
taking care of patients. Keeping watch over 
the ICD-10 transition will be an important 
part to achieving compliance. For the most 
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part, experienced healthcare professionals will 
know that some risks are imminent. The key 
is to keep watch and be ready to identify the 
early warning signs that may lie ahead.

Three common warning signs:
1. Your organization has a large back log of 

bills or bill holds, because they are stuck 
in the queue awaiting proper coding, 
increased specificity, or require other edits.

2. Provider productivity levels have decreased.
3. “Discharged not final billed” levels are 

increasing.

What you already know is still important
Fortunately, there are several facts regarding 
the imminent impacts of ICD-10 that you can 
expect. For instance, we know that everyone 
covered by the Health Insurance Portability 
and Accountability Act (HIPAA) is affected 
by ICD-10, including providers and payers 
who do not deal with Medicare claims. And 
for better or worse, we know that we have the 
same compliance risks after October 1 that 
we had before September 30. It won’t change 
that much; it will just be wearing a new set 
of codes and the climb to compliance will 
be steeper.

Mitigating the risks and minimizing dis-
ruption to your claims and reimbursement 
process will most likely require more time 
for providers to adequately document care 
provided, and coders and billers are going to 
need more time for verifying and processing.

Success in making the transition will 
likely be in direct proportion to the amount 
of “connectivity” you have embedded in 
your organization. It will require improved 
technological connectivity and interfacing 
between your electronic medical records 
and claims editing systems. It will require 
increased human connectivity between 
coders and providers, and providers and 
patients, none of which will achieve much if 
you haven’t already established the under-
lying clinical documentation excellence 
needed to avoid errors from code ambiguity 
and outdated terminology usage.

Conclusion
Only history will tell how quickly and 
adeptly our industry will adapt to and 
comply with the massive changes ICD-10 
presents. It may well turn out to be our 
industry’s Y2-K. But one thing is cer-
tain — the tools that you will use to “crack 
the code” will benefit your organization and 
the populations you manage in the long-
term. In our quest to get it right, the greater 
connectivity and specificity it will require 
may very well lead us into a world where we 
will welcome improved outcomes, reduced 
compliance issues, and appropriate reim-
bursements as “the new normal.” 
 
 
 
 
1.  Centers for Medicare and Medicaid Services: CMS and AMA 
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Clinical drug and device trials depend 
upon nurse and study coordinators to 
report complications or adverse events 

(AEs) once a patient begins receiving active 
treatment. The FDA’s MedWatch program 
monitors drug safety with accurate reporting 

by the frontline healthcare provid-
ers. This process demands diligence 
in capturing the information in a 
timely manner.

When recording the adverse 
event, is it imperative that detailed, 
specific information is reported. 
Reporting events that occur under 
an Investigational New Drug (IND) 

application is mandatory and reports are 
submitted separately to the FDA as specified 
in the regulations. These are required to be 
submitted to the Institutional Review Board 
as well. The key is to specify the timing of the 
problem, lab values, and all signs and symp-
toms the patient has during the episode.

The other piece that should be considered 
by the study team is the cost of treating an 
adverse event. If the sponsor agrees to cover 
the cost of treating adverse events, these must 
be tracked, and many times, they can be 
invoiced after the event occurs. Many sites fail 
to report these to government payers, as bill-
able with codes and modifiers, if the Sponsor 
is not paying the charges. The site may be 
pulling the charges from the claim for the 
patient and moving it to a research account, 
but never recouping the cost.

An open line of communication can enhance 
this process. Whether you rely on a clinical 
trial management system (CTMS), a flag when 
patients are admitted, or old-fashioned word 
of mouth, these must be not only tracked for 
regulatory purposes, but also for billing com-
pliance purposes and contractual obligations.

Some sites use an alert when patients are 
treated in an Emergency Room. This can help 
to identify the adverse events. Conveying 
this to patients and their families during an 
informed consent process can aid in making 
sure that the study team knows when a 
patient receives treatment anywhere, that may 
or may not be study-related, even if it is not at 
their facility or by their doctor.

An operational framework will help 
establish a process flow for reporting these 
events to MedWatch, the IRB, and the billing 
team. Above all, remember that if you tell a 
patient in a consent form that the sponsor 
covers adverse events, you cannot bill a payer 
for those services. The costs of tracking these 
events to ensure that they are not billed can be 
time-consuming and difficult. 

The ABCs of AEs

REFLECTIONS IN RESEARCH

by Kelly M. Willenberg, MBA, BSN, CCRP, CHRC, CHC

Willenberg

Kelly M. Willenberg (Kelly@kellywillenberg.com) is President and CEO of  

Kelly Willenberg, LLC in Chesnee, SC. 

If the sponsor agrees  
to cover the cost of treating 

adverse events, these must be 
tracked, and many times,  
they can be invoiced after  

the event occurs.
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Mergers and acquisitions have been 
defined as “a combination of two 
companies where one corporation 

is completely absorbed by another corporation. 
A merger extinguishes the merged corporation, 
and the surviving corporation assumes all the 
rights, privileges, and liabilities of the merged 
corporation.”1 In today’s climate of healthcare 
reform, it has become exceedingly common for 
healthcare organizations to acquire physician 
practices or hospitals. Undoubtedly these trends 
will grow as predicted by healthcare analysts.

Due diligence is a necessary stage involved 
with any merger or acquisition. The due-
diligence process is a lengthy, complicated, 
and multidisciplinary-approached practice of 
reviewing the business to be acquired to identify 
potential risks in the purchase. As Compliance 
departments take on a larger role in healthcare 
organizations, so should their involvement with 
mergers and acquisitions.

Background
In 1998, the Office of Inspector General (OIG) 
published a Compliance Program Guidance 
for Hospitals and then a Supplement seven 

years later.2,3 The Compliance Program 
Guidance for Hospitals outlined the 
elements of a compliance program, the 
benefits of a compliance program, its 
application, and how to measure the 
effectiveness of a compliance program. 
The compliance program guidances 
were developed to detect and reduce 
the risk of non-compliant behavior. 
Despite the first release of the com-
pliance program guidance 17 years 
ago, the growth and awareness of 
Compliance departments have been  
on the rise over the past several years.

Compliance program due dili-
gence is the evaluation of compliance 
risks and determining the effective-
ness of the compliance program of the 
business to be acquired. If the compliance pro-
gram is deemed as effective, then it is a great 
defense to any exposures inherited by the 
merger or acquisition.4 However, if the compli-
ance program is not effective, then it is crucial 
to assess compliance risk areas and determine 
if the identified risks may impact the merger 
or acquisition.

Merger and acquisition risks
When merging or acquiring another health-
care entity, whether a physician practice or 

by Peggy Beat, Esq. and Tracy Shenk, RN, CCRC

Research compliance and  
the due-diligence process

 » A compliance program risk assessment is essential during a merger and acquisition.

 » Clinical research is an area that may be overlooked during the due-diligence process.

 » Each study must be reviewed and prioritized according to risks.

 » All agreements relating to research must be reviewed.

 » Research compliance program due diligence provides an understanding of potential risks.

Peggy Beat (beatp2@ccf.org) is Senior Director Research Compliance and 

Tracy Shenk (shenkt@ccf.org) is Program Manager Research Compliance  

at Cleveland Clinic in Cleveland, OH. 

Shenk
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a hospital, many potential risks need to be 
assessed. It will often depend upon the size 
and reach of the business to be acquired. 
Compliance-related risks may include false 
claims, Stark Law violations, kickbacks, Health 
Insurance Portability and Accountability 
Act (HIPAA) breaches, Emergency Medical 
Treatment and Active Labor Act (EMTALA) 
violations, non-compliance with Joint 
Commission standards, non-compliance with 
Centers for Medicare and Medicaid Services 
(CMS) regulations, tax violations, bribery, and 
countless others. A risk area that may be over-
looked and that requires a specific degree of 
expertise is that of conducting research, espe-
cially involving human subjects.

The Department of Health and Human 
Services (DHHS) defines a human subject as “a 
living individual about whom an investigator 
(whether professional or student) conducting 
research obtains: (1) data through interven-
tion or interaction with the individual, or 
(2) identifiable private 
information.” DHHS 
defines research as 
“a systematic inves-
tigation, including 
research develop-
ment, testing and 
evaluation, designed 
to develop or contrib-
ute to generalizable 
knowledge.”5 In some 
instances, human 
subject research can 
also be known as 
clinical trials. There 
may be a number of general compliance-
related due-diligence checklists available, 
but we determined during a recent acquisi-
tion that we needed a checklist specifically 
focused on research. As a result, a Research 
Compliance Due-Diligence Checklist was sub-
sequently drafted.

Potential risk considerations
The following broadly summarizes various 
research areas and the potential risk consider-
ations covered by the checklist.

Study inventory
To initiate the research compliance due-
diligence process, we obtained an inventory 
of all active and ongoing clinical trial studies 
(see Table 1). This list must be complete and 
accurate, because it is the foundation for assess-
ing and prioritizing levels of risks throughout 
the research compliance program due-diligence 
process. Looking at just a subset of studies 
will provide a microscopic view of the effec-
tiveness of the practice’s or hospital’s research 
compliance program. One of the highest areas 
of risk is study sponsorship or funding source 
(e.g. National Institutes of Health [NIH], indus-
try, etc.). The studies with government funding 
are of the highest risk. Not only is the spending 
of federal funds highly regulated, but if they 

are misspent, you may 
face federal prosecu-
tion for fraud.

We also consid-
ered knowing and 
understanding each 
study type as an 
important risk area. 
For studies involv-
ing a drug, device, or 
biologic, the Food and 
Drug Administration 
(FDA) regulations 
must be followed. If 
the study is observa-

tional or perhaps a registry or biorepository, 
the risks can often involve loss of confidential-
ity or privacy. Each study is then categorized 
as “enrolling, or enrollment complete and in 
followup.” It is important to know how many 
study participants have been enrolled to date, 
how many are yet to be enrolled, as well as the 

A risk area that may  
be overlooked and that 

requires a specific degree 
of expertise is that of 
conducting research, 
especially involving  

human subjects.
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Institutional Review Board (IRB) expiration 
date. Knowing where enrollment numbers are 
for each study can indicate whether the study 
just started or how close it is to being com-
pleted. All of these factors help in prioritizing 
which study(ies) to review first and foremost. 
If constructed well, this table will continue 
to expand with other essential factors while 
proceeding through the research compliance 
due-diligence process.

Contracts and awards
Beginning with the highest-risk study, the 
clinical trial agreement (CTA) or terms and 
conditions of the award requires consider-
ation. A clinical trial agreement is a legally 
enforceable and binding written agreement 
between the sponsoring organization and the 
research entity. CTAs outline arrangements 
between the two parties and set forth all rights 
and responsibilities for the performance of a 
research activity or project. Some of the mate-
rial terms to include in the review are data 
ownership, intellectual property rights, rights 
to publish, indemnification, research-related 
injury, and payment terms.

Data ownership and 
intellectual property rights
A key concern in CTAs is data ownership and 
intellectual property. If the study sponsor 
wrote the protocol, provided the case report 
form, and reimburses study-related expenses, 

then typically the study sponsor will own the 
data. The study sponsor has intellectual prop-
erty rights vested in the study product and/or 
the results of the research study, but the prac-
tice or hospital has a legitimate right to protect 
the inventions and other intellectual property 
developed by an employee during the study. 
It is important to know whether these rights 
were preserved.

Publications
Typically, research and education is part of the 
mission of a non-profit or tax-exempt organiza-
tion. If the organization acquiring a physician 
practice or hospital has a non-profit or tax-exempt 
status, then it is essential that the CTA allows for 
publication of study results in order to maintain 
that status. Further, the study sponsor should not 
be permitted to censor any adverse medical find-
ings or any other portion of the study.

Indemnification
Indemnification refers to third-party recovery. 
The CTA should provide for mutual indemni-
fication and should not offer more than what 
the study sponsor is providing. Generally, 
there should not be indemnification of a con-
tract research organization that is working on 
behalf of a study sponsor.

Research-related injury
Recovering the costs for adverse events and 
research-related injuries that occur during the 

Table 1: Inventory of all active and ongoing clinical trial studies

Sponsor or  
funding source 
(e.g. NIH, industry, 

foundation,
society)

Study Type 
(FDA-regulated, 

registry, etc.)

Status
(Enrolling or 

Enrollment Complete 
and in Follow-up)

Number 
of Study 

Participants 
Enrolled

Number 
of Study 

Participants to 
be Enrolled

Study Name/ 
Protocol Title

IRB Expiration 
Date

Foundation ABC Registry Enrolling 1 20 XYZ 12/31/15

Company XYZ Device Follow-up 5 5 ABC 12/31/15
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course of the study is a hot topic. Many study 
sponsors try to carve this out, setting provisions 
for subject conduct under which they will not 
pay or reimburse for research-related injuries. 
When reviewing this section of the CTA, it is 
important to assess if there have been any sub-
ject injuries, and how were they handled.

Payment terms
Review of the payment terms of the CTA can 
uncover potential legal issues. Physician practices 
and hospitals must charge the study sponsor fair 
market value for the services and procedures 
provided as part of a research study. Incentives 
and bonus payments for meeting study targets or 
accelerated enrollment are not acceptable.

Although a CTA is one of the more 
common contracts, a CTA may not be the only 
contract required for conducting research. It 
is important to inquire if there are other types 
of contracts or third-party arrangements for 
research-specific activities, such as service 
agreements for labs or imaging. These types 
of arrangements need to be carefully reviewed 
for possible Stark or anti-kickback situations. 
Other contracts may include data use agree-
ments, business associate agreements, or 
consulting agreements.

If there is study sponsorship from federal 
or state governments, those awards need to be 
carefully reviewed to ensure that the practice 
or hospital to be acquired was compliant with 
their terms and conditions. Some examples on 
the federal side might be the NIH, Department 
of Defense (DOD), FDA, or the Veterans 
Administration (VA), just to name a few. With 
those awards come very stringent rules and 
methods that specify how a researcher can 
spend the funds awarded as well as the means 
for cost accounting.

Clinical research billing
From beginning to end, clinical research billing 
is a cumbersome and arduous process. CMS’s 

Clinical Trials Policy allows for payment of 
routine services provided as a part of a clini-
cal trial.6 Of course, that policy comes along 
with several criteria and caveats. Nevertheless, 
it allows for Medicare beneficiaries to partici-
pate in clinical trials. Due to fraud and abuse 
concerns, it is vital that a coverage analysis 
is performed prior to commencing a clinical 
trial. A coverage analysis helps to distinguish 
between the items and services which are 
allowed to be billed to Medicare (or any insur-
ance), based on national and local coverage 
determinations. Hence, reviewing the practice’s 
or hospital’s process for conducting a cover-
age analysis is crucial. If no coverage analyses 
were conducted, it is necessary to understand 
and evaluate the potential risks of each study, 
taking into consideration charges to and pay-
ments from Medicare for standard of care vs. 
research-related charges.

Further, the Medicare Claims Processing 
Manual mandates that claims for clinical 
trials and registries have the appropriate 
modifiers (Q0/Q1), condition codes (30 or 53) 
and/or revenue codes (0624) applied in certain 
instances.7 Most recently, CMS began to require 
the National Clinical Trial (NCT) number be 
included on the claim. If the NCT is not appro-
priately attached, then denial of the claim 
is highly possible. The acquiring healthcare 
organization would need to be aware if there 
is a risk for potential false claims.

Finances
Obtaining a full understanding of the current 
financial records for each research project as 
well as the process of credit/debits for research 
expenses is important for assessing related 
risks that would be acquired. One item that can 
assist in this review is obtaining a statement 
from the practice or hospital regarding their 
current accounting methods. If the entity has 
received federal funding or grants, determine 
whether government A-133 audits are required. 
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The Office of Management and Budget (OMB) 
Circular A-133 is a single audit, organization-
wide examination of an entity that expends 
$750,000 or more of federal assistance received 
for its operations.8 If the entity has received 
an audit, request a review of the findings; or 
access government websites to see if an audit 
has been filed, because these are public docu-
ments. Ensuring that 
the funds have been 
spent in accordance 
with the terms of the 
contract or award is an 
essential piece of the 
research compliance 
due-diligence process 
and should not be 
overlooked.

Conflicts of interest
In an age of trans-
parency, there is an 
expectation that a 
healthcare organization will disclose relation-
ships between physicians and industry. Over 
the past several years, these relationships have 
been scrutinized by the public and government 
entities. Conflict of interest is a relationship 
between the private interests and the official 
responsibilities of a person in a position of trust. 
In addition to federal regulations regarding con-
flicts of interest in research regarding disclosure 
and management, conflicts of interest could 
prejudice an individual’s ability to perform 
his/her research duties and responsibilities 
objectively. Larger healthcare organizations gen-
erally have a de minimus threshold coupled with 
a process to review and manage these types of 
relationships. The risks relating to unmanaged 
relationships in research can be very high. If it 
appears that the practice, hospital, or research 
investigator has an apparent conflict, then the 
conflict should be evaluated prior to the comple-
tion of the acquisition.

Audits and inspections
Any time a clinical trial involves an FDA-
regulated product, such as a drug or device, it 
can open the door to a FDA audit. Therefore, 
it is reasonable to inquire about any FDA 
inspections and whether any have any 
resulted in the issuance of a FDA Form 483 
and/or a warning letter. If a FDA Form 483 

and/or warning letter 
has been received, it 
is important to assess 
any corrective action 
plans to ensure that 
they have been imple-
mented along with 
measures to prevent 
future recurrence.

Although allega-
tions and/or findings 
of research miscon-
duct do not frequently 
occur, it remains a 
valid question during 

the research compliance due-diligence process. 
The DHHS Office of Research Integrity defines 
research misconduct as “fabrication, falsifica-
tion, or plagiarism in proposing, performing, 
or reviewing research, or in reporting research 
results.”9 If there has been an allegation or find-
ing, then a deeper review of the details needs 
to occur in order to understand any potential 
sanctions for participating in research.

Sampling and study review
Following the risk model previously sug-
gested, a sampling of studies should be 
reviewed for indications of non-compliance. 
Those items reviewed should include any 
protocol waivers or violations, unanticipated 
problems, subject death or injury, and serious 
adverse events, as well as the signed research 
Informed Consent forms. When review-
ing the consent forms, ensure that all of the 
required elements (in accordance with federal 

Although allegations  
and/or findings of  

research misconduct do  
not frequently occur,  

it remains a valid  
question during the  
research compliance  

due-diligence process.
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regulations) are included in the consent; 
likewise when reviewing the HIPAA autho-
rization, which can be included within the 
research consent or be a separate stand-alone 
document. The HIPAA authorization must 
contain the elements for permitting a valid 
authorization or documentation of an altera-
tion or waiver approved by an IRB.

Conclusion
Performing a merger or acquisition due-
diligence process of a practice’s or hospital’s 
research program can be easily overlooked. 
Although the Research Compliance Due 
Diligence Checklist may not be an exhaustive 
list of items to review, it does provide a means 
to start understanding the risks that a health-
care organization may inherit with a merger 
or acquisition. We have focused on the higher-
risk areas and there are certainly more than 
what we have discussed.

A serious, meaningful, and effective 
research compliance program, implemented 
by the practice or hospital being acquired, 
can reduce the risk of research compliance 
surprises after the merger or acquisition is 
finalized. A research compliance due-dili-
gence process will provide an understanding 
of the effectiveness of the research compliance 
program and shed light on the many risks 
that may be acquired. 
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Silver

As anyone involved in healthcare com-
pliance is undoubtedly aware, the 
Affordable Care Act (ACA) requires 

providers (and suppliers) to report and return 
any overcharges to Medicare or Medicaid within 
60 days after such overpayments have been 

“identified.” Because the ACA does not 
define “identified,” it is far from clear 
exactly when this 60-day time period 
commences. Because a failure to meet 
the 60-day deadline constitutes a viola-
tion of the federal False Claims Act, a 
wrong guess about when the 60 days 
begins can have severe consequences. 
As anyone who has grappled with the 

identification and quantification of overcharges 
knows, this is not a simple matter.

First, every regulatory violation does not 
necessarily result in an overpayment. More to 
the point, however, when confronted with a 
credit balance, a provider must determine the 
source or sources of the credit balance and the 
amount attributable to each payer, including 
whether Medicare was primary, secondary, or 
tertiary. In many cases, this task is virtually 

impossible to complete within 60 days. That is 
why a definition of the term “identify,” which 
marks the beginning of the 60-day period, is 
so badly needed.

On August 3, 2015, the United States 
District Court for the Southern District of 
New York became the first court to attempt 
to define “identify.” In Kane v. Healthfirst, Inc.,1 
the court acknowledged the practical prob-
lems inherent in identifying and quantifying 
an overpayment. Nevertheless, the court 
determined that an overpayment has been 
identified when a provider receives informa-
tion indicating that there is the possibility of 
an overpayment. The government and whistle-
blowers are likely to view the Kane decision 
as the definitive interpretation of the meaning 
of the word “identified.” For the reasons dis-
cussed in this article, the court’s analysis of 
the issue is flawed and its definition of “identi-
fied” is by no means definitive and should not 
be treated as the final word on the issue.

Because the 60-day rule is part of a series 
of amendments to the False Claims Act 
(FCA), most recently by the ACA, any discus-
sion of the Kane decision should begin with 
a brief summary of the FCA and its various 
amendments.

by Harry R. Silver

The Kane decision: A flawed 
interpretation of the 60-day rule

 » Kane v. Healthfirst, Inc. is the first decision by any court to interpret the meaning of the word “identified” as used in the 60-day rule.

 » In Kane, the court ruled that the 60-day clock starts ticking when a provider receives notice of a possible overpayment.

 » The decision was a ruling on a procedural motion, not on the merits.

 » The court’s analysis of the issue is flawed and its definition of “identified” is by no means definitive and should not be treated as 
the final word on the issue.

 » In reaching its decision, the court ignored CMS’s proposed regulations, which provide the only guidance from the government on 
the meaning of the word “identified” in the 60-day rule.

Harry R. Silver (hsilver@potomaclaw.com is Of Counsel at the Potomac Law 

Group, PLLC in Washington, DC. 
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The False Claims Act
A violation of the FCA typically consists of 
“knowingly” presenting a false or fraudulent 
claim for payment or approval.2 Any person 
who is found to have violated the FCA is liable 
for a civil penalty of $5,500–$11,000 per claim, 
plus treble damages. This can result in health-
care providers facing potential liability in the 
hundreds of millions of dollars.

The terms “knowing” and “knowingly” are 
defined as “actual knowledge” that a false claim 
has been submitted, “deliberate ignorance” of 
the truth or falsity of the claim, or “reckless dis-
regard” of the truth or falsity of the claim.

The FCA allows an action to be initiated by 
either the United States or by a private citizen, 
who is entitled to up to 30% of any recovery.3 
Actions initiated by private citizens (relators) 
are called qui tam actions.

The FCA was initially enacted in 1863, and 
was substantially amended in 1943, and in 1986. 
Although the FCA had been aimed at fraud by 
government contractors, it increasingly focused 
on healthcare fraud after the 1986 amendments.

The FERA and ACA amendments to the FCA
In May 2009, the FCA was amended as part of 
the Fraud Enforcement and Recovery Act of 
2009 (FERA) in an effort to prevent fraud in con-
nection with federal stimulus funds. The FCA 
was amended again in 2010 as part of the ACA.

One of the 2009 FERA amendments to 
the FCA was the expansion of the so-called 
“reverse false claims” provision, which made 
the avoidance of an “obligation” to pay money 
to the government an FCA violation.4 The 2009 
amendment made the avoidance of an obliga-
tion to pay the government a violation of the 
FCA, even if the avoidance of the obligation 
did not result from the submission of a false 
record or statement.

Following up on the FERA amendment, 
in 2010 the ACA made additional substantive 
changes to the reverse false claims provision by 

(1) requiring any person who has received an 
overpayment to return it, and report the reason 
for the overpayment to the payer within 60 
days after the overpayment has been identified; 
and (2) defining the retention of an overpay-
ment after 60 days as an obligation for purposes 
of the reverse false claims provision.5

Because the ACA failed to define several 
critical terms, such as “identified,” it is far from 
clear when the 60 days start running. In what 
was hoped to be a clarification of the statutory 
language, on February 14, 2012, the Centers 
for Medicare & Medicaid Services (CMS), the 
agency that administers the Medicare and 
Medicaid programs, published proposed 
regulations. CMS proposed to define an over-
payment as being identified when a person 
has “actual knowledge of the existence of an 
overpayment, or acts in reckless disregard 
or deliberate ignorance of the overpayment.” 
The 60-day clock does not start running (i.e., 
an overpayment is not identified) until after 
the provider has an opportunity to under-
take a “reasonable inquiry” into the basis of a 
suspected overpayment. The receipt of informa-
tion, by a provider or supplier, about a possible 
overcharge creates a duty to conduct this rea-
sonable inquiry promptly (“with all deliberate 
speed”). A failure to do so may be found to 
constitute reckless disregard or deliberate igno-
rance of the overpayment under the FCA.6

Although the proposed regulations remain 
just that, and CMS has deferred the issuance of 
final regulations until February 16, 2016,7 the 
statutory duty to report and refund overpay-
ments within 60 days remains in effect and 
exposes providers and suppliers to civil false 
claims liability.

Factual background
This recitation of the facts is taken from the 
court’s decision. Because the court was ruling 
on a motion to dismiss, the court relied largely 
on the allegations of the plaintiffs.
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The Kane case involved three hospitals 
in New York City (the hospitals), which were 
members of a hospital network operated by 
Continuum Health Partners Inc. (Continuum). 
The hospitals belonged to the Healthfirst 
Medicaid managed care network. Under its 
contract with New York Medicaid, Healthfirst 
provides covered services to enrollees in its 
Medicaid managed care program in exchange 
for a monthly payment from the New York 
Department of Health (DOH). Healthfirst is 
limited to this monthly payment and may not 
bill for any additional amount.

Healthfirst issues computer-generated elec-
tronic remittance statements to its participating 
providers indicating the amount of payment 
due for services rendered by the provider. The 
remittance statements contain codes indicating 
whether the provider can seek additional pay-
ment from any secondary payer. Beginning in 
2009, an error in the software that generates the 
remittance statements resulted in remittances 
that erroneously contained the code authoriz-
ing providers to seek payment from secondary 
payers. As a result, claims were submitted to 
DOH on behalf of the hospitals for additional 
payment to which the hospitals were not enti-
tled. DOH compounded the error by paying 
many of these claims.

In September 2010, state auditors raised 
questions regarding these erroneously paid 
claims and the software error was soon dis-
covered. The software vendor furnished a 
corrective patch within three months.

Continuum assigned one of its employees, 
Robert Kane, to identify the claims containing 
the erroneous billing code. In February 2011, 
Kane sent an email to Continuum manage-
ment, attaching a spreadsheet that identified 
more than 900 claims that contained the erro-
neous billing code, and advising management 
that further analysis was required to confirm 
that the 900 claims were, in fact, improper. 
Four days after sending the email, Kane’s 

employment was terminated by Continuum. 
It was subsequently determined that approxi-
mately 50% of the claims identified by Kane 
did not result in an overpayment. Shortly after 
his termination, Kane initiated a qui tam action 
under the FCA. After investigating, both the 
United States and New York State intervened 
in the action, and the United States took over 
its prosecution. (For the sake of simplicity, 
Kane, DOH, and the United States shall collec-
tively be referred to as “the government.”)

The government alleged that, while 
Continuum commenced repayment of the 
overcharges in April 2011, the overpayments 
were not repaid in full until March 2013, thus 
demonstrating that Continuum fraudulently 
delayed repayment for two years after know-
ing the extent of the overpayments. Indeed, 
the government alleged that Kane’s email and 
spreadsheet identified overpayments within 
the meaning of the 60-day rule, thus trigger-
ing the duty to report and return them within 
60 days. The government further alleged that, 
rather than fulfilling its obligation, Continuum 
never even advised the New York State audi-
tors of the existence and the content of Kane’s 
analysis. Thus, according to the government, 
the hospitals, Healthfirst, and Continuum (the 
defendants) violated the FCA by “intentionally 
or recklessly” failing to take the necessary steps 
to identify the claims erroneously filed and to 
repay the overpayments in a timely manner.

The court’s ruling
The defendants filed a motion to dismiss the 
complaint, contending that Kane’s email and 
spreadsheet only provided notice of potential 
overpayments, and that this alone is not suf-
ficient to trigger the commencement of the 
60-day clock. The defendants argued that 
“identified” means “classified with certainty,” 
while the government contended that “identi-
fied” means being put on notice that a claim 
may have been overpaid.
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Because the term “identified” had not been 
defined in the ACA, and because Kane was 
the first case to raise the issue of the meaning 
of “identified,” the court examined the “plain 
meaning” of the ACA, the legislative history 
of the ACA and the FCA, the policies underly-
ing the 60-day rule, and the manner in which 
CMS has interpreted “identified” for purposes 
of the 60-day rule. The court did not consider 
the agency’s interpretation to be worth much, 
if any, weight, but it did mention that CMS’s 
regulations interpreting the 60-day rule for pur-
poses of Medicare Parts C and D supported the 
government. While noting the existence of the 
more relevant proposed regulations interpret-
ing the 60-day rule for purposes of Medicare 
Parts A and B, the court simply concluded that 
they contemplated the adoption of “the same 
definition of ‘identified’ that was adopted for 
Medicare Parts C and D.”8 In so doing, the 
court failed to recognize that the definition 
of “identified” in the adopted regulations for 
Parts C and D is not the same as the proposed 
definition for Parts A and B. The court also 
failed to recognize that the reimbursement 
mechanisms for Part C organizations and 
Part D sponsors are not the same as those for 
Part A and B providers.9 Thus, contrary to the 
proposed regulations, the court concluded:

To define “identified” such that the 60-day 
clock begins ticking when a provider is put 
on notice of a potential overpayment, rather 
than the moment when an overpayment 
is conclusively ascertained, is compatible 
with the legislative history of the FCA 
[as amended by FERA].10

The court acknowledged that this inter-
pretation can impose a demanding, or even 
unworkable, burden on providers. According to 
the court, even if a provider undertook an inter-
nal audit immediately upon receiving notice of a 
possible overpayment, advised the government 

on the 60th day that it had not yet identified and 
returned every overpayment, on the 61st day that 
provider would be in violation of the 60-day rule 
and the FCA because “[t]he ACA itself contains 
no language to temper or qualify this unforgiv-
ing rule; it nowhere requires the Government to 
grant more leeway or more time to a provider 
who fails timely to return an overpayment but 
acts with reasonable diligence in an attempt to 
do so.” To ameliorate this harsh result, the court 
would rely on “prosecutorial discretion” to 
preclude the initiation of an enforcement action 
“[w]hich would be inconsistent with the spirit 
of the law and would be unlikely to succeed.”11 
Of course, such prosecutorial discretion would 
not inhibit a qui tam relator, such as Kane, from 
initiating an action.

On the other hand, the court stated that if 
Kane’s email did not “identify” overpayments, 
the government would have no recourse if a 
provider did nothing to investigate information 
about possible overpayments, such as the infor-
mation provided by Kane. The court stated:

It would be an absurd result to construe 
this robust anti-fraud scheme as permitting 
willful ignorance to delay the formulation 
of an obligation to repay the government 
money that it is due…. Therefore, while 
the Government’s interpretation would 
impose a stringent — and, in certain cases, 
potentially unworkable — burden on pro-
viders, Defendants’ interpretation would 
produce absurd results.12

Implications of the Kane   Decision
In Kane, the court defined the identification of 
an overpayment, for purposes of commencing 
the 60-day clock, as the time a provider is 
put on notice of a potential overpayment. This 
should not be taken as the final, definitive word 
on the subject for several reasons.

First, the court was deciding a motion to dis-
miss, which is a procedural pretrial ruling — not 
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a decision on the merits of the case. As such, it 
is not the court’s final ruling on the issue, and is 
certainly not binding precedent in any court.

Second, to the extent the court’s ruling is 
governing law anywhere, it is limited to the 
Southern District of New York, the federal judicial 
district in which it was decided, which covers 
Manhattan, the Bronx, and six upstate counties 
in New York State (i.e., Westchester, Rockland, 
Orange, Putnam, Sullivan, and Dutchess).

Finally, and perhaps most importantly, 
CMS’s proposed regulations applicable to 
Medicare Parts A and B, state that a provider’s 
receipt of information concerning a potential 
overpayment creates a duty to undertake a 
reasonable inquiry, “with all deliberate speed,” 
to determine whether an overpayment has, in 
fact, been received. An overpayment has not 
been identified unless and until the reasonable 
inquiry has determined that an overpayment 
has been received. It is only then that the 
60-day clock starts to run. The final regulations 
applicable to Parts C and D are not inconsistent 
with this.13 In ruling that the language of the 
ACA does not permit the extension of the dead-
line for reporting and returning overpayments 
beyond 60 days after the receipt of information 
about a possible overpayment, the court unnec-
essarily rejected CMS’s interpretation.

Conclusion
To violate the FCA, a defendant must be found 
to have acted with actual knowledge, reckless 
disregard, or deliberate ignorance of a false 
claim. A provider that, in good faith, con-
ducts a prompt and thorough examination of 
a possible overpayment, but does complete it 
within 60 days, simply cannot be acting with 
the requisite knowledge, reckless disregard, 
or deliberate ignorance for FCA liability. The 
proposed regulations provide the only guid-
ance from the government on the meaning of 
“identified” for purposes of determining when 
the 60-day clock starts to run.

The definition of “identified” in the Kane 
decision is an unworkable one because, in 
many cases, it is virtually impossible report 
and return overpayments within 60 days of 
receiving information that there may be over-
payments. Because it is just this sort of situation 
that the proposed regulations were intended 
to address, the court did not have to interpret 
the meaning of “identified” in a manner that 
can leave many well-meaning providers sub-
ject to FCA liability. It certainly did not have 
to issue such a harsh ruling in order to decide 
the case because, if the allegations made by the 
government in the Kane case are proven, the 
defendants would be liable under the standard 
set forth in the proposed regulations.

The inevitable question remains: How can 
a provider protect itself given the absence of a 
clear definition of “identified.” Although this 
should not, under any circumstance, be con-
sidered legal advice, I have advised clients who 
have been notified of possible overcharges to 
immediately undertake an investigation as con-
templated by the proposed regulations. This 
investigation can involve legal counsel and/or 
accountants. A memo to file should then be 
prepared specifying the date on which the infor-
mation was initially received, the nature of the 
information, the steps undertaken to initiate an 
investigation, and the date on which the steps 
were taken. The memo should also include a 
notation that these actions have been taken in 
reliance on the guidance provided in the pro-
posed regulations. The progress made, and 
the status of the investigation, should be docu-
mented in a monthly updated memo to file. 
 
 
 
1.  2015 WL 4619686
2.  31 U.S.C. §729 (a).
3.  31 U.S.C. §3730 (b), (d).
4.  31 U.S.C. §3729 (g).
5.  42 U.S.C. §1320a-7k (d)(3).
6.  77 Fed. Reg. 9179,9182 (Feb. 16, 2012).
7.  80 Fed. Reg. 8247 (Feb. 17, 2015).
8.  2015 WL 4619686 at *15-16.
9.  79 Fed. Reg. 29844, 29920-29924 (May 23, 2014).
10.  2015 WL 4619686. at *11.
11.  Id. at *13 (emphasis added).
12.  Id. at 13-14.
13.  See 42 C.F.R. §422.326
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Perritt

W hat do you think of when you 
hear the word “brand”? For most 
people, they think of an image 

similar to the golden arches of McDonalds or 
the Nike swoosh. Branding is the use of a logo, 
an image, or a feeling that is conveyed when 

the image is seen or the name is heard. 
Branding and maintaining a positive 
image are associated with that.

Although most people don’t 
automatically associate compliance 
with a positive image, they should. 
Most people may associate compli-
ance with something bad, because 
it could involve a negative situation. 

At WellCare Health Plans, we have discovered 
that the right branding can change the image 
of a Compliance department.

A compliance program is actually some-
thing good, because it provides critical support 
to a company’s reputation. Instead of looking 
at a Compliance department as a type of police 
effort, it’s better for organizations to focus on 
the value it provides to ensure compliance 
with requirements. Developing a strong posi-
tive brand for your Compliance department 
reinforces a strong culture of compliance and 

facilitates a strong collaborative relationship 
between your Compliance department and 
other departments within your organization.

Where do you start?
Developing a brand isn’t easy. It takes time 
and thought. Some key questions to ask as you 
develop the components of your own compli-
ance brand include:

 · Who is your customer?
 · What are your department’s competencies?
 · What value do you bring to your organization?
 · What characteristics distinguish your 

department, and how does it do business?
 · What message do you want to convey?

You can begin to build your brand concept 
once you’ve answered those questions. This too 
is not an easy task and takes time. Ultimately, 
you want your brand to convey some or all of the 
answers to those questions in just a few words.

HCCA’s Corporate Compliance & Ethics 
(CC&E) Week is another great place to start. 
During CC&E Week, you have an opportunity 
to educate and celebrate compliance in your 
organization. HCCA has a number of marketing 
tools available to assist Compliance departments 
of any size. And if you have already established 
your brand, you can capitalize on CC&E Week 
to promote and reinforce it.

by Maggie Perritt, BS, RPh, MBA, CHC

“Who am I?”— Branding your  
 compliance program

 » A compliance program provides critical support to a company’s reputation.

 » Having a strong compliance program shows that you take “doing the right thing” seriously.

 » Developing a strong positive brand reinforces a strong culture of compliance.

 » Developing a brand doesn’t happen overnight. It takes time and thought.

 » Once established, your brand is your reputation. Take care of it.

Maggie Perritt (Maggie.Perritt@wellcare.com) is Senior Director Policies and 

Training, Corporate Compliance with WellCare Health Plans, Inc. in Tampa, FL 
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Our path to branding
Four years ago, we set out to establish our 
Compliance department brand at WellCare 
Health Plans. We started by positioning the 
department as a resource whose function was 
to help associates and encourage them to take 
an active role in the compliance of our com-
pany. It became clear that our associates were 
the key, so we developed the tagline “Key to 
Compliance,” and our brand was born.

Initially, we hosted an event and 
encouraged associates to socialize with the 
compliance team. As part of our celebration, 
we developed a keychain with a plastic key 
to promote our compliance hotline phone 
number. We distributed keychains among 
associates to remind them that they are 
the “key to compliance.” Also, our internal 
creative team created a cartoon character 
incorporating a key. We call the character  
KC (as in the Key to Compliance). We used  
KC on collateral and posters promoting  
the event.

Over the years, we’ve continued to build 
our brand. Each year as we launch CC&E 
Week activities, we create events using our 
brand and the compliance message we want 
to convey. We tie every event component, 
statement, piece of literature, or activity to our 
concept and brand.

In the program’s second year, we intro-
duced a baseball-themed event that featured 
KC as a baseball player. In our marketing 
materials, we focused on the compliance team 
and what we do for the organization. At the 
same time, we encouraged associates to step 
up to the plate. We introduced additional sig-
nage around HIPAA, compliance and ethics 
topics, as well as other tools that continued to 
reinforce our branding.

During the third year, we introduced a 
superhero-themed celebration and encouraged 
each associate to be a superhero and identify 
potential fraud, waste, or abuse. Our very own 

KC morphed into Kaptain Compliance as part 
of the branding effort.

In 2015, our fourth year, we took a different 
approach and developed the MOCHA — The 
Museum of Compliance, HIPAA, and Audit. 
We developed our own art gallery using our 
beloved KC and showed how compliance 
has evolved through the ages. In an effort to 
reinforce the message that associates need to 
be engaged in compliance, we encouraged 
associates to show us what compliance means 
to them. The collateral we developed was 
tremendous, but nothing is more powerful 
than having an associate demonstrate what 
compliance means to them through art.

In addition to CC&E Week activities, 
we have distributed quarterly compliance 
newsletters, computer messages, telephone 
enhancements, and training activities to 
continue to build on our brand and reinforce 
our message.

Parting thoughts
Having a strong compliance program shows 
others that you take “doing the right thing” 
seriously. Branding your compliance program 
clearly indicates the impact your compliance 
team has on an organization. The branding 
process is best when it is controlled and delib-
erate. Think of the brand examples mentioned 
at the start of this article. They didn’t happen 
overnight. It has taken most companies years, 
sometimes decades, to fully develop their brand.

Lastly, it’s important to remember that 
once you establish your brand, it is associated 
with your reputation. Be as cautious with your 
brand as you are with your reputation. As 
hard as you worked to build it, it only takes 
one bad interaction to destroy it. Maintain 
your brand image and what you stand for. Be 
cautious in how you use your brand. Consider 
what might occur if it’s misused. And care-
fully plan and weigh the best time and place 
to use your brand. 
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Foster

We all know the Affordable Care Act 
(ACA) in itself leaves several unan-
swered questions to the future 

of self-pay collections. In short, the ACA is a 
game changer. Many hospitals are asking how 
they can prepare for dealing with a new class 

of insured patients and plans, while 
keeping a customer service mind set 
and a strong Compliance presence.

With the rollout of the ACA, 
millions of previously uninsured 
people are now insured through 
public exchanges. It can be said that 
people with insurance are more 
likely to pay than those who are 

not insured. That in itself brings up two 
interesting points. First, what is the scale 
we are talking about? Second, what is the 
Compliance and customer service impact to 
those new patients who are now insured?

In terms of sheer volume, more than 910,000 
people enrolled during the ACA 2014 open 
enrollment period (Oct. 1, 2013 – April 15, 2014). 

Of those, nearly 50% were uninsured. Those 
newly insured are taking full advantage of 
this newly acquired coverage as well. A large 
national healthcare system with 160+ hospitals 
experienced a 20% increase in ER visits and 
a 23% increase on the inpatient side between 
January 2013 and January 2015.1

However, this new insurance coverage 
from the ACA comes at a greater price. The 
same healthcare system between 2013 and 
2015 experienced a 57% increase in ER visit 
balances as well as a 37% increase in inpatient 
balances after insurance had processed.

Hospitals are faced with dealing with 
patients who now owe a debt that they are 
not used to seeing. It’s not as simple as using 
a local business office to place calls to the 
patient and ask for payment. State laws, fed-
eral restrictions, and customer service issues 
make it almost impossible to keep up with this 
new market of patients. It’s also not just those 
restrictions that hamper collections. A large 
percentage of these new patients come from a 
generation that is more educated and knowl-
edgeable as well as tech savvy. They have 
higher expectations and lower tolerance for 
inefficiency and poor service.

by Robert Foster, CCCO

Staying compliant while 
navigating the new world  
of self-pay collections

 » Listen to the consumer’s needs.

 » Learn from the information obtained.

 » Lead them down a path that helps them.

 » Consult your Compliance department.

 » Talk with your peers.

Robert Foster (Robert.Foster@Parallon.com) is a Compliance Manager and 

Assistant Ethics & Compliance Officer with Parallon Revenue Cycle Point 

Solutions in Louisville, KY. 
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Taking these facts into consideration, 
you are now faced with the problem of how 
to collect from the consumer/patient while 
providing excellent customer service and 
staying compliant in a highly litigious envi-
ronment driven by oversight of the Telephone 
Consumer Protection Act (TCPA), Fair Debt 
Collection Practices Act (FDCPA), and the 
Consumer Financial Protection Bureau (CFPB).

The best way to stay in compliance can go 
hand in hand with giving the best customer 
service. You can focus your staff to turn any 
uncomfortable situation into a positive out-
come by using the following three Ls:

 · Listen to the consumers’ needs
 · Learn from the information obtained
 · Lead them down a path that helps them

It’s paramount to keep in mind that these 
patients are using a new service. The fact of 
the matter is that some believed all services 
are covered at a 100% rate. When contacting 
them for payment, difficult conversations will 
usually follow. However, it’s how you help 
guide the operations staff in dealing with 
those consumers that will lead to a reduction 
in complaints to state agencies. 
 
1.  Statistics are from a proprietary Parallon client survey.

False  
Claims  

Act  
Training   
Doesn’t   
Have to  
be Hard

 www.hcca-info.org/books  
or 888-580-8373

Train Your Employees 
With HCCA’s 
Top-Rated DVD

Compliance and Ethics:
An Introduction for Health 
Care Professionals

HCCA’s video provides 
everything you need to conduct 
compliance and ethics training:

 •  23-minute video with seven 
dramatizations (available in DVD 
or VHS)

 •  Trainer’s Guide with suggested program 
agendas and discussion outlines

 •  Reproducible participant materials

 •  DVD includes viewer’s menu for easy 
customization of training sessions
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  Non-member price      $395.00
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Part 6 of this series was published in the 
September 2015 issue of Compliance Today.

As the recently appointed compliance 
officer (CO), you have done your due 
diligence to establish a compliance 

infrastructure that reflects the recommen-
dations outlined in the Federal Sentencing 
Guidelines. Since your appointment, you 
have been establishing rapport throughout 
the organization, obtaining support from the 
board of directors and senior management, 
and receiving accolades for the compliance 
activities implemented thus far. Failure to 
demonstrate the implementation and a work-
ing process for this final element (Response 
and prevention) has tremendous potential to 
discredit the compliance program and worse, 
damage the organization’s public image and 
weaken its financial stability.

Overview of Response and prevention
As the CO, you are expected to be 
independent, conservative, and fair 
in your dealings. At first glance, 
you might think “fair” means that 
everyone and everything is treated 
exactly the same way. However, 
your response to alleged violations 
depends on the situation. For exam-
ple, overpayments would be handled 
differently than employee theft and 
differently than harassment.

In The Characteristics of a Great 
Compliance Officer, Nicole H. Waid 
describes a good compliance officer 
as one who is fair and who assesses 
all the facts and circumstances before 
reaching a conclusion. “The success of 
a corporation’s compliance program is 
dependent on the success and skill set 
of the compliance officer.”1

To conduct a thorough investi-
gation, a CO may decide to involve 
directors from other departments, such  
as Health Information Management, 
Information Technology Security, 

by Cindy Hart, LPN, CPA, CPC, CHC; Walter E. Johnson, MSA, CHC, CCEP-I, CHPC;  
and Adam K. Weinstein, MBA, MPA, FACHE

compliance 101

The seven essential elements, 
Part 7: Response & prevention

 » Failure to demonstrate effective response and prevention might discredit the compliance program.

 » The success of a compliance program depends on the skills of the compliance officer.

 » Act immediately to avoid a potential qui tam  lawsuit.

 » The compliance officer should maintain detailed notes of the investigation.

 » The 4th Amendment of the U.S. Constitution guarantees people the right to be secure in their persons, papers, and effects  
against unreasonable searches and seizures.

Cindy Hart (cindy.hart@ctca-hope.com) is Director Physician Compliance with 

Cancer Treatment Centers of America in Boca Raton, FL. Walter E. Johnson 

(walter@wejohnson.org) is a Compliance Consultant residing in North 

Potomac, MD. Adam K. Weinstein (aweinstein@nyp.org) is Vice President  

for Regulatory Affairs at NewYork-Presbyterian/Queens in Flushing, NY. 

Hart

Weinstein

Johnson
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Audit, Risk Management, or Human Resources. 
The CO may subsequently involve Legal if the 
circumstances found during the investigation 
warrant a legal opinion.

Fortunately, the CO can rely on guidance 
documents to help steer actions and decisions. 
The Office of the Inspector General (OIG) 
developed a series of voluntary compliance 
program guidance 
documents directed 
at various segments 
of the healthcare 
industry (e.g., hospi-
tals, nursing homes, 
durable medical 
equipment suppliers, 
third-party billers) 
to encourage devel-
opment and use of 
internal controls to 
monitor adherence 
to applicable statutes, 
regulations, and pro-
gram requirments.2 Your first step might be to 
involve legal counsel, especially in the event of 
overpayments or employee theft.

Act immediately to avoid a potential 
qui tam lawsuit. Ignoring or delaying your 
response can alienate staff, especially the 
individual who reported the claim. If you 
deem it necessary, notify legal counsel and 
develop an investigation plan. Depending 
on the situation, you might decide to engage 
external counsel. With the advice of counsel, 
you should decide whether to conduct the 
investigation under attorney-client privilege. 
In any event, a thorough, objective investiga-
tion should be conducted. (See our article on 
Element 5, Reporting & investigation, in the 
July 2015 issue of Compliance Today ). The OIG 
requires prompt reporting to government 
authorities within a reasonable period. The 
reasonable period is defined as not more than 
60 days after credible evidence is found; to 

avoid stricter fines, you should report within 
30 days of the discovery of credible evidence.3

Detailed documentation is critical. The CO 
should maintain detailed notes of the investi-
gation, including the nature of the allegation, 
who was interviewed, interviewee responses, 
when and where the investigation took place, 
location of any supporting documents or other 

evidence, the actions 
taken, and any other 
outcomes of the 
investigation.

Sometimes the 
government notifies 
the organization of 
an alleged violation, 
such as a qui tam 
allegation. In this 
situation, the gov-
ernment conducts 
the investigation. 
The role of the CO 
during a government 

investigation is to protect the organization 
while cooperating with and monitoring the 
actions of the government investigators. In 
Compliance 101, Troklus and Warner suggest the 
following when dealing with a government 
investigation:

 · Policies and procedures should explain 
how to handle contact from the 
government.

 · Policies and procedures should spell out 
who is responsible in the event of a search 
warrant or subpoena (usually the CO).

 · Notify legal counsel immediately.
 · All nonessential staff should be sent 

home or relocated during the search.
 · Only identified documents can be 

searched. The CO must be present and 
keep a detailed account of all activities 
and an itemized inventory of documents 
inspected and documents removed from 
the premises.4

The role of the CO  
during a government 

investigation is to protect 
the organization while 
cooperating with and 
monitoring the actions  

of the government 
investigators.
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The 4th Amendment of the U.S. Constitution 
guarantees people the right to be secure in their 
persons, papers, and effects against unreason-
able searches and seizures. A search requires 
probable cause, which exists when a reason-
able person has an honest belief that the objects 
sought are linked to the commission of a crime, 
and that those objects will be found in the 
place to be searched and the items to be seized. 
The investigating officer has no discretion; the 
investigating officer must follow the description 
on the face of the search warrant.5

Impact on program elements
A summary of the other six elements follows, 
with examples showing how an effective com-
pliance program would impact each scenario.

Standards of conduct
Response and prevention contributes to the 
determination of whether an organization’s 
Standards of Conduct (SOC, also called a code 
of conduct) are words on paper or words in 
action. Remember, a key aspect of the SOC is 
that they apply to everyone within the orga-
nization. Using the working assumption that 
everyone has developed an understanding 
of what is expected under the SOC (through 
the application of an 
effective training and 
education program), 
people know essen-
tially what is allowed 
and what is not 
allowed in terms of 
behavior. In addition, 
these same people 
also understand what 
to expect if they or 
others demonstrate 
non-compliant behavior. This is where the 
response and prevention element provides a 
tangible illustration as to how committed an 
organization is in its implementation of its 

compliance program. If people witness non-
compliance followed by a non-response by the 
organization, what is the basis for anyone to 
make the connection that the organization is 
serious about maintaining an effective compli-
ance program? The answer is simple. There 
is no basis. In fact, it would not be unreason-
able to make the assumption that the lack of 
response to detected non-compliance actually 
promotes the idea that the compliance program 
is ineffective or that the behavior is condoned.

Example of non-compliance: 

An employee reports seeing pictures on 
social media of a hospital vendor and other 
hospital employees at a dinner party. An 
investigation ensues. After interviewing all 
parties, it is determined that the vendor paid 
for the dinner party for the participating 
employees, and that no other gifts or money 
were received by the employees. To resolve 
these issues, the employees are re-educated 
and provided with a reminder of the gifts 
and entertainment policy and its meaning.

Additionally, members of the organiza-
tion begin to realize that the organization’s 
actions in cases like this speak volumes to 

its commitment in 
upholding the values 
and expectations 
codified in the SOC. 
People are going to 
formulate and own 
their perspectives 
about the organiza-
tion’s SOC based 
on what they see or 
experience, whether 
directly or indirectly. 

Certainly the SOC clearly describe what is also 
considered compliant behavior. However, most 
people would likely agree that organizations 
are probably more known by their employees 

People are going to  
formulate and own their 
perspectives about the 

organization’s SOC based  
on what they see or 

experience…
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for how they respond to transgressions versus 
how expected behavior is acknowledged and 
recognized. This may be one area that is ripe 
for development. If the CO can build and pro-
mote activities that bring positive attention 
to those who support the SOC through their 
actions, it will help drive the point that the 
organization is totally committed to its SOC, 
rather than the impression that the organiza-
tion and, just as importantly, the CO are just 
focused on non-compliance.

Compliance Officer and 
Compliance Committee
Hiring the right person as the compliance offi-
cer epitomizes response and prevention. An 
experienced CO performs risk assessments, 
conducts audits, monitors adherence to policies, 
and provides education to the organization. A 
skilled CO is visible and makes himself/herself 
available to all within the organization. The 
CO responds in a timely manner to all reports 
of non-compliance and establishes procedures 
to prevent non-
compliance. The CO 
does not just report 
to the Compliance 
Committee. The 
CO develops a rap-
port based on trust 
and action. The CO 
and the Compliance 
Committee work 
together to reduce risk 
to the organization.

Responding 
promptly and fairly 
to reports of non-compliance is essential to 
the success of the organization. Fair responses 
result in higher morale and engaged, moti-
vated employees. As the saying goes, an ounce 
of prevention is worth a pound of cure. That is 
certainly true when it comes to the CO’s role 
of preventing risk to the organization.

Example of Compliance teamwork: 
An organization allows employees to par-
take in social media activities during their 
breaks. The organization’s IT department 
has established controls that disable access to 
identified social media sites after 30 minutes 
of daily accumulative use. The CO receives 
notification that employees are using their 
30 minutes to share work-related activities. 
After conducting an investigation, the CO 
determines next steps to update the social 
media policy and conduct training. The 
CO shares the issue with the Compliance 
Committee. As representatives of the opera-
tional areas, they provide feedback to the 
proposed social media policy revisions. 
Additionally, they share the best time and 
location to conduct training with minimal 
interruption to the continuity of care.

The Compliance Committee may also 
provide an effective forum for its members 
to regularly review and assess the organiza-

tion’s efforts related 
to its prevention and 
response-related 
activities. This is more 
than just formulat-
ing or displaying a 
chart or graph that 
shows how many 
reports were received, 
which of these reports 
translated into inves-
tigations, the status 
and number of inves-
tigations that are 

open or closed, and their respective outcomes. 
The Compliance Committee is uniquely quali-
fied by virtue of its membership to engage in 
meaningful discussions on whether the pre-
vention and response-related activities taken 
by the compliance program are positively 
received by its employees. Do employees think 

Responding promptly  
and fairly to reports of non-

compliance is essential to the 
success of the organization. 

Fair responses result in 
higher morale and engaged, 

motivated employees.
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the organization responds too harshly? Does 
the organization respond in a timely manner? 
Do employees feel that sanctions are applied 
consistently with well-publicized policies and 
procedures? These are a few of many important 
questions that the Compliance Committee can 
consider as an ongoing, practical assessment of 
whether the prevention and response-related 
activities are contributing to the effectiveness 
of a compliance program.

Education and training
Education and training is often attributed to 
efforts to get new members of the workforce on 
board through new employee orientation or in 
response to the need to re-educate or re-train 
workforce members when issues are detected 
and mitigating action is needed. However, 
response and detection can play a vital role in 
promoting the edu-
cation and training 
element during other 
critically important 
times as well.

An organiza-
tion might identify 
through its policy 
and procedure man-
agement process that 
certain updated poli-
cies are not accessed 
by staff. This may 
indicate that the 
employee base is not 
aware of important 
process changes 
or industry updates relative to that policy. 
The organization may see an increase in the 
number of incidents that border between 
non-compliance and compliance. This could 
indicate a potential risk of non-compliance. 
By reintroducing related education and train-
ing, the CO could reduce that risk. Education 
and training also help people realize what 

adjustments they need to make to keep their 
actions in alignment with expectations.

Example of non-compliance:  
A hospital employee does not observe the 
HIPAA minimum necessary requirements 
when leaving a telephone message with 
the daughter of a patient, detailing both her 
medical condition and treatment plan. The 
ensuing investigation also indicates that con-
fidential communication requirements were 
not followed. The employee left the message 
at the patient’s home telephone number, 
despite the patient’s instructions to contact 
her through her work number.

To resolve the issues in this case, the 
hospital develops and implements several 
new procedures. One addresses the issue of 

minimum neces-
sary information 
in telephone mes-
sages. Employees 
are re-educated to 
provide only the 
minimum neces-
sary information in 
messages, and are 
given specific direc-
tion as to the content 
of that information. 
Employees are also 
trained to review reg-
istration information 
for patient contact 
directives regarding 

leaving messages. The new procedures are 
incorporated into the standard staff privacy 
training, both as part of a refresher series and 
mandatory yearly compliance training. To 
prevent recurrence of this issue, the organiza-
tion schedules periodic audits and monitors 
staff responsible for followup with patients 
via telephone.

By reintroducing related 
education and training, the 
CO could reduce that risk.  

Education and training  
also help people realize  
what adjustments they  
need to make to keep  

their actions in alignment 
with expectations.
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Auditing and monitoring
The OIG states: “The best evidence that a 
provider’s compliance program is operating 
effectively occurs when the provider, through 
its compliance program, identifies problematic 
conduct, takes appropriate steps to remedy the 
conduct and prevent it from recurring, and 
makes a full and timely disclosure of the mis-
conduct to appropriate authorities.” To identify 
the problem areas, utilization of internal and 
external audits is the key. A good compliance 
plan that utilizes both internal and external 
auditors shows the facility’s desire to operate 
within the guidelines.6 The OIG strongly rec-
ommends that hospitals conduct an external 
compliance effectiveness review of its compli-
ance program at least every three years.7 If the 
organization does not have a strong history or 
track record of auditing and monitoring, it can 
develop one moving forward. Organizations 
in such a position may benefit by starting on 
a very small and selective scale in defining 
and conducting auditing and monitoring-
related activities. As internal experience and 
expertise develops, the organization can 
advance to identifying more activity within 
those identified risk areas that lead to auditing 
and monitoring.

Example of auditing and monitoring: 
As part of the audit plan for 2015, the CO 
audits medical plans for appropriate depen-
dency claims. The audit reveals that several 
employees have included former spouses, 
close friends, deceased family members, 
and adult children over the age of 26. The 
inappropriate dependents have cost the orga-
nization over a million dollars in premiums. 
The insurer has paid several million dollars 
in claims for the inappropriate dependents.

All employees were required to confirm 
dependents, and all records were updated. The 
insurer was notified and a restitution plan was 

created. Continued monitoring now occurs 
annually during the enrollment period.

Reporting and investigating
Reporting can take several forms. First is 
organizational level reporting where each 
individual is responsible for reporting miscon-
duct or wrongdoing within the organization. 
Most organizations are best situated when 
multiple methods of reporting are offered, 
such as a confidential hotline, suggestion or 
message box, and of course, the open door 
policy of the CO. The next level of report-
ing occurs when an organization voluntarily 
reports misconduct or wrongdoing to an 
authority or government agency. Voluntary 
reporting is a mitigating factor in the event of 
a government investigation.

Example of reporting and investigating: 

An employee reports via the hotline that 
another employee is soliciting his own per-
sonal business during working hours. He is 
involved in a multi-level marketing company 
and is pressuring others to join. He is also 
selling his products during work hours. 
Company policy clearly prohibits selling 
products and soliciting personal business. 
The CO starts the investigation by interview-
ing employees within the same department 
where the subject works. After ascertain-
ing that the activity is occurring, the CO 
involves the department manager and 
Human Resources. The subject is reeducated 
regarding the policy.

Investigation is imperative for all claims of 
misconduct. An organization is best served by 
developing and utilizing a standard investiga-
tion process (e.g., a questionnaire template to 
be used during interviews, a check box form 
for documentation reviews, and a policy that 
dictates when an external party should be 
involved in the investigation).
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Enforcement and discipline
Enforcement and discipline are at the core 
of establishing the validity of a compliance 
program. A clear message is communicated 
to members of the workforce with endorse-
ment by the organization’s uppermost levels 
of management. Demonstrating support for 
the compliance program via genuine efforts 
to enforce adherence and mete out consistent 
discipline assures that the compliance pro-
gram will meet its objectives. Support from 
leadership encourages employees to abide 
by the objectives of the compliance program. 
(See our article on Element 6, Enforcement & 
discipline, in the September 2015 issue of 
Compliance Today).

Example of enforcement and discipline: 
The CO receives an anonymous tip through 
the compliance hotline that an employee 
is not complying with their assigned work 
schedule. According to the anonymous 
statement, the alleged employee is arriving 
late, taking extended lunch periods, and 
leaving early. After conducting an investiga-
tion, evidence supports the allegations. The 
CO meets with the employee’s supervisor 
and Human Resources. It is determined that 
the employee will be placed on suspension, 
which includes three days leave without 
pay. A few months later, the CO receives 
notification of a similar violation involving 
a different employee.

Investigating the new violation requires 
consistency, regardless of the rank or position 
that the employee holds. Although the details 
vary by violation, the CO adheres to the same 
investigation process to determine whether 
or not a violation exists and recommends 
disciplinary action based on the severity of 
the violation.

Conclusion
As CO, you are an invaluable component 
of the organization. As the delegated indi-
vidual responsible for day-to-day operations 
of the compliance program, you determine 
the magnitude of the program.8 Your ability 
to implement the compliance program ele-
ments and demonstrate the organization is 
doing its due diligence is essential. Failure to 
demonstrate these actions may discredit the 
compliance program.

The success of the organization relies 
on the collaborative efforts of all employees. 
Compliance is not the sole responsibility of the 
CO. By incorporating colleagues early, compli-
ance initiatives will be easier to implement. 
Show gratitude, publicly acknowledge contri-
butions, and authentically support incentives 
for colleagues who promote the program. By 
participating in operational initiatives and 
intentionally adding value, responding to and 
preventing potential compliance deficiencies 
may be less taxing on organizational resources 
and long-term initiatives. Commitment from 
all levels may lead to a program that exceeds 
regulatory requirements and meets public 
expectations. 

The authors express their gratitude to Frank Ruelas, 
Facility Compliance Professional with Dignity Health 
in Phoenix, for his contributions to this article.
 
 
 
1.  Nicole H. Waid: “The Characteristics of a Great Compliance Officer” 

Pharmaceutical Compliance Monitor, March 12, 2014. Available at 
http://bit.ly/1TZCQ7E

2.  Department of Health and Human Services, Office of 
Inspector General: Compliance Guidance Index. Available at 
http://1.usa.gov/18VuF7d

3.  DHHS, OIG: Compliance Program Guidance for Hospitals. Federal 
Register/Vol. 63, No. 35/Monday, February 23, 1998. Available at 
http://1.usa.gov/1m8YBqk

4.  Debbie Troklus and Greg Warner: Compliance 101, Third Edition, 
Appendix C, pp. 101-103.

5.  Ibid. Ref #4.
6.  Marcia Vaqar: “The Importance of Internal Audits” RMC/HIM Reporter; 

Vol. 2, Issue 1, 1st Quarter 2011. Available at http://bit.ly/1RCKTbb
7.  Carla Wallace, Karen Voiles, Julie Dean: “Health Care Compliance 

Program Tips” Quorum Health Resources, Article No. 68, March 3, 2011. 
Available at http://bit.ly/1umYeXB

8.  United States Sentencing Commission: Guidelines Manual. 
November 1, 2014. Available at http://bit.ly/1YWZmRk



888-580-8373  www.hcca-info.org 75

C
om

p
li

an
ce

 T
od

ay
 

 J
an

ua
ry

 2
01

6
Sztajnbok

Brazil has a large territory. With an area 
of 8,515,767.049 km2 and estimated pop-
ulation of 204,818,249 inhabitants,1,2 it is 

the fifth largest country in the world, behind 
only Russia, Canada, China, and the U.S. in 
territory, and behind China, India, the U.S., 

and Indonesia in population.
The current Constitution of Brazil 

is dated 1988 and defines the country 
as a Federal Republic, ruled by the 
president, composed by inseparable 
union of the Federal District and its 
26 States, divided into 5,570 cities.

World Health Organization 
establishes 2.3 health professionals 

(physicians and nurses) per 1,000 inhabitants 
as a minimal acceptable number to meet pri-
mary health needs of a certain community.3

With an estimated number of acting physi-
cians of 409,235,4 Brazil has an approximate 
ratio of two physicians/1,000 inhabitants, 
irregularly distributed throughout its terri-
tory. The Federal District has an approximate 

ratio of 4.09 physicians/1,000 inhabitants, but 
the State of Maranhão has only 0.71 physi-
cians/1,000 inhabitants.5 The Federal State 
with the highest income and population is São 
Paulo, which has an estimated population of 
44,490,7472 and 123,205 acting physicians,4 for a 
ratio of 2.77 physicians/1,000 inhabitants.

Regulation of medical professional activity
Brazil has 257 medical schools, where approxi-
mately 23,441 students graduate every year. Of 
the higher degree courses, 56.81% are provided 
by private universities, and 43.19% are offered 
by public universities.6

Medical course duration is six years, and 
after graduation, the student has to be enrolled 
in the Regional Council of Medicine of his/her 
State to be able to practice medicine profes-
sionally. Only after this enrollment will the 
physician be allowed to act as a medical profes-
sional, being limited to the State where he/she 
was enrolled. Besides being responsible for the 
enrollment of physicians acting in their respec-
tive States, the Regional Councils of Medicine 
(RCM), present in all the 26 States of Brazil, also 
have the functions of inspecting health insti-
tutions. RCMs are responsible for receiving, 

by Sergio Sztajnbok, MD, MsC, OAB-SP, CCEP-I

CREMESP Resolution No. 273/2015: 
First step to Brazilian Sunshine Act?

 » Brazil is a country of continental dimensions, with more than 400,000 practicing physicians concentrated in large urban centers.

 » So far, there are few rules that seek to regulate the relationship between Brazilian physicians and the pharmaceutical industry.

 » Recently, the Regional Council of Medicine of the State of São Paulo, released a standard that seeks to make more transparent  
the relationship between physicians and pharmaceutical industries.

 » Unfortunately, the rule only makes it obligatory for the doctor to disclose interactions with pharmaceutical companies, but not  
the monetary amount involved.

 » This standard is a breakthrough and the first step towards complete transparency in the close relationship between doctors  
and the pharmaceutical industry in Brazil.

Sergio Sztajnbok (sergio.sztajnbok@gmail.com) is a Medical Manager at 

Takeda Pharmaceuticals International – Brazil and a physician at Instituto de 

Infectologia Emílio Ribas in São Paulo, Brazil.    bit.ly/in-SergioSztajnbok 
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investigating, and judging accusations related 
to professional misconduct. Medical practice 
regulation is based upon the publication of 
opinions and resolutions with mandatory 
power on medical professionals. Above the 
Regional Councils is the Federal Council of 
Medicine (CFM), located in the national capital, 
Brasília. The CFM is responsible for inspection 
and normalization of medical practice, besides 
functioning as a type of court of appeals in the 
event of physicians convicted of unethical pro-
fessional practice by their respective RCM.

In addition to the organizations mentioned 
above, medical practice is ruled by laws set 
forth by legislative power (federal, state, or 
municipal), as well as by Executive power 
(Department of Health and internal organi-
zations, State Departments of Health, and 
Municipal Departments of Health).

Transparency between physicians  
and the pharmaceutical industry
There is a strong relationship between physi-
cians and the pharmaceutical industry. The 
relationship is vast and goes from the pre-
launch of a product (i.e., clinical research) to 
actual promotional activities, in additional to 
educational support, institutional sponsorship, 
hiring of opinion leaders for the disclosure of 
clinical results, advisory activities, etc. From 
the perspective of Compliance, these are high-
risk relationships, because other factors, such 
as the inadequate and improper treatment of 
patients, may become primary for the exis-
tence of these relationships.

Aiming at protecting patients’ interests, 
some laws have been created to make those 
relationships more transparent. That is the 
case with the Physician Payments Sunshine 
Act in the United States. Since 2013, drug and 
device manufacturers and group purchasing 
organizations (GPOs) on a yearly basis must 
report payments or gifts of $10 or more made 
to physicians, hospitals, and other providers.7,8

On the other hand, Brazil still does not 
have any rule obligating physicians to disclose 
their income (whether direct or indirect) from 
the pharmaceutical industry. Similarly, the 
country also does not have any rule obliging 
the pharmaceutical industry to disclose their 
expenses with physicians.

CREMESP Resolution No. 273/2015
In April 2015, Resolution 273/2015 from the 
Regional Council of Medicine of the State of 
São Paulo (CREMESP) became effective. This 
Resolution in Article 2 obliges physicians 
acting as opinion leaders in the State of São 
Paulo, when hired as advisors or speakers, to 
inform in writing the RCM of the State of São 
Paulo for how long they will act in this capac-
ity, as well as the name(s) of the company(ies) 
they will be working for.9 Article 2 states:

Whenever s/he is invited to give a lecture, 
the physician shall explain who is spon-
soring such activity, expressly declaring 
conflicts of interest, if any, especially when 
dealing with therapeutic or diagnostic effi-
cacy of the product or drug.

Unlike the Sunshine Act, the Resolution 
creates an obligation for physicians, but not 
for the companies and, especially, it does not 
create the obligation of disclosure of monetary 
amounts involved in the service agreements.

Discussion
Resolutions from Regional Councils of 
Medicine are normative for physicians (whether 
individuals or legal entities) only, and even so, 
exclusively for those enrolled with the Council 
creating the rule. Therefore, such resolutions 
have no normative power on the pharma-
ceutical industries, even on those acting in 
the respective State. As mentioned before, 
CREMESP Resolution No. 273/2015 obligates 
the physicians of the State of São Paulo to 
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inform in writing their roles as advisors and/or 
speakers when hired by pharmaceutical com-
panies. We emphasize that such resolution 
does not obligate them to disclose their fees. 
The creation of the resolution shows clearly 
an increasing concern of CREMESP regarding 
making the physician-pharmaceutical industry 
relationship more transparent, in line with the 
civil society mobilization.

For the relationship between physicians 
and the pharmaceutical industry in Brazil to 
reach the level of transparency achieved with 
the Sunshine Act, some steps need to be taken:

 · Rule from the Brazilian Association of 
Research Companies (Interfarma) —  
a fragile option, since association with 
Interfarma is optional;

 · Resolution from the Federal Council of 
Medicine obliging all physicians to fully 
disclose their interaction with the phar-
maceutical industry, including a clear 
provision of fees involved — however, this 
option is also fragile, because it could easily 
give rise to constitutional issues;

 · Resolution from the Brazilian Agency for 
Health Surveillance (ANVISA — the Federal 
regulating organization); and finally,

 · Rule from the legislature with clear and evi-
dent mandatory power. The enactment of 

laws such as the Sunshine Act maybe is the 
best way, since this type of law is the most 
powerful and has the most coercive force to 
make financial disclosure mandatory.

Conclusion
We have a long way ahead until the enactment 
of laws that require mandatory disclosure of 
amounts paid by the pharmaceutical industry 
to physicians for services provided. Several 
conflicts of interests still embarrass and pre-
vent such discussions, but, on the other hand, 
it is undeniable that civil society is willing and 
mobilized to make all relationships, whether 
in the private or public sphere, more and more 
transparent. Maybe CREMESP Resolution 
No. 273/2015 is our first step in this long and 
important way. 
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Why did you decide to get certified?
At the time I obtained my certification 

the industry was still fairly new, and the 

credential gave me the confidence to 

demonstrate my compliance knowledge 

and competency.
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that your peers get certified?

Absolutely. The certification has enhanced 

my ability to promote and assure compliant 

activities within my organization.
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ALABAMA

 · Roy McDonald, The University of Alabama at Birmingham
 · Mary Gail Williams, HealthSouth Corp

ARIZONA
 · Laura North, Preferred Homecare
 · Jeffrey Sutch, The University of Arizona Health Plans
 · Ann Turner, The University of Arizona Health Plans
 · Cindy VanEimeren, Phoenix Children’s Hospital

ARKANSAS
 · Kelly Savoy, Baptist Health System

CALIFORNIA
 · Beverly Alger, University of California Irvine
 · Femi Bamidele, On Lok Senior Health Services
 · Rochelle Beverage, Hill Physicians Medical Group
 · Adrianne Billiter, Orange County Health Care Agency
 · Kimberly Black, Rideout
 · Brian Buchanan, Pacific Alliance Medical Center
 · Joyce Chang, Cedars-Sinai Medical Center
 · Cecilia Chowdhury, City of Hope
 · Ursula Curry, Kaiser Permanente
 · Laurel Edgeworth
 · Trudi Engelhardt, Victor Community Support Services
 · Dolores Fowler, Community Medical Center
 · Marcus Glascock, Adventist Health
 · Patrick Haines, University of California
 · Catherine Jones, Arch Health Partners
 · Seema Mohamedy, UC San Diego Health Sciences - Compliance Program
 · Erin Owen, Bradley Curley Asiano
 · Neena Paltanwala, Los Angeles County, Dept of Mental Health
 · Marcela Ramirez, Epic Management
 · Rebekah Rushton, Northridge Hospital Medical Center
 · Gilbert Sanchez
 · Jack Sims
 · Gerald Soderstrom, Sutter Health
 · Bill Vourthis, Kaiser Permanente
 · Terry Vredenburgh, Dermatologist Medical Group of North County, Inc
 · Charlotte Walker, Kaiser Permanente
 · June Watson-Sherman, United Indian Health Services, Inc
 · Linda Williams, Community Health Center Network
 · Chris Youmans, Genomic Health
 · Nancy Zeller, Wound Care Advantage

COLORADO
 · Catherine Anderson, Vail Valley Medical Center
 · Patricia Gibson, Banner Health
 · LaVon Givens, UCHealth
 · Len Graybeal, Centura Health
 · Rhonda Hudson, UCHealth
 · Scot Mitchell, Western Healthcare Alliance

DELAWARE
 · Ann Marie Turulski, Nemours

FLORIDA
 · Raminta Brooks, Wellcare
 · Gary Carman, GrayRobinson, PA
 · Cherie Deering, Biomed Medical Compliance
 · Carol DiNallo, Boca Raton Regional Hospital
 · Rebecca Greenfield, GrayRobinson, PA
 · Lyndsi Merrifield
 · Meredith Mull, Life Care Services LLC
 · Janir Rivera, Accomplish Therapy
 · Shelly Shiflet, Halifax Health
 · Kim Waag, PARC, Inc

GEORGIA
 · Jennifer Dalton
 · Wenona Favors, Emory University
 · Nathan Lenyszyn, SAI Global Compliance
 · Miriam Nelson, Premier Kids Care, Inc
 · Teaera Raines, DeKalb Comm Service Board
 · Deborah Stout, Emory University

HAWAII
 · Allison Lopes, Hawaii Pacific Health
 · Sonya Martini, St. Francis Healthcare Systems of Hawaii

ILLINOIS
 · Katherine Georger, PwC
 · Judith Martin, University of Illinois College of Medicine at Peoria
 · Alice Oshinski, Legacy Healthcare
 · Joyce Uhlmansiek, BJC HealthCare

INDIANA
 · Mark Clausman, Sterlyn Group
 · Eric Essley, MDwise, Inc
 · Krista Hollins, Cummins Behavioral Health
 · Jerry Parsons, The Damien Center

IOWA
 · Stephany Balow, Primary Health Care, Inc
 · Jennifer Tinnermeier, Iowa Clinic

KENTUCKY
 · Lizabeth Arena, Catholic Health Initiatives

LOUISIANA
 · Shelley Henry, The Carpenter Health Network
 · Nicole Owens, University Health Conway
 · Shunn Phillips, Baton Rouge Clinic AMC
 · Charles Wiedeman, Vantage Health Plan

MAINE
 · Ann Hollyday, Maine Health

MARYLAND
 · Brian Bennighoff, Calvert Memorial Hospital
 · Jennifer MacFarlane, Johns Hopkins HealthCare LLC

MASSACHUSETTS
 · Scott Edmiston, Harvard Medical School-Dept of Biomedical Informatics
 · Jessica Krochmal, Berkshire Medical Center
 · Xiaosong Li, Berkshire Medical Center
 · Jack Marnoni, SerenaGroup Inc

MICHIGAN
 · Nicole Campbell, Metro Health Hospital
 · Katie Monastiere, Great Lakes Caring

MINNESOTA
 · Marissa Jacobson, The Emily Program
 · Dawn Jones, Essentia Health
 · Sue Monette, HealthPartners

MISSISSIPPI
 · Kezia Cook-Robinson, Magnolia Health

MISSOURI
 · Lisa Kronsberg, Mercy Health System
 · Mark Loggins, Centene Corporation

NEBRASKA
 · Lisa Ciurej, Mosaic
 · Abby Tuberville, Fillmore County Hospital
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NEW JERSEY
 · Gail Anolik, Deborah Heart and Lung Center
 · Chris Dates, Horizon Blue Cross Blue Shield of New Jersey
 · Catherine Florek, Rutgers University
 · Patricia McCloskey, Lutheran Social Ministries of New Jersey
 · Rosemary Stefiniw, Atlantic Health System
 · Yair Stern, Streamline HR Management

NEW YORK
 · Nataliya Averyanova, VillageCare of New York
 · Joann Casado, Urban Health Plan
 · Doug Cohen, Konvoke
 · blanca Duluc, Mount Sinai Hospital
 · Michael Ferrandino, Nassau University Medical Center
 · Anne Kopley, NYC Human Resources Administration
 · Maria Magans, Finger Lakes Performing Provider System
 · Anne Passalugo, Niagara Falls Memorial Medical Center
 · Jerry Philip
 · Susan Waine, Orlin & Cohen Orthopedic Associates
 · Jeffrey Wells, Professional Physical Therapy

NORTH CAROLINA
 · Robert Kornfeld, Early Bird Developmental Services
 · Kim Lewis, Trillium Health Resources
 · Sandra Ostrowski, Quintiles
 · Hannah Randolph, Joerns Healthcare
 · Natalie Uy, UNC Health  Care
 · Jody Zieverink, Diligent Billing & Management

OHIO
 · Jennifer Eaton, Summa Health System
 · Angela Havely, Delta Dental of Virginia
 · Liz Ross, Aultman Health Foundation
 · Bonnie Taylor, Milltown Family Physicians

OKLAHOMA
 · Alyssa Campbell, Absentee Shawnee Tribal Health System

OREGON
 · Julie Bergstrom, Multnomah County ADVSD
 · Ashlynn Comstock, Multnomah County Mental Health and Addiction Service
 · Dorothy Forsyth, Hospice of Redmond
 · Tara Hibbeler, WVP Health Authority
 · Dana Lloyd, Multnomah County ADVSD
 · Peter Morgan, Adventist Health
 · Peter Ricoy, Schwabe, Williamson & Wyatt
 · Karen Smitherman, Asante
 · Tracy Spain, Oregon Imaging Centers

PENNSYLVANIA
 · Donna Bailey, Community Behavioral Health
 · James Cain, SAI Global
 · Jana Finder, Provider Resources, Inc
 · Shloka Joshi, Community Behavioral Health
 · Michael Scheuren, White Horse Village
 · Shayna Sokol, Family Services of Western Pennsylvania
 · Harriett Wall, LW Consulting Inc
 · Herbert Wilson, Mount Nittany Health
 · David Zetter, Zetter HealthCare

RHODE ISLAND
 · Barbara Hicks, Care New England

SOUTH CAROLINA
 · Kenneth Barker, Tenet HeathCare
 · Frank Stewart, Spartanburg Regional Healthcare System
 · Timothy Wogan, Airmid-Themis

SOUTH DAKOTA
 · Roger Hettinger, Avera Health
 · Jill Murray, Regional Health
 · Tiffany Roen, Regional Health

TENNESSEE
 · Lucy Cerpa-Martinez, BenchMark Rehab Partners
 · Elizabeth Delahoussaye, IOD Incorporated
 · Ann Olsen, Vanderbilt Health Affiliated Network
 · Jessica Parks, TeamHealth
 · Roxanne Womack, Vanderbilt University Medical Center

TEXAS
 · Lisa Athens, Baylor Scott & White Health
 · Shajine Blake, Maric Treatment Services
 · Dinah Brothers, Dinah Brothers, PC
 · Katherine Dixon, Mentis Neuro Rehabilitation, LLC
 · Mary Duffy, Bluebonnet Trails Community Services
 · Donna Garrett, Legend Healthcare
 · Vicki Johnson, North Central Texas Community Health Care Center
 · Robin Kennedy, Paris Regional Medical Center
 · Gerry Knowles, JPS Health Network
 · Kendra Lange, Emerus
 · Leah Montez, Children’s Medical Center
 · Sandra Morales, Atlas Anesthesia Associates, PA
 · Art Muela
 · Mike Mumma
 · Maulik Parikh, Atlas Anesthesia Associates, PA
 · Jamey Phillips, Centene Corporation
 · Courtney Rose, Atlas Anesthesia Associates, PA
 · Saroeun Svay, Metrocare Services
 · Kim Tran, Parkland Health & Hospital System

VIRGINIA
 · Channon Bishop, Youth Villages
 · Jessica Blake, RSource
 · Charlotte Brooks, Carilion Clinic
 · James Burgess, PDG
 · Kathryn Cook, RSource
 · Charlotte Ferguson, Carilion Clinic
 · Robin Kennedy, Carilion Clinic
 · Jesi Lemons, Carilion Clinic
 · Francine McMaster, Carilion Clinic
 · Steve Oroho, PwC
 · Chetana Rao, Maxim Healthcare Services, Inc
 · Cynthia Sturdevant, Neighborhood Health
 · Melodie Warren, Carilion Clinic

WASHINGTON
 · Lisa Hunt, Providence
 · Peggy Onsoe, Crista

WISCONSIN
 · Paul David, Aspirus, Inc
 · Nina Garlie, Aurora Health Care
 · Melanie Guenther, Aurora Health Care
 · Jon Kammerzelt, Quarles & Brady

WASHINGTON, DC
 · Nefertiti Dixon, TRUSTED Health Plan
 · Maame Gyamfi
 · M Hazelyn Martin-Henry, Loyola University Chicago
 · Chris Williams, TRUSTED Health Plan

PUERTO RICO
 · Gisselle Benitez, Clinical Medical Services
 · Ibis Rodríguez-Longo, Super Farmacia Nelia
 · Sandra Ruiz-Torres, Triple-S Advantage
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Affordable Care Act
 · Long-awaited EEOC-proposed rules on employer wellness programs. 
October, p. 59; T.R. Owsley

Accountable Care Organizations (ACO)
 · Final rule for Accountable Care Organizations: Enabling technologies, 
Part 1. October, p. 27; P.R. DeMuro

 · Final rule for Accountable Care Organizations: Enabling technologies, 
Part 2. December, p. 45; P.R. DeMuro

Ambulance
 · Ambulance industry: Guidance for intensified government oversight. 
January, p. 69; J.P. Wallace

Auditing and Monitoring
 · Comparative billing reports support auditing efforts. January, p. 47; 
K. Hrehor, D. McCullough

 · Is your privacy monitoring up to snuff? March, p. 31; N. Fahim-Koster

 · 340B drug program: Hospital audit readiness. March, p. 43; 
S. Prior, C. Vogel

 · Effective auditing and monitoring for small group physician practices. 
May, p. 79; S. Ansari, L. Shuman

 · Validity versus representativeness. August, p. 43; C. Liu

 · Exploring Compliance and Internal Audit organizational roles and 
relationships. September, p. 70; K.C. Loya, J.S. O’Donnell

 · Lessons learned from DSH 340B audits. December, p. 38; A. Lawry

Certification
 · CHC: Three letters of excellence. January, p. 85; M. Perritt

 · Certification: Motivation for the encore certification candidate. 
April, p. 82; W.E. Johnson

CMS/OIG
 · OIG 2015 Work Plan, Part 1: Do fewer projects mean a sharper focus? 
January, p. 27; N. Lacktman, et al.

 · Medicare claims appeals process: Newly announced alternatives to ALJ 
hearing. January, p. 35; J.C. Forster, K. Miserez

 · Prescription drug copayment coupons come under OIG scrutiny. 
February, p. 29; H. Levinson

 · OIG 2015 Work Plan, Part 2: Do fewer projects mean a sharper focus? 
February, p. 39; N. Lacktman, et al.

 · Recent corporate integrity agreements: Best practices for compliance. 
May, p. 40; W. Miller, K. McClary, A. Bailey

 · Starting over again. September, p. 52; D. DeAngelis, B. Cochran

 · OIG offers new guidance for healthcare governing boards. October, p. 43; 
P. Jesep

 · CMS implements uniform compliance training requirements. 
October, p. 57; R. Weinberg

 · Quality of care CIAs: The importance of credentialing and privileging. 
November, p. 32; C. Anusbigian, H. Hagan, P.A. Khoury, J. Schultz

Coding, Billing, and Claims
 · Comparative billing reports support auditing efforts. January, p. 47; 
K. Hrehor, D. McCullough

 · Accurate address information challenges and why you should care. 
April, p. 55; G. Quiterio

 · The Accounts Payable-Compliance connection. June, p. 35; L.l. Wojeck

 · Out-of-network discounts: The disputes continue. October, p. 63; 
J.V. Geraci

 · Clean claims: There are no shortcuts. December, p. 27; J. Marcus

 · Observation stays, inpatient stays, self-denial, and rebilling. 
December, p. 52; R.L. Hirsch

Compliance
 · Provider-based facilities and compliance trends. February, p. 33; 
Z. Vojnovic

 · Compliance professional 2.0: Soft skills needed. February, p. 47; T. Fox

 · Compliance challenges in new chronic care management code. 
March, p. 39; P.A. Khoury

 · FDR implications in the seven elements of an effective compliance 
program. April, p. 59; J.A. Pridgen

 · Compliance issues in telemedicine. May, p. 70; B. Wong, T. Hagan

 · Compliance: Just part of mature information risk management. 
June, p. 57; B. Chaput

 · No good deed goes unpunished: Document preservation notice may 
violate SOX. June, p. 63; S. Fox, K. Valent

 · How to be a compliance officer: Tips for the new members of our 
profession. August, p. 31; K. Greene

 · The changing nature of compliance under payment for quality and cost 
effectiveness. September, p. 47; P.R. DeMuro

 · Corporate practice doctrines and fee splitting: Are you in compliance? 
October, p. 71; D. Meier

 · Department of Justice memo emphasizes individual accountability in 
corporate wrongdoing. November, p. 23; T. Owsley

Compliance 101
 · The seven essential elements, Part 3: Education. January, p 80; 
A.K. Weinstein, C. Hart, W.E. Johnson

 · The seven essential elements, Part 4: Auditing & Monitoring. May, p. 84; 
C. Hart, W.E. Johnson, A.K. Weinstein, F. Ruelas

 · The seven essential elements, Part 5: Reporting & investigation. 
July, p. 72; A.K. Weinstein, C. Hart, W.E. Johnson

 · The seven essential elements, Part 6: Enforcement & discipline. 
September, p. 76; W.E. Johnson, C. Hart, A.K. Weinstein, F. Ruelas

Compliance program
 · Recent corporate integrity agreements: Best practices for compliance. 
May, p. 40; W. Miller, K. McClary, A. Bailey

 · Restructuring the exit interview: Tips, tools, and takeaways. June, p. 71; 
T. Ivers

 · Compliance tips: Evaluate your effectiveness by asking 50 questions. 
July, p. 43; S.L. Harris

 · Whip your incident response program into shape. July, p. 51; 
N. Fahim-Koster

 · Surveys—Paper, electronic, or both? July, p. 61; P. Jesep

 · How to be a compliance officer: Tips for new members of our profession. 
August, p.31; K.E. Greene

 · A growing voice in the compliance chorus: The Department of Justice 
Criminal Division. September, p. 27; T. Maida

 · Do you have an effective compliance program? September, p. 33; 
M.E. McLaughlin

 · HR’s pivotal role in a corporate compliance program. September, p. 65; 
B. Santo

 · Corporate compliance programs in a home care setting: Why? 
September, p. 68; J. Wrzesinski

 · Shedding the “Big Brother” stigma: Integrating compliance. 
November, p. 61; J. Pinkham
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The Compliance–Quality Connection by David Hoffman
 · Patient/Resident aggression: Identify and address risk. January, p. 45

 · Dementia Care: Alternatives to medication is a compliance issue. 
February p. 45

 · Using compliance principles to address hand hygiene. March, p. 37

 · Medical director oversight in long-term care. April, p. 45

 · Pressure ulcer risk assessments. May, p. 39

 · Dangerous confusion in the emergency code system. June, p. 39

 · Diabetes care and monitoring—What works? July, p. 41

 · Alert fatigue—An unintended consequence of technology. August, p. 35

 · The importance of meal delivery. September, p. 31

 · Managerial and leadership training: A compliance challenge. 
October, p. 41

 · QAPI and Compliance: A condition of participation. November, p. 25

 · My final thoughts. December, p. 37

Computer Tips by Frank Ruelas
 · Keys to easier editing. August, p. 47

 · Using Windows key for access and privacy. September, p. 39

 · Two computers, two windows. October, p. 53

 · Got words? November, p. 31

 · Save time by saving your work. December, p. 51

Connectivity by Nancy J. Beckley
 · February, and love is in the air: Time for pinning with Pinterest. 
February, p. 37

 · #HCCAci-It’s that time again, and everyone can get connected in the 
tweet fest! April, p. 35

 · In an instant with Instagram. June, p. 33

 · iTuning with podcasts: Movin’ and groovin’ to compliance. August, p. 29,

 · Pocket, Paper.li, and Juice: Creating your own digital news service. 
October, p. 33

 · Up Periscope! December, p. 31

Data Security
 · Assessing and understanding insider threats to data security. 
January, p. 65; F. Ruelas

 · Create an inhospitable environment of hackers. February, p. 79; T. Ferran

 · HIPAA Security Rule system activity reviews. March, p. 69; L.I. Wojeck

 · 2014 in review: What to know about privacy and security. April, p. 27; 
A. Solander, E. Nagler

 · The state of data breach regulation for healthcare companies. 
June, p. 67; T. Hadley, M. Bruemmer

 · The anatomy of a DLP incident: Using automation to improve compliance. 
September, p. 41; E.J. Moriak

 · How to protect healthcare data from hackers. August, p. 57; L. Nathan

Documentation
 · Reviewing 2014 CERT data to improve documentation and, potentially, 
revenue. June, p. 41; J. Derricks

Exhale by Shawn DeGroot
 · Compliance dashboards. January, p. 25

 · Marijuana - It’s complicated. February, p. 27

 · Assess and address risks. March, p. 25

 · Reversal of fortune. April, p. 25

 · Adieu, Adios, Addio. May, p. 23

Exhale by Catherine Boerner
 · Is your Compliance Committee effective? June, p. 21

 · Does the compliance officer need to be on the executive leadership team? 
July, p. 25

 · Where are the controls? August, p. 23

 · A compliance officer’s support group (a.k.a. A compliance conference). 
September, p. 25

 · How mature is your compliance culture? October, p. 25

 · Your compliance program and the five stages of grief. November, p. 21

 · What are you not worried about? December, p. 25

Feature Interview
 · Holding the compass of compliance in nine states – and across the world: 
an interview with Ruth Krueger. January, p. 20; S. DeGroot

 · From 28 years with the FBI to solo compliance consultant: an interview 
with Charles E. Colitre. February, p. 18; L. Strauss

 · Protecting the healthcare rights of everyday citizens: an interview with 
Jocelyn Samuels. March, p. 18; E. Bol

 · On rising to the noble challenge of the Compliance profession: an 
interview with Marjorie Doyle. April, p. 20; A. Weiss

 · From the courtroom to Compliance – one lawyer’s journey and the 
lessons learned: an interview with Tracy Carlson Ivers, May, p. 16; 
L. Strauss

 · 20 Years of HCCA: How the association came to be, where it has been, 
and where it is going: an interview with Debbie Troklus. June, p. 16; 
R. Snell

 · Congratulations, Laura!: an interview with Laura Burke – our 15,000th 
member. July, p. 18; R. Jaffe

 · An Outlaw in Compliance: an interview with John Outlaw. August, p. 16; 
A. Turteltaub

 · A CPA recounts exponential growth in Compliance: an interview with 
Patricia Bickel. September, p. 20; R. Snell

 · Combating healthcare fraud in New Jersey: an interview with 
Paul J. Fishman. October, p. 16; G.L. Imperato

 · Social media savvy–Think before you tweet!: an interview with 
Anne Van Dusen. November, p. 16; S. Gallegher

 · The importance of teamwork during a crisis: an interview with 
Kim Lansford. December, p. 18; A. Turteltaub

Fraud
 · Fraud control strategy: Where to focus limited resources. March, p. 27; 
M. Okinaga

Government, Enforcement, Regulation
 · Medicare claims appeals process: Newly announced alternatives to ALJ 
hearing. January, p. 35; J.C. Forster, K. Miserez

 · OCR enforcement: Lessons learned and preparing for what’s ahead. 
January, p. 39; B. Sherman

 · Ambulance industry: Guidance for intensified government oversight. 
January, p. 69; J. Wallace

 · The Physician Payment Sunshine Act: Lessons learned in the first year. 
March, p. 61; J.A. Watts

 · The 60-day Overpayment Rule: Strict standards enforced in first legal 
case. April, p. 31; E. Duffy, A. Rosenblum
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 · Healthcare providers’ False Claims Act self-disclosure “discount” 
May, p. 53; W.Y. Chan, E.C. Aldridge

 · No good deed goes unpunished: Document preservation notice may 
violate SOX. June, p. 63; S. Fox, K. Valent

 · The state of data breach regulation for healthcare companies. 
June, p. 67; T. Hadley, M. Bruemmer

 · The Two-Midnight Rule: Past, present, and future [update]. July, p. 47; 
J. Anderson, S. Iams

 · Department of Justice memo emphasizes individual accountability in 
corporate wrongdoing. November, p. 23; T.R. Owsley

 · First 60-day rule enforcement cases unfavorable to healthcare providers. 
November, p. 27; C.P. McCarthy

 · SEC enforcement actions against CCOs: Outlier or new trend? 
November, p. 37; T. Fox

 · Kane v. Healthfirst and the concept of prosecutorial discretion. 
December, p. 33; J. Barnes

 · Lessons learned from DSH 340B audits. December, p. 38; A. Lawry

HCCA/Corporate Compliance & Ethics Week
 · Making the most out of your time at the Compliance Institute. 
February, p. 77; A. Turteltaub

 · How HealthPlus of Michigan celebrates Corporate Compliance & Ethics 
Week. August, p. 66; S. Hyde

 · CC&E Week: Top Ten List for success. August, pp. 68; B. Wong, 
W.E. Johnson, F. Ruelas

Health Plans
 · Narrow network health plans: New approaches to regulating adequacy 
and transparency. October, p. 35; M. Adelberg

HIPAA/HITECH/Privacy
 · HIPAA, social media, and Ebola. February, p. 61; A. Salim

 · Lawyers are liable under HIPAA as business associates. February, p. 73; 
D.M. Boland

 · 2014 in review: What to know about privacy and security. April, p. 27; 
A. Solander, E. Nagler

 · HIPAA and FERPA: Intersecting privacy regulations in the healthcare 
setting. April, p. 65; A. Beidler

 · Managing the HIPAA role in your organization. April, p. 77; M. Searle

 · The state of data breach regulation for healthcare companies. 
June, p. 67; T. Hadley, M. Bruemmer

 · Decreasing the chances of extensive, costly OCR audits. July, p. 57; 
V. Sizemore, C. Luoma

 · Creating effective solutions for data privacy concerns in clinically 
integrated networks. July, p. 63; J. Anderson, K. Briggs

 · The law firm business associate: New liabilities create conflicts of 
interest. August, p. 37; B. Herrin

 · The anatomy of a DLP incident: Using automation to improve compliance. 
September, p. 41; E.J. Moriak

Hospital and Clinic
 · Provider-based facilities and compliance trends. February, p. 33; 
Z. Vojnovic

 · 340B drug program: Hospital audit readiness. March, p. 43; 
S. Prior, C. Vogel

 · The Two-Midnight Rule: Past, present, and future. May, p. 25; 
J. Anderson, S. Iams

 · Keys to EMTALA compliance. May, p. 29; K. Stanger

 · Understanding the Halifax case and its implications for physician 
arrangements. June, p. 29; G. Imperato, H. Levinson

 · Tax-exempt hospitals: IRS issues final rules. June, p. 77; T.R. Owsley

 · The Two-Midnight Rule: Past, present, and future [update]. July, p. 47; 
J. Anderson, S. Iams

 · Physician arrangements: The missing link. August, p. 25; G. Peace

 · Mergers & Acquisitions: Key considerations for creating efficiencies 
through consolidation. August, p. 49; T. Bosko, B. Klar

 · There’s not another one for miles: Compliance in a rural setting. 
October, p. 55; J. Stancil

 · Observation stays, inpatient stays, self-denial, and rebilling. 
December, p. 52; R. Hirsch

In Memorium
 · William “Bill” Moran. December, p. 9; R. Kusserow

Investigations
 · No good deed goes unpunished: Document preservation notice may 
violate SOX. June, p. 63; S. Fox, K. Valent

 · Responding to reports that appear to be inappropriately motivated. 
November, p. 49; M.C. Evans, K. DeVille

Letter from the CEO by Roy Snell
 · Year in review. January, p. 5

 · Compliance is not the problem. February, p. 3

 · Jeff Foxworthy, Compliance, and Internal Audit. March, p. 3

 · Corporate Compliance & Ethics Week is moving. April, p. 5

 · Thank you. May, p. 3

 · Compliance leadership and “the grey area”. June, p. 3

 · When is a compliance officer not a compliance officer? July, p. 3

 · I am $400 away from having real integrity. August, p. 3

 · A risk appetite for fraud and unethical behavior? September, p. 5

 · Tom Brady, the Patriots, and the NFL: Think about the process. October, p. 3

 · Corporate social responsibility and compliance programs. November, p. 3

 · The overreacting compliance professional. December, p. 3

Long-Term Care / Skilled Nursing
 · Skilled Nursing Facility: Quality Reporting and Value Based Purchasing 
programs, Part 1. October, p. 67; P.R. DeMuro

 · Skilled Nursing Facility: Quality Reporting and Value Based Purchasing 
programs, Part 2. December, p. 63; P.R. DeMuro

 · CMS issues proposed comprehensive revisions for skilled nursing facility 
regulations. December, p. 72; T. Selby, D. Bufford

Managed Care
 · Preventing and detecting fraud and abuse in a managed care network. 
March, p. 57; K. Keehn

Medicare and Medicaid
 · Medicare claims appeals process: Newly announced alternatives to ALJ 
hearings. January, p. 35; J.C. Forster, K. Miserez

 · Compliance challenges in new chronic care management code. 
March, p. 39; P.A. Khoury

 · Medicare “carve-out” arrangements: No safe haven for PODs. 
June, p. 23; T. Bulleit, P. Holman

 · The lure of Part D reimbursement: Should dentists fish or cut bait? 
July, p. 69; J. Klein

 · Starting over again. September, p. 52; D.A. DeAngelis, B. Cochran
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Mergers & Acquisitions
 · Navigating due diligence: Sensitive information and pitfalls. April, p. 69; 
S. Krul, A. Joseph

 · Mergers & Acquisitions: Key considerations for creating efficiencies 
through consolidation. August, p. 49; T. Bosko, B.M. Klar

Mobile Devices
 · Compliance officers: When patients record healthcare professionals. 
January, p. 55; T. Mantese, S. Kubik

 · HIPAA, social media, and Ebola. February, p. 61; A. Salim

Pharmacy and Drugs
 · Prescription drug copayment coupons come under OIG scrutiny. 
February, p. 29; H. Levinson

 · Legalizing marijuana: Creating a dilemma for healthcare providers. 
February, p. 63; S. Siegel, J. Boxer

 · Compounding: How non-compliance can lead to second-degree murder. 
February, p. 71; E.D. Lindsay

 · 340B drug program: Hospital audit readiness. March, p. 43; 
S. Prior, C. Vogel

 · Drug diversion in healthcare facilities, Part 1: Identify and prevent. 
May, p. 35; E. Lindsay

 · Leading practices for sustaining compliance in pharmacy operations. 
September, p. 57; V. Pawlak

Physician/Group Practice
 · Packaged deals and Letters of Protection: Fraud and abuse implications. 
January, p. 61; L.J. Perling, S. Mankodi

 · The imperative to meeting the Stark group practice definition. 
February, p. 53; A.G. Gosfield

 · Reviewing focus arrangements to assess compliance. April, p. 47; 
B.S. Bissey, M.P. McKeever

 · Understanding the Halifax case and its implications for physician 
arrangements. June, p. 29; G. Imperato, H. Levinson

 · Orienting new physicians to the compliance program. August, p. 71; 
T. Ealey, D. Sanders

 · Corporate practice doctrines and fee splitting: Are you in compliance? 
October, p. 71; D. Meier

President’s Message by Gabriel L. Imperato
 · More than just “window dressing”. January, p. 3

 · Compliance officer independence and compliance risks. April, p. 3

 · Stakes raised for effective compliance. September, p. 3

Privacy
 · Is your privacy monitoring up to snuff? March, p. 31; N. Fahim-Koster

Privacy Ponderings by Erika M. Bol
 · Let’s get moving! February, p. 51

 · Back to Basics. April, p. 53

 · Making the right choice. June, p. 49

 · “Baking in” data protections. August, p. 41

 · Having what it takes. October, p. 47

 · A privacy officer’s golden opportunity. December, p. 43

Quality and Patient Safety
 · The talisman to ward off worthless services cases. March, p. 65; 
P. Duncan

 · Understanding the Quality Improvement Organizations. June, p. 61; 
L. Stange

 · The future of medical necessity peer review: The Patient Safety Act. 
December, p. 57; P. Binzer, J. Rosen

 · Restraints: Patient safety and regulatory compliance. December, p. 67; 
E. Cameron, T. Ealey

RAC
 · RAC attack is coming back. June, p. 51; M. Frederiksen, E. Weaver

 · RAC forecast: Are we in the eye of the storm or are sunny skies ahead? 
July, p. 33; I.R. Edmundson, L.S. Gennett

Reflections in Research by Kelly Willenberg
 · Operation CHRC: Pay it forward. January, p. 53

 · The continuing saga of the Sunshine Payments Act. March, p. 51

 · Takeoff. May, p. 51

 · Medicare Secondary Payer obligations for sponsor. July, p. 49

 · Financial burdens in clinical trials. September, p. 51

 · “Fish or cut bait.” November, p. 41

Research
 · Five tips for success in research compliance education. March, p. 53; 
E. Kim, T. Chuck

 · Embedding financial compliance for clinical trials. May, p. 65; F. Hager

 · Clinical research administration: New regulatory processes further 
complicate compliance environment. November, p. 43; M. Tenboer

 · “Did you get IRB approval for that?” November, p. 55; S. Fowler-Dixon

Risk
 · Planning and executing enterprise-wide compliance risk assessments 
in healthcare organizations. April, p. 37; H. Hagan, D. Satija

 · Compliance: Just part of mature information risk management. 
June, p. 57; B. Chaput

 · When risk assessments become exhibits: Are you prepared? July, p. 27; 
M.J. McCarthy, A.W. Mahler

Telemedicine
 · Compliance issues in telemedicine. May, p. 70; B. Wong, T. Hagan

 · Telemedicine arrangements: Trends and fair market value considerations. 
October, p. 49; J. Johnson, M. Fan

Training
 · Effective compliance education: Moving from employee compliance to 
commitment. March, p. 72; J. Hamilton, Y. Contreras, M. Schneider

 · Live compliance education and training: Five essential components. 
May, p. 75; L.L. Vila

 · Orienting new physicians to the compliance program. August, p. 71; 
T. Ealey, D. Sanders

 · CMS implements uniform compliance training requirements. October, p. 57; 
R. Weinberg

 · Compliance training: The vantage point, November. p. 64; 
W.E. Johnson, S. Helline, J. Fahey

Whistleblower
 · Understanding the Halifax case and its implications for physician 
arrangements. June, p. 29; G. Imperato, H. Levinson

 · Qui tam litigation: Improving recovery through alternative dispute 
resolution. August, p. 61; D. Nasca
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Socialize
Join the online conversation with HCCA 
and your compliance colleagues
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Blog
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hcca-info.org/google

instagram.com/thehcca

twitter.com/theHCCA

slideshare.net/thehcca

YouTube.com/ComplianceVideos

facebook.com/HCCA

pinterest.com/thehcca

complianceandethics.org
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January 2016Takeaways
Tear out this page and keep for reference, or share with a colleague. Visit www.hcca-info.org for more information.
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Current trends in FCPA enforcement  
in the healthcare industry
Vince Farhat and David Kirman (page 28)
 » Healthcare companies doing business in 
foreign countries must comply with the Foreign 
Corrupt Practices Act (FCPA), which prohibits 
payments or offers to pay anything of value to 
a foreign official in order to secure an improper 
advantage.

 » DOJ recently increased the size of its FCPA unit 
by 50% and FCPA enforcement of healthcare 
companies is increasing.

 » Healthcare companies’ frequent interactions 
with doctors, pharmacists, and administrators 
from foreign public hospitals expose them to 
particularly high FCPA risk.

 » The Department of Justice recently created 
a counsel position to evaluate the FCPA 
compliance programs of companies under 
investigation.

 » Healthcare companies doing business in 
foreign countries should reexamine their 
anti-bribery compliance policies to ensure 
they are doing enough to prevent and minimize 
FCPA violations.

Ethics, compliance, and retaliation  
in healthcare organizations
Joette Derricks (page 36)
 » One in three people who observe misconduct 
choose not to report it.

 » In 2014, claims alleging retaliation accounted 
for almost 43% of all claims filed with the EEOC.

 » Retaliation action goes beyond termination and 
can be due to “corporate shunning.”

 » A survey of compliance officers found that 53% 
of those who responded had investigated a 
complaint against senior management.

 » Companies that exact retribution or ignore 
reports of wrongdoing are more likely to be 
the subject of an outside investigation.

Vicarious liability:  
Frustrating the major policy goals  
of the Affordable Care Act
Laura E. Hutchinson, Richard E. Moses,  
and D. Scott Jones (page 42)
 » PPACA was intended to improve the quality of 
medical care and decrease the cost.

 » The face of the health system is changing as  
a result of PPACA.

 » PPACA provisions expose hospitals and 
healthcare institutions to greater liability.

 » The theory of “vicarious liability” will be applied 
to hospitals and healthcare institutions.

 » Compliance and quality are intersecting, 
offering an opportunity to avert litigation.

Cracking the ICD-10 code to stay 
compliant: Meeting the challenge
D. Wayne Little (page 47)
 » Forecast the top ICD-10 concerns pertinent to 
your organization and how you can effectively 
monitor them.

 » Evaluate how your organization is performing 
with the ICD-10 transition.

 » A large backlog of bills or bill holds, decreased 
provider productivity, and a queue of discharges 
waiting to be billed are warning signs of ICD-10 
non-compliance.

 » Most will not know how well their organization 
or practice is complying with ICD-10 until 
several months down the road.

 » Until October 1, 2016, Medicare review 
contractors will not deny valid claims billed 
under the Part B physician fee schedule, as 
long as they are submitted with a valid ICD-10 
code from the right family.

Research compliance and  
the due-diligence process
Peggy Beat and Tracy Shenk (page 53)
 » A compliance program risk assessment is 
essential during a merger and acquisition.

 » Clinical research is an area that may be 
overlooked during the due-diligence process.

 » Each study must be reviewed and prioritized 
according to risks.

 » All agreements relating to research must 
be reviewed.

 » Research compliance program due diligence 
provides an understanding of potential risks.

The Kane decision: A flawed 
interpretation of the 60-day rule
Harry R. Silver (page 59)
 » Kane v. Healthfirst, Inc. is the first decision by 
any court to interpret the meaning of the word 
“identified” as used in the 60-day rule.

 » In Kane, the court ruled that the 60-day clock 
starts ticking when a provider receives notice 
of a possible overpayment.

 » The decision was a ruling on a procedural 
motion, not on the merits.

 » The court’s analysis of the issue is flawed and 
its definition of “identified” is by no means 
definitive and should not be treated as the 
final word on the issue.

 » In reaching its decision, the court ignored 
CMS’s proposed regulations, which provide 
the only guidance from the government on 
the meaning of the word “identified” in the 
60-day rule.

“Who am I?” — Branding your  
 compliance program
Maggie Perritt (page 64)
 » A compliance program provides critical support 
to a company’s reputation.

 » Having a strong compliance program shows 
that you take “doing the right thing” seriously.

 » Developing a strong positive brand reinforces  
a strong culture of compliance.

 » Developing a brand doesn’t happen overnight. 
It takes time and thought.

 » Once established, your brand is your reputation. 
Take care of it.

Staying compliant while navigating 
the new world of self-pay collections
Robert Foster (page 66)
 » Listen to the consumer’s needs.
 » Learn from the information obtained.
 » Lead them down a path that helps them.
 » Consult your Compliance department.
 » Talk with your peers.

Compliance 101:  
The seven essential elements, Part 7: 
Response & prevention
Cindy Hart, Walter E. Johnson,  
and Adam K. Weinstein (page 68)
 » Failure to demonstrate effective response and 
prevention might discredit the compliance 
program.

 » The success of a compliance program depends 
on the skills of the compliance officer.

 » Act immediately to avoid a potential qui tam 
lawsuit.

 » The compliance officer should maintain 
detailed notes of the investigation.

 » The 4th Amendment of the U.S. Constitution 
guarantees people the right to be secure in 
their persons, papers, and effects against 
unreasonable searches and seizures.

CREMESP Resolution No. 273/2015: 
First step to Brazilian Sunshine Act?
Sergio Sztajnbok (page 75)
 » Brazil is a country of continental dimensions, 
with more than 400,000 practicing physicians 
concentrated in large urban centers.

 » So far, there are few rules that seek to regulate 
the relationship between Brazilian physicians 
and the pharmaceutical industry.

 » Recently, the Regional Council of Medicine of 
the State of São Paulo, released a standard 
that seeks to make more transparent 
the relationship between physicians and 
pharmaceutical industries.

 » Unfortunately, the rule only makes it obligatory 
for the doctor to disclose interactions with 
pharmaceutical companies, but not the 
monetary amount involved.

 » This standard is a breakthrough and the first 
step towards complete transparency in the 
close relationship between doctors and the 
pharmaceutical industry in Brazil.

Compliance
TODAY



HCCA’s Upcoming Events

Dates and locations are subject to change. 

Managed Care Compliance Conference
January 31–February 3 • Las Vegas, NV

Audit & Compliance Committee Conference
February 29–March 1 • Scottsdale, AZ

20th Annual Compliance Institute
April 17–20 • Las Vegas, NV

Research Compliance Conference
June 5–8 • Baltimore, MD

Clinical Practice Compliance Conference
October 23–25 • Scottsdale, AZ

Healthcare Enforcement Compliance Institute
October 23–26 • Washington, DC

Regional Conferences
January 22 • Atlanta, GA
February 5 • Orlando, FL
February 12 • Portland, OR
February 19 • Dallas, TX
February 25–26 • Anchorage, AK
March 4 • St Louis, MO
March 11 • Washington, DC
March 18 • Charlotte, NC
April 28–29 • San Juan, PR
May 6 • Columbus, OH
May 13 • New York, NY
June 3 • Philadelphia, PA
June 10 • Seattle, WA
June 17 • Santa Ana, CA
September 9 • Boston, MA
September 16 • Minneapolis, MN
September 23 • Kansas City, MO
September 30 • Indianapolis, IN
October 7 • Pittsburgh, PA
October 13–14 • Honolulu, HI
October 21 • Denver, CO
November 4 • Louisville, KY
November 11 • Phoenix, AZ
November 18 • Nashville, TN
December 2 • San Francisco, CA
December 9 • Houston, TX

Basic Compliance Academies
January 18–21 • New York, NY — SOLD OUT
January 25–28 • San Juan, PR
February 8–11 • Scottsdale, AZ — LIMITED SEATS
March 7–10 • New Orleans, LA
April 25–28 • Boston, MA
June 13–16 • San Francisco, CA
June 20–23 • Scottsdale, AZ
July 25–28 • Honolulu, HI — JUST ADDED
August 8–11 • New York, NY
September 12–15 • Chicago, IL
October 3–6 • Las Vegas, NV
October 24–27 • Nashville, TN
November 14–17 • Orlando, FL
December 5–8 • San Diego, CA

Healthcare Privacy  
Basic Compliance Academies
March 14–17 • Orlando, FL
June 20–23 • Scottsdale, AZ
October 24–27 • Nashville, TN
November 7–10 • San Diego, CA

Research Basic Compliance Academies
March 14–17 • Orlando, FL
November 7–10 • San Diego, CA

Learn more about HCCA’s educational opportunities at www.hcca-info.org/events

January 2016
 Sunday Monday Tuesday Wednesday Thursday Friday Saturday

27 28 29 30 31 1 2

3 4 5 6 7 8 9

10 11 12 13 14 15 16

17 18 19 20 21 22 23

24 25 26 27 28 29 30

31

Epiphany

Basic Compliance Academy
New York, NY CHC Exam

Martin Luther King Jr Day

Regional 
Conference
Atlanta, GA

HCCA OFFICE CLOSED

HCCA OFFICE CLOSED

New Years Day

Basic Compliance Academy
San Juan, PR CHC Exam

WEB 
CONFERENCE 

Fraud and Abuse: 
Year in Review  

WEB 
CONFERENCE 

Provider Credentialing and 
Privileging: A Strategic Role 
for the Compliance Officer  

WEB 
CONFERENCE 

Stark Law Update:  
2016 Stark Rule Changes 
Stark Self-Referral Disclosure 
Protocol (SRDP)

WEB 
CONFERENCE 

Why Comply? Addressing the 
Non-N egotiables in Clinical 
Research Compliance

WEB 
CONFERENCE 

Leveraging Agility in 
Governing Health IT 
Compliance  

WEB 
CONFERENCE 

Everything You Always Wanted 
to Know About Exclusions  
But Were Afraid to Ask

Managed Care  
Compliance  
Conference (1/31–2/3)

Las Vegas, NV

February 2016
 Sunday Monday Tuesday Wednesday Thursday Friday Saturday

31 1 2 3 4 5 6

7 8 9 10 11 12 13

14 15 16 17 18 19 20

21 22 23 24 25 26 27

28 29 1 2 3 4 5

Ash Wednesday

Regional 
Conference
Portland, OR

Regional 
Conference
Orlando, FL

Chinese New Year

Presidents’ Day

Washington’s Birthday

WEB 
CONFERENCE 

The ABCs of Professional 
Development for Compliance 
Practitioners 

Managed Care Compliance Conference
Las Vegas, NV CHC Exam

Audit & Compliance Committee  
Conference
Scottsdale, AZ CHC Exam

Regional 
Conference
Dallas, TX

Leap Day

Valentine’s Day

Mardi Gras Lincoln’s Birthday

Basic Compliance Academy
Scottsdale, AZ CHC Exam

Groundhog Day

Regional Conference
Anchorage, AK



Compliance 
and Ethics: 
An Introduction 
for Health Care 
Professionals
HCCA’s top-rated DVD 
covers 7 key compliance 
areas in a 23-minute 

program split into 7 dramatized scenarios. 
Includes a trainer’s guide with suggested 
agendas and discussion outlines.

Compliance, 
Conscience 
and Conduct
HCCA’s classic 
compliance training 
DVD is still available! 
The 17-minute video 
overviews what 
compliance means 

and walks viewers through seven common 
case studies. Includes session leader guide and 
reproducible participant worksheets.

HIPAA Rules 
& Compliance
This 15-minute video 
reviews basic, unchanged 
requirements and the latest, 
critical changes, including 
the Omnibus Rule. 

The HCCA 
HIPAA Training Handbook, 
Third Edition
The new, third edition of this 
handbook covers the privacy 
and security regulations that 
frontline health care workers 

need. This 40-page primer clearly explains the 
essential, basic workings of HIPAA, HITECH, 
and the Omnibus Rule.

A Supplement to Your 
Deficit Reduction Act 
Compliance Training 
Program
This 13-page handbook offers 
an easy way to educate your 

employees about the basics of Medicare and 
Medicaid, the Federal False Claims Act, and the 
whistleblower protections that help health care 
workers � ght fraud.

Workplace Investigations: 
Techniques and Strategies 
for Investigators and 
Compliance Officers
Get step-by-step guidance for 
planning, conducting, and 
reporting results of internal 
investigations.

HCCA Training Resources
GUIDEBOOKS & VIDEOS TO TRAIN YOUR HEALTH CARE WORKFORCE

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

The HCCA 

HIPAA 
Training Handbook

With 
Omnibus 

Rule 
Coverage

Third Edition

HCCATrainingResources_1pagead_4c_CT0514.indd   1 4/9/14   1:19 PM



■ General Compliance/Hot Topics
Here’s the track for everything from the 
basics of Compliance 101 to hot topics 
like healthcare reform. Learn what you 
need to know from compliance offi  cers, 
regulators, outside counsel, in-house 
counsel, auditors, providers, and 
industry experts.

■ Long-Term Care
Keep abreast of the changing 
regulations for skilled nursing facilities, 
including best practices for developing 
an eff ective compliance program, and 
the latest information on auditing and 
monitoring compliance programs now 
regulated by the Patient Protection and 
Aff ordable Care Act.

■ Privacy & Security
Understand the privacy and information 
security compliance issues that continue 
to emerge, and learn how to integrate 
privacy and security issues into your 
overall compliance program.

■ Physician Compliance
You’ll learn vital information related 
to small and large physician practices, 
research billing for physicians, academic 
medical centers, hospitals, and 
health systems.

■ Compliance Lawyer
Learn the legal basis for the compliance 
issues you manage. The compliance 
lawyer track sessions will be presented 
by experienced and knowledgeable 
lawyers from inside and outside the 
government. They understand the law 
and can make it more understandable.

■ Auditing & Monitoring
How do you know your compliance 
program is working? Auditing and 
monitoring is key to measuring 
eff ectiveness and improvement. Learn 
the practices that you need to read the 
vital signs of your compliance program.

■ Internal Audit
Increase your understanding and 
approach to healthcare internal audit. 
Designed to increase awareness of 
audit opportunities in the healthcare 
compliance arena as well as provide 
tools and techniques to aid you in your 
audits, this track is loaded with useful 
information to jump-start your audit 
eff orts. Experienced professionals will 
present their approach to address key 
audit areas in the healthcare industry.

■  How to Succeed as a 
Compliance Professional
The more eff ective your leadership, 
the more eff ective your compliance 
program. The sessions in this track 
will help you develop your skills and 
increase your value to the compliance 
program and the organization for 
which you work.

■ Quality of Care
Quality of care is one of the newest 
compliance challenges. Hear from 
compliance offi  cers, doctors, nurses, 
and other healthcare providers as they 
provide you with the information, tools, 
and processes needed to help you do 
quality work on quality of care.

■ Advanced Discussion Groups
If you’re an experienced compliance 
professional, or if you’re looking for a 
more interactive program, this track 
is for you. Each session is designed to 
involve everyone in the room. There are 
no formal presentations, just discussion 
facilitated by industry experts.

APRIL 17–20, 2016 ✴ ARIA ✴ LAS VEGAS

20th Annual
Compliance
Institute

Register by
JANUARY 7

AND SAVE UP TO

$575

Follow a 
learning 
track
To make your session selection easier, 
we’ve arranged the sessions into 
learning tracks. Follow one track all the 
way through, or hop around between 
them. No matter what you choose, 
you’ll fi nd our tracks a fast, easy way 
to help pick the right Compliance 
Institute sessions for you.

REGISTER NOW AT COMPLIANCE-INSTITUTE.ORG
QUESTIONS?  EMAIL JENNIFER.PARRUCCI@CORPORATECOMPLIANCE.ORG

hcca-2016-ci-jan-ct-insert-2pgreg.indd   1 12/2/15   9:27 AM


