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Letter from the CEO

by Roy Snell, CHC, CCEP‑F

Business ethics vs.
Save the World ethics

T

Snell

here are many business ethics professionals who are a great asset to the
compliance and ethics program movement in this country. However in their midst
are some “business ethics professionals” that
are completely unfocused. One of the many
frustrations I have with the extraordinarily vague world of ethics is that
some ethics professionals use ethics
to push their personal agenda. The
problem is, it dilutes and distracts
our efforts to solve the most serious
legal and business ethics issues. That
sucking sound you hear is the limited
resources for compliance and ethics
programs going up in the smoke of some
ethics zealot’s personal agenda.
Generally speaking, “Business ethics” is,
don’t lie, cheat, steal, break the rule of law, be
unfair in your business dealing, etc. However,
“Save the world ethics” is anything you want
to have happen in society. Ethics zealots are
hijacking the compliance and ethics movement
to promote their personal cause. Here are five
discussion thread topics from an ethics professionals’ LinkedIn group: Create a guaranteed
citizen’s income, advancing social cohesion,
political lobbying, legalizing drugs, and capital punishment.
Not a single one of these is a compliance and
ethics program issue. They have nothing to do
with preventing, finding, and fixing regulatory

or business ethics infractions. Another post
on this ethics professionals’ LinkedIn group
stated, “…of the ten largest federal corporate
criminal fines ever, five were from last year
alone.” The business community is under siege.
Everyone is disappointed in business.

We need to stay focused.
These distractions are what
got us into the legal and
business ethics mess our
businesses are in now.
Ethics zealots are saying they are the be-all
and end-all solution. They say, “If we build an
ethical culture then all our problems will be
solved.” Some leadership believe this claim
and they are distracted from implementing an
effective compliance program. The Compliance
and Ethics Department should prevent, find,
and fix regulatory and “business ethics” infractions in our organizations. We need to stay
focused. These distractions are what got us into
the legal and business ethics mess our businesses are in now.
The Compliance and Ethics Department is
often underfunded relative to the size of the
battle. You would think we would want to use
our limited compliance and ethics resources
to ensure our company follows the rule of law
and behaves ethically in its business dealings
before we move onto issues such as social
cohesion, whatever that is.
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Please don’t hesitate to call me about anything any time.
612 709-6012 Cell • 952 933-8009 Direct
roy.snell @ corporatecompliance.org
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News

2012 Health Care Chief Compliance Officer Salary
Survey from HCCA
The compensation data collected in the fourth
quarter of 2012 and recently made available
by the Health Care Compliance Association
(HCCA) offers a comprehensive look into the
health care industry’s chief compliance officer
(CCO) annual salary.
“The demand for skilled compliance professionals is skyrocketing. It is imperative that we
have solid compensation data at hand. These
results were based on data from compliance
professionals in the health care industry and
will equip our members and their employers
with the necessary knowledge they need in
order to understand the various elements of
compliance professionals pay packages” said
HCCA Chief Executive Officer Roy Snell.
The data is aggregated to help individuals

and organizations compare their own data to
the results of similar operations. To assist CCOs
with data comparisons, the research is broken
out in a variety of groupings which include: all
survey respondents; type, size, and annual revenue of the organization; number of years the chief
compliance officer has managed the compliance
department; the annual compliance budget managed by the chief compliance officer; the number
of compliance elements in which the chief compliance officer is involved; the number of countries in
which compliance is managed; percent of the company’s legal and regulatory risk areas in which the
chief compliance officer is involved; and more.
Link at: www.hcca-info.org/Resources/View/
ArticleId/882/2012-Health-Care-Chief-Compliance-OfficersSalary-Survey.aspx

Evolving technology challenging organizations’ privacy
protection according to new Ernst & Young report
As the privacy landscape continues to evolve
and mature, certain governance, technology,
and regulatory trends are forming around
how market conditions are impacting organizations’ privacy decisions.
A new report from Ernst & Young outlines

the key privacy issues facing regulators and
companies alike, and features additional
observations from leading privacy experts.
Link to the report: www.ey.com/Publication/vwLUAssets/
Privacy_trends_2013_-_The_uphill_climb_continues/$FILE/
Privacy trends 2013 - The uphill climb continues.pdf
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IIA study reveals salary potential for internal auditors
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The Institute of Internal Auditors (IIA) Audit
Executive Center announced the results of its
2012-2013 Internal Audit Compensation Study,
which analyzed salary data from 311 organizations in the United States and Canada that
employ more than 1,800 internal auditors. The
analysis reveals that an increased number of

internal auditors will receive raises, specialized
skills and certifications yield higher salaries,
and employers are increasing their focus on
work-life balance.
For more: www.prweb.com/releases/2013/1/
prweb10309558.htm and www.theiia.org/bookstore/product/
the-iia-and-gains-compensation-study-1328.cfm

Read the latest news online · www.hcca-info.org/news
www.hcca-info.org  888-580-8373

News

Regulatory News
According to a recent
announcement, the U.S.
Department of Health and
Human Services (HHS), has
moved forward to strengthen
the privacy and security
protections for health information established under the
Health Insurance Portability
and Accountability Act of
1996 (HIPAA).
The changes in the final
rulemaking provide the
public with increased protection and control of personal
health information. The
HIPAA Privacy and Security
Rules have focused on health
care providers, health plans,
and other entities that process health insurance claims.
The changes expand many
of the requirements to the
business associates that
receive protected health information, such as contractors
and subcontractors of these
entities. Some of the largest
breaches reported to HHS
have involved business associates. Penalties are increased
for noncompliance based
on the level of negligence,
with a maximum penalty
of $1.5 million per violation.

The changes also strengthen
the Health Information
Technology for Economic and
Clinical Health (HITECH)
Breach Notification requirements by clarifying when
breaches of unsecured health
information must be reported
to HHS.
Link to the press release:
www.hhs.gov/news/press/2013pres/
01/20130117b.html

Link to the rule published
in the Federal Register:
www.federalregister.gov/a/2013-01073

Providers form new
Medicare Accountable
Care Organizations
Doctors and health care
providers have formed
106 new Accountable Care
Organizations (ACOs) in
Medicare, ensuring that as
many as 4 million Medicare
beneficiaries now have access
to high-quality, coordinated
care across the United States,
according to a January press
release from Health and
Human Services (HHS)
Secretary Kathleen Sebelius.
Doctors and health care
providers can establish ACOs
in order to work together to
provide higher-quality care to
their patients. Since passage

of the Affordable Care Act,
more than 250 ACOs have
been established. Beneficiaries
who use ACOs always have
the freedom to choose doctors
inside or outside of the ACO.
ACOs share with Medicare
any savings generated from
lowering the growth in health
care costs while meeting standards for quality of care.
The new ACOs include
a diverse cross-section of
physician practices across
the country. Roughly half
of all ACOs are physicianled organizations that serve
fewer than 10,000 beneficiaries. Approximately 20% of
ACOs include community
health centers, rural health
centers, and critical access hospitals that serve low-income
and rural communities.
Summer 2013 is the next
application period for organizations that wish to participate
in the Shared Savings Program
that begins in January 2014.
Link to more information about the Shared Savings
Program: www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
sharedsavingsprogram/index.html

Link to the HHS press
release: www.hhs.gov/news/
press/2013pres/01/20130110a.html

Read the latest news online · www.hcca-info.org/news
888-580-8373  www.hcca-info.org
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Omnibus HIPAA
final rule released
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Government
Compliance Conference
June 10, 2013 | Washington DC
Learn from these sessions how to separate
strong corporate compliance & ethics
programs from mere window dressing:
• Corporate broken windows: how regulators and
the enforcement community can make compliance
and ethics programs work
• What are the essential elements of an effective
compliance program?
• Compliance programs: the government’s role
• Paper or performing: assessing a compliance program
• How to reach small and medium-sized enterprises
• Getting us all on the same page: a roundtable
discussion

Learn more at

www.corporatecompliance.org/events

SPEAKERS INCLUDE:
Leo Mackay — Corporate Vice President,

Lockheed Martin

Denis McInerney — Chief, Fraud Section,
Criminal Division, U.S. Department of Justice
Stephen L. Cohen — Associate Director,
Division of Enforcement, Securities and Exchange
Commission
Paula J. Desio — Professional Ethics LLC
Patricia Harned — President, Ethics
Resource Center

James Sheehan — Chief Integrity Officer/
Executive Deputy Commissioner, New York City
Human Resources Administration
Paul McNulty — Partner, Baker & McKenzie
Marjorie Doyle — Managing Director,

Aegis Compliance & Ethics Center

Billy Jacobson — Senior VP, Co-General
Counsel, Chief Compliance Officer, Weatherford
International
Odell Guyton — Partner, Meade, Roach &

Annulis, LLP

Joe Murphy — Of Counsel, Compliance
Systems Legal Group

Pat Gnazzo — Better Business Processes, LLC

HCCA News

HCCA conference news
Compliance Institute

Basic Compliance Academies

April 21–24, 2013 | National Harbor, MD
(DC Metro Area)
Register to see these Keynotes:
·· Be Quiet, Be Heard: The Paradox of
Persuasion — Peter & Susan Glaser
·· ACO/Healthcare Reform —
Shawn DeGroot, Frank Sheeder,
Troy Barsky, Mark McClellan, Mary Fischer
·· Dan Heath — Author of best-sellers Switch
and Made to Stick and the new book Decisive
·· OIG Update — Daniel R. Levinson,
Inspector General, U.S. Department of
Health and Human Services

Academies are limited to 75 attendees. In 2012,
all Academies sold out and the first ones of
2013 are already sold out. If you’re thinking of
registering for one of the remaining Academies
in 2013, do so today to make sure you are
able to attend the one that works with your
schedule. Visit www.hcca-info.org/academies to see
dates and locations.

June 2–5, 2013 | Austin, TX
Learn best practices and the latest thinking on:
·· When Research Fails: Integrating Research
into Electronic Health Records (EHR)
·· Investigator-Sponsored Investigational
New Drug Applications (INDs)
·· Road Map to Effort Reporting
·· Non-FDA Licensed Drugs in Research
—Who’s Worried?
·· Clinical Research Enforcement Initiatives
and False Claims Act Update
·· Effective Financial Management of
Your Research Program

Regional Conferences
Network locally and get the latest on the key
challenges facing your compliance community.
HCCA Regional Conferences provide a forum to
interact with local compliance professionals, share
information about your compliance successes and
challenges, and create educational opportunities
for compliance professionals to strengthen the
industry. Visit www.hcca-info.org/regionals to see dates
and locations.

These Academies focus on compliance issues
related solely to research and the many areas
that affect research compliance officers and their
staff on a day-to-day basis. With a wide range of
research-related issues becoming hot topics with
enforcement agencies, these Academies provide
attendees with relevant information. A small
class size encourages hands-on educational
techniques, small group interaction, and
networking. Visit www.hcca-info.org/academies to see
dates and locations.

Privacy Basic Compliance Academies
These Academies are comprehensive and
cover a broad spectrum of law and regulations
that affect health care organizations. Their
faculties are made up of experts in the field.
Courses are designed for participants who have
a basic knowledge of compliance concepts and
some professional experience in a compliance
function. Visit www.hcca-info.org/academies to see
dates and locations.
Compliance Today  April 2013

Research Conference

Research Basic Compliance Academies

Find the latest conference information online · www.hcca-info.org/events
888-580-8373  www.hcca-info.org
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HCCA News

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

Speak at an HCCA event

Contact HCCA members

Speaking at a conference is one of the many
ways to meet new people, share your ideas
and stories, and get involved in HCCA. New to
public speaking? Start off easy by speaking at
one of HCCA’s 90-minute web conferences via
phone. Love public speaking? Sign up to present at one of our many events throughout the
year. The Call for Speakers page lists HCCA’s
event speaking opportunities. Have a local following? Speak at an HCCA Regional Conference
by contacting the Regional Conference planner
at service@hcca-info.org or 952-405-7900.

Did you meet a great mentor or mentee at the
last Regional Conference you attended, but
you lost their contact information? Find them
in HCCA’s Member Directory. Once logged in
to our website, click on Member Directory from the
Membership drop-down and fill in the information you know.

www.hcca-info.org/Events/CallforSpeakers.aspx

CCB CEU credits on a shoestring budget
Looking for ways to earn CCB CEUs on a
shoestring budget? CCB awards 1.0 non-live
CEU for passing each Compliance Today quiz.
A quiz for each issue of the magazine is located
on HCCA’s website, in PDF or online format.
www.hcca-info.org/Membership/MyAccount/AddCEUs.aspx

Compliance Today  April 2013

Update your password
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Want to change your HCCA website password,
but don’t know how? Login to the HCCA
website and click on the Change Password link on
the homepage. Or, on the My Account page, click
Update Profile to update your username, password,
bio, and contact information. Unsure what your
password is? Click the Forgot Login? button on the
HCCA homepage and your existing password
will be emailed to the email address we have
on file. www.hcca-info.org/Membership/MyAccount

Example: You remember she was from
Dallas and worked at Children’s Medical
Center. Type the city and state and then click
Search to sort by organization. A list of all members meeting the criteria will be displayed. Click
on an individual’s name to view the contact
information. www.hcca-info.org/Membership/MyAccount/
MemberDirectory.aspx

Find the latest HCCA website updates online · www.hcca-info.org
www.hcca-info.org  888-580-8373

HCCA News

news
Contact Eric Newman at 952-405-7938 or email him at eric.newman @ hcca-info.org with any questions about HCCAnet.

®

®

Reply to these popular discussions
·· Auditing and Monitoring Health Care
–– Hospital compliance auditor job descriptions
http://bit.ly/complianceauditor
–– OIG Exclusion list: Which hospital employees?
How often to search? http://bit.ly/exclusionlist

·· Behavioral Health Care Compliance
–– Domiciliary intensive outpatient programs
http://bit.ly/iopprogram
–– Client rights and responsibilities
http://bit.ly/clientrights

·· Chief Compliance and Ethics Officer
Health Care
–– Text for health care compliance laws
http://bit.ly/hcclaws
–– Proper ordering of urine cultures
http://bit.ly/urinecultures
–– OSHA: Does anyone have any good resources
regarding OSHA requirements?
http://bit.ly/oshaquestion

·· Hospitals
–– Sanction screening http://bit.ly/sanctionscreening
–– EHR & the test environment http://bit.ly/ehrtest
–– PHI audits, Vendor Exclusion Lists checks and
security of mobile devices http://bit.ly/phiaudits
–– Physician Supervision Rule
http://bit.ly/physiciansupervision

·· HIPAA
–– Ongoing HIPAA training http://bit.ly/ongoinghipaa
–– HHS issues letter to providers on disclosures
to avert threats to health or safety
http://bit.ly/ocrletter
–– Notice of Privacy Practice and patient photos
http://bit.ly/patientphoto
–– Revenue of a Business Associate
http://bit.ly/revenueba
–– Auditing records release http://bit.ly/auditingrecords
–– Question on inadvertent disclosure
http://bit.ly/inadvertentdisclosure
–– Verification process for inpatient inquires
http://bit.ly/verifycalls

·· Physician’s Compliance Professionals
–– Medication in physician office
http://bit.ly/medicationpo
–– Compliance program structure
http://bit.ly/cpstructure

s cialize
·· Join the HCCA Group on LinkedIn,
now with over 13,500 members!
www.hcca-info.org/linkedin

·· Follow the HCCA Company Page on LinkedIn
www.hcca-info.org/li

·· Like HCCA on Facebook
www.facebook.com/HCCA

·· Follow @theHCCA on Twitter
www.twitter.com/theHCCA

·· Add HCCA to your circles on Google+
www.hcca-info.org/google

·· Watch compliance videos on the HCCA
YouTube Channel
www.youtube.com/compliancevideos

Find the latest HCCAnet updates online · www.hcca-info.org/HCCAnet
888-580-8373  www.hcca-info.org
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HCCAnet is the most comprehensive social network for health care
compliance professionals, now with more than 11,000 members.
Subscribe to discussion groups and get your compliance questions
answered. Stay informed on the latest health care compliance news
and information. Participate in 3 easy steps:
1. L ogin with your HCCA username and password at
www.hcca-info.org/HCCAnet.
2. Click My Subscriptions to subscribe to discussion groups.
3. Click Post to participate in a group by posting a question.
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People on the Move

· The American College
of Healthcare Executives
(ACHE) has named Deborah
J. Bowen, FACHE, CAE, its
new President and Chief
Executive Officer. Bowen will
assume the role May 13, 2013.
· Andrew Finkelstein, JD,
CCEP was recently named
Chief Compliance Officer
with Tufts Medical Center in
Boston, Massachusetts.
· Noam B. Fischman was
recently named Shareholder
in the Washington, DC offices
of Polsinelli Shughart, PC.
· Deb Gallico has been
named Director, HIM
Compliance for Detroit
Medical Center. Formerly
Gallico worked for Anthelio,
a vendor company which
provides HIM services to the
Detroit Medical Center.

Compliance Today  April 2013

· TMG Health, the leading
national provider of expert
solutions for health plans in the
Medicare Advantage, Medicare
Part D, and Managed Medicaid
markets, recently announced
the appointment of Mary
Anne Kania as Director of
Audit Services.
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· Todd Kerr, an accomplished health industry
compliance and audit executive based in Nashville, has
joined Deloitte & Touche
LLP’s expanding national
www.hcca-info.org  888-580-8373

People
on the
Move

recently announced the addition of Frankie Rios as its new
Vice President of Information
Security and Compliance.
Frankie will oversee and
implement the company’s
information security, privacy
and compliance program,
ensuring that GNAX’s security
and compliance technologies and processes adhere
to all appropriate industry
standards, including HIPAA,
HITECH, HITRUST, PCI,
MAR, FISMA, FDA, and SSAE.

Governance, Regulatory
and Risk Strategies (GR&RS)
practice. Kerr is a Managing
Director serving Deloitte’s
health care clients.

· Suzanne Shepard was
recently named Revenue
Cycle Executive for Cerner
Corporation in Kansas City,
Missouri.

· NuHealth System recently
announced the appointment
of Karen G. Leslie, Esq. as its
Chief Compliance Officer. In
that capacity, Leslie is responsible for swiftly and thoroughly
investigating any suspicions of
fraud, waste, or abuse through
NuHealth’s internal compliance
programs and processes. If a
violation of NuHealth’s Code of
Ethics or other wrongdoing has
occurred, Leslie is responsible
for implementing an appropriate corrective action plan,
including disciplinary action
against wrongdoers.

· Prime Therapeutics, a leading pharmacy benefit manager,
announced today that it has
hired Ann Tobin as Chief
Compliance Officer. Tobin will
oversee the company’s corporate compliance function.

· GNAX Health, a leading
healthcare technology infrastructure and application
delivery service provider,

Received a promotion?
Have a new hire in
your department?
· If you’ve received a promotion,
award, or degree; accepted
a new position; or added a
new staff member to your
Compliance department, please
let us know. It’s a great way to
keep the Compliance community
up-to-date. Send your updates to
margaret.dragon@hcca-info.org.

Help Keep Your
Compliance Program
Fully Staffed

List Your Job Openings
Online with HCCA
It’s hard to have an effective compliance program
when you have openings on your team. Help fill
those openings quickly—list your compliance job
opportunities with the Health Care Compliance
Association.
Benefits include:
• Listing is posted for 90 days to maximize exposure
• Targeted audience
• Your ad is also included in our bi-weekly HCCA Jobs
Newsletter, which reaches more than 14,000 emails
Don’t leave your compliance positions open any longer
than necessary. Post your job listings with HCCA today.

Visit www.hcca-info.org/newjobs
Or call us at 888-580-8373

Feature

Frank Sheeder, JD, CCEP

Partner, DLA Piper

an interview by Roy Snell, CHC, CCEP‑F

Frank Sheeder’s commitment
to compliance certification
This interview with Frank Sheeder (frank.sheeder@dlapiper.com)
was conducted by HCCA and SCCE Chief Executive Officer Roy Snell
(roy.snell@corporatecompliance.org) in the first quarter of 2013.

Compliance Today  April 2013

To date, 4,690 individuals have achieved CHC certification and
more than 2,360 have achieved the Certified Compliance and
Ethics Professional (CCEP) certification offered through the
Compliance Certification Board (CCB).
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RS: Frank, thank you for taking the time
for this interview. Would you give us a general
overview of your background in Compliance
and health care?
FS: Sure. I began practicing law in Dallas in
1987, just as the savings and loan crisis began.
www.hcca-info.org  888-580-8373

Working on that litigation required me to deal
with government regulators and enforcers on a
regular basis. As that wound down, my mentor
counseled me to become a health care enforcement and compliance attorney, which is where
this journey began. The more I learned, the
more I became passionate about helping providers to follow the rules and defending them
when someone says they aren’t.
RS: How has your career evolved since you
made that decision?
FS: As you and I have discussed many
times, “Compliance has been very good
to me.” At first, my fellow attorneys were

Feature

We work with compliance
professionals across the
country who have the CHC
credential, and we believe
it is important for us to
have the same status.
RS: I understand that you have six attorneys in your practice who are Certified in
Healthcare Compliance (CHC), and that
you are a Certified Ethics and Compliance
Professional (CCEP). Why did you and your
colleagues decide to become certified?
FS: It’s simple. We are committed to health
care compliance, as a team and individually.
We work with compliance professionals across
the country who have the CHC credential, and
we believe it is important for us to have the same
status. Our passion for serving health care clients
runs really deep. I should note that I have the
CCEP credential because I was once on the committee that helped to draft some of the CHC exam
questions. I wanted to have the full certification

experience, so I sat for the CCEP, which is like
the CHC but it is not focused on one industry.
RS: For the six attorneys on your team who
are CHCs, can you tell us more about them—
who they are, their practice areas, and why
they sought compliance certification?
FS: As I mentioned, our passion goes
beyond just being health care attorneys.
Compliance is also a huge part of what each
of us does and enjoys personally.
Doreen Bartlett has a Masters in
Nursing, has been in-house counsel
for a health system, and is a former
compliance officer. She has been in our
clients’ shoes and can bring experience from
each of these perspectives to challenging issues.
Lara Compton was in-house counsel
at a health system and understands the
demands placed on our clients. Before
becoming an attorney, she was a staff
researcher in a university laboratory.
Becca McKnight has been active in our
firm’s Clinical Trials Working Group,
works extensively on FDA matters,
and edits our health care compliance
and general health care blogs.
Leslie Murphy is a Certified Coding
Specialist, and she brings that
experience to bear on compliance
matters daily.
Brad Smyer was an EMT before going
to law school, and he clerked for a
Senior United States District Judge.
He helps us to keep abreast of legal
developments that are critical to our clients, like
new enforcement theories and Administrative
Law Judge decisions involving Recovery Audit
Contractors.
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skeptical about what I was trying to do.
Undeterred, and probably in an effort to prove
them wrong, I spent a lot of time learning about
compliance, getting involved in HCCA, and
surrounding myself with people who shared
my passion for compliance. The path has been
an excellent one. I’ve been blessed with a great
group of colleagues and a wonderful law practice. I was honored to serve as the immediate
past President of HCCA and I’m the Chair of the
Health Care Enforcement and Compliance practice at one of the largest firms in the world, DLA
Piper. There are more than 30 core members of
our team, not counting all of the attorneys in
allied disciplines. My involvement in HCCA
has been vital to these accomplishments.
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Keri Tonn has a Master of Science in
Health Care Administration and was
the editor of a health care law journal.
Before becoming a health care
attorney, she was the assistant vice president
of a children’s
hospital. She
continues
to dedicate
a great deal of
volunteer time
to women’s
and children’s
health issues.

you’ll find a better health care compliance
team.
RS: It seems like a novel approach for a
law firm to support an industry certification. I wonder,
was it hard to sell
DLA Piper on
this commitment?
FS: Not at all.
In fact, it was just
the opposite. Our
firm has long
been committed to assisting
health care clients,
especially in the
compliance realm.
We are a corporate
member of HCCA.
The Global Chair of
our firm and other senior leaders developed a
vision for a dedicated health care enforcement
and compliance practice as they were bringing me aboard. We enjoy considerable support
and encouragement. Ensuring that our attorneys have the right
compliance credentials has been a
natural component
of our collective
vision and it has
contributed to
our strong growth.

Having the same
credentials as our clients
helps us to see things
from their perspective.
They recognize and appreciate
our commitment to,
and passion for,
compliance.
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I’m extremely
proud of this team
and their commitment to compliance
and the health
care industry, and
am humbled to be among such accomplished
colleagues.
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RS: What is the benefit to you and
your colleagues at DLA Piper of being
CHC certified?
FS: Having the
same credentials as
our clients helps us
to see things from
their perspective.
They recognize
and appreciate
our commitment
to, and passion
for, compliance.
Also, I understand
that we have more
CHCs than any
other law firm—
this sets us apart as a market leader in health
care compliance. I’m biased, but I don’t think

Also, I understand
that we have more
CHCs than any other
law firm— this sets us
apart as a market
leader in health care
compliance.
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RS: Do your
clients appreciate
that so many of
you are certified
in compliance?
FS: Absolutely.
As you know, a lot of folks say they know
something about compliance. With this

Feature

credential, our clients recognize that maybe
we really do.
RS: Would you suggest that other practicing attorneys also seek to become Certified in
Healthcare Compliance and if so, why?
FS: Yes. Having a CHC certainly helps
when we make hiring decisions. And of
course, there’s no doubt that this is a great
practice area and that any attorney who wants
to be serious about it should consider becoming certified. It’s not a practice in which one
can dabble—there’s too much at stake.
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RS: How did you and your colleagues
prepare for the CHC and CCEP certification
exams?
FS: In several ways. We have participated
in HCCA and attended conferences, teleconferences, and other programs for a long time.
We also read Compliance 101 and completed
the practice questions. We studied the OIG
Compliance Program Guidance materials and
other key pronouncements. And we helped
one another. By the way, attending an HCCA
Academy is an excellent way to prepare for
the exam.
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Exhale

by Shawn DeGroot, CHC-F, CCEP, CHRC

ACOs: Process vs. regulation
Navigant Consulting in Denver. Shawn also serves as President of the HCCA
Board of Directors.

A

s of January 10, 2013, 106 new
Accountable Care Organizations
(ACOs) have been formed, for a total
of 250, with the intent to provide higher quality care and reduce costs. The ACOs will share
with Medicare any savings generated, provided they meet quality standards.
With 33 quality measures, 15 Advance
Payment Model ACOs, as well as the
Pioneer ACO program, the web of
compliance and legal involvement
and responsibility has expanded.
ACO obligations and mandaDeGroot
tory compliance program elements
include participants, providers, suppliers, and any individuals or entities that
perform services related to the ACO. While
the typical obligations include (but are not
limited to) the Anti-Kickback Statute, Stark
physician self-referral law, False Claims Act,
gain-sharing, and standard compliance program structure, the underlying components
to avoid legal issues and maintain an effective ACO include a clear documented process
for the following items:
1. Conflict of interest
2. Certification trail
3. Waivers (e.g., pre-participation, participation, shared savings distribution,
compliance with Stark exception,
gain-sharing, patient incentives, etc.)
4. Mechanisms to report probable violations
of law by participants, providers, suppliers,
vendors, or contractors

5. Compliance officer and board/administrative reporting (if they are the same
individual for the ACO and existing
provider)
6. Inducements for healthy behavior
(e.g., fair market value)
7. Marketing material restrictions
(e.g., avoid “cherry picking”)
8. Patient freedom of choice
(e.g., limits on mandatory referrals)
9. Patient access
(e.g., no under-utilization)

The process vs. the regulation is
often the greater challenge
for organizations and
compliance officers,
and success with
ACO implementation
requires both.
Finally, record retention for all of the above
will be crucial, as well as following the 45 CFR
Parts 160 and 164 for HIPAA Privacy, Security,
Enforcement, and Breach Notification, published earlier this year. Too often compliance
programs are based on existing policies, but
not supported with a culture that embraces
a legitimate process that can be defined and
is understandable, known, and followed.
The process vs. the regulation is often the greater
challenge for organizations and compliance
officers, and success with ACO implementation requires both.
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Shawn DeGroot (shawn.degroot@navigant.com) is an Associate Director at
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by Janice A. Anderson, Esq. and Joseph T. Van Leer, Esq.

What every compliance
officer should know about
payment changes for 2013
»» The Inpatient Prospective Payment System (IPPS), Outpatient Prospective Payment System (OPPS), and the Medicare
Physician Fee Schedule (MFPS) final rules further implement the quality-related payment programs of the ACA.
»» Payments based on quality metrics could result in False Claims Act liability if hospitals do not accurately report or the
metrics indicate poor quality care.
»» Timeframes are short to appeal quality-based payments and each step in the review and correction process must be met
before an appeal will be permitted.
»» Keep abreast of changes to current reimbursement policy (i.e., patient status), because these changes impact compliance
policies and practices.
»» Hospitals must immediately implement processes to respond to changes to the 3-day payment window and its impact on
hospital-owned physician practices.

Janice A. Anderson (janderson@polsinelli.com) is Shareholder and
Joseph T. Van Leer (jvanleer@polsinelli.com) is an Associate in the

(OPPS), and the Medicare Physician
Fee Schedule (MFPS) final rules.

Chicago office of Polsinelli Shughart PC.
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he Patient Protection and Affordable
Care Act and the Health Care and
Education Reconciliation Act (collectively, the ACA) established several new
programs designed to connect payments for
health care services to quality. The Centers
for Medicare & Medicaid Services (CMS) has
begun implementing these programs over
recent years, and thus, hospitals are faced
with new challenges. These programs and
other recent payment changes are increasingly important for compliance officers to
consider. This article will discuss key topics
related to quality-based payment programs
that every compliance officer should know for
2013, based on regulations enacted under the
Inpatient Prospective Payment System (IPPS),
Outpatient Prospective Payment System

www.hcca-info.org  888-580-8373

Quality metrics and the False Claims Act
Several new programs demonstrate
the government’s eagerness to align
payment with quality of care. The
Anderson
motivating factor for this change is
not just to improve the quality and
safety of the health care system,
but also because poor quality care
is becoming a very real expense.
Reports of medical errors and the
accompanying staggering costs leave
no question as to why the government’s attention is directed at making
Van Leer
quality of care a top compliance
concern for health care providers.
Hospitals are also a principal target of
overpayment recovery and fraud enforcement,
which is expected due to the extraordinary
amount of federal funds spent on hospital
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Quality overview
The Hospital Inpatient Quality Reporting
(IQR) program, which is the backbone of
several of the key payment reforms, will continue in 2013. Congress established the IQR
(formerly called Reporting Hospital Quality
Data Annual Payment Update or RHQDAPU)
under the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003
(MMA). In order to provide financial incentive for hospitals to participate, CMS instituted
a reduction of 2% of the IPPS market basket
update for hospitals that do not participate.
CMS publishes the data on the Hospital
Compare website (http://www.hospitalcompare.hhs.gov) after a 30-day review period.
CMS has also begun instituting similar programs for the hospital outpatient services,
ambulatory surgery centers, long-term acute
care hospitals, and other providers.
In the FY 2013 IPPS final rule, CMS proposed programmatic changes to the Hospital
IQR program for the FY 2015 payment determination and subsequent years, and still

requires that IPPS hospitals successfully report
on 57 measures in FY 2013, 55 in FY 2014, 59 in
FY 2015, and 60 in FY 2016. For 2013, hospitals
that fail to report will see only a 0.8% increase
in their market basket.
Value Based Purchasing
The ACA mandated the implementation of the
Value Based Purchasing (VBP) program. The
VBP program pays hospitals based upon how
well they perform on a specific set of quality
measures. To date, only subsection (d) hospitals
(i.e., IPPS hospitals) are subject to the program.
CMS is measuring hospital performance for
purposes of VBP in several different areas,
called domains. The domains use several measures to calculate each respective domain score.
These scores contribute to the total performance score (TPS), which CMS uses to calculate
a hospital’s incentive payment. (This program
was discussed in greater detail in the June 2012
Compliance Today article, “A timeline for change:
A discussion of Affordable Care Act Provisions.”)
In the FY 2013 final rule, CMS added
both new domains and new measures within
each domain, along with a revised domainweighting scheme for FY 2015. CMS also added
two additional measures to the Outcomes
domain for FY 2015: (1) PSI-90, the AHRQ
Patient Safety Indicator composite measure,1
and (2) the central line-associated blood stream
infection (CLABSI) measure.
As expected, CMS added the Medicare
Spending per Beneficiary measure to a new
Efficiency domain for FY 2015. This measure
assesses Medicare Part A and Part B payments
per beneficiary from the date of a beneficiary’s
hospital admission through 30 days after discharge and is adjusted for age, severity of illness,
geography, and other payment factors. This was
an expected addition, because CMS originally
proposed this measure in the FY 2012 IPPS
final rule, but later removed it in the CY 2012
OPPS final rule.
888-580-8373  www.hcca-info.org
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services. The ACA created new resources
devoted to enforcement, including new programs, enhanced penalties, and increased
funding to ensure that quality care is a priority
for regulatory enforcement. In using its primary tool to combat health care fraud, the False
Claims Act (FCA), the government relies on a
variety of legal theories to determine whether
submitting claims for payment based on poor
quality or medically unnecessary care is tantamount to fraud. Understanding these legal
theories and how they will apply when payment is directly tied to quality of care can help
providers understand these areas of compliance
risk. Below is a brief overview of some to the
key programs addressed in the IPPS and OPPS
2013 final rules, and how a failure to properly handle these new quality-based payment
requirements could result in FCA liability.
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Readmissions reduction
The ACA also established the Medicare
Hospital Inpatient Readmissions Reduction
program, which will further reduce IPPS
payments for acute care hospitals that have
higher than expected readmission rates for
certain conditions. The program, which began
on October 1, 2012, creates financial incentives to reduce preventable readmission rates
by penalizing hospitals that have excessive
readmissions.
The general framework of the program
is that CMS will reduce base operating
[diagnosis-related group] DRG payments,
by an “adjustment factor” that accounts for
excess readmissions. The payment reduction

is capped at 1% in FY 2013, 2% in FY 2014, and
3% in FY 2015 and beyond (the “floor adjustment factor”).
The readmissions measures that will apply
for first year of the program include:
·· acute myocardial infarction 30-day risk
standardized readmission measure;
·· heart failure 30-day risk standardized
readmission measure; and
·· pneumonia 30-day risk standardized
readmission measure.
Additionally, CMS will use three years of
data for discharges (from July 1, 2008 through
June 30, 2011) as the period upon which to
calculate the excess readmission ratio for each
of the three proposed measures, which is consistent with the timeframe used to report the
measures under the IQR program. Also consistent with the IQR program, CMS will require
each hospital to have a minimum of 25 discharges for each of the three measures for the
2013 Readmissions Reduction program to apply.
The excess readmission ratio is the ratio of
actual readmissions to risk-adjusted expected
readmissions and will be used to determine
the adjustment factor. This means that the
ratio will be less than one if the hospital performs better than average, and the ratio will be
greater than one if it performs worse. Like the
IQR program, hospitals will have an opportunity to review and submit corrections to CMS
regarding their readmission rates and excess
readmission ratios before the information is
used to reduce payments and made public.
In the FY 2013 final rule, CMS finalized the
definition of base-operating DRG payments to
include the wage-adjusted DRG payments and
any technology add-on payments, but it does
not include outlier payments, disproportionate
share payments, VBP payments, etc.
The 2013 final rule also explained the
calculation of aggregate payments for excess
admissions. In order to calculate aggregate
888-580-8373  www.hcca-info.org
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Additionally, CMS established case
minimums for FY 2015. The ACA requires
the Secretary to exclude from a hospital’s VBP
calculation those measures and domains
where the hospital does not report a minimum
number of cases. For FY 2013, CMS established minimums of 10 cases per measure
and a minimum of four total measures for
the Clinical Process of Care domain and a
minimum of 100 completed surveys for the
Patient Experience of Care domain. For FY 2014,
CMS will require the same minimums for the
Clinical Process of Care and Patient Experience
of Care domains and a minimum of 10 cases
for the three 30-day mortality measures.
In FY 2015, CMS is increasing the minimum
number of cases for the three 30-day mortality
measures to 25, establishing minimums of
three cases for any of the underlying indicators for the AHRQ PSI composite measure,
and requiring a minimum of one predicated
infection for the CLABSI measure. In order
to receive a score for the Outcomes domain,
a hospital must report on two measures and
must report on 25 cases for only the Efficiency
domain measure (Medicare Spending per
Beneficiary measure).

25

Feature

payments for excess readmissions, CMS will,
for that condition, multiply the sum of the
base operating DRG payments for each of the
three conditions used in the program (i.e.,
acute myocardial infarction, heart failure,
and pneumonia) by
the excess readmission ratio (as defined
above). The sum for
all three conditions
that are included in
the Readmissions
Reduction program
then will be divided
by the aggregate
payments for all discharges. A visual of
this calculation is provided in figure 1.
The base-operating DRG payment will
be adjusted by multiplying the adjustment
factor to the hospital’s base DRG payments.
The adjustment factor equals the greater of
(1) 1 minus the ratio of aggregate payments

for excess readmissions to the aggregate
payments for all discharges; or (2) 0.99 (1%
reduction) in FY 2013, 0.98 (2% reduction) in FY
2014, and 0.97 (3% reduction) in FY 2015. Thus,
in FY 2013, the maximum penalty is 1%.
Unfortunately,
there is little that
hospitals can do to
prevent a payment
reduction for poor
readmissions data in
2013, because CMS
will use data for past
discharges (July 1,
2008 through June
30, 2011). In fact, CMS
has already published
the FY 2013 results for
individual hospitals,
which can be found on its website. According
to Kaiser Health News, more than 2,000 hospitals will be penalized by the program,
accounting for a savings of approximately
$280 million in Medicare funds.2

…hospitals should
immediately focus on
strategies to reduce
readmissions rates…
to avoid future penalties
when the amount at risk
increases to up to 3% of
total DRG payments.

Aggregate payments* for excess readmissions =
[sum of base operating DRG payments for AMI x (Excess Readmission Ratio for AMI-1)]
+ [sum of base operating DRG payments for HF x (Excess Readmission Ratio for HF-1)]
+ [sum of base operating DRG payments for PN x (Excess Readmission Ratio for PN-1)]

Aggregate payments* for all discharges =
sum of base operating DRG payments for all discharges

Ratio =
Compliance Today  April 2013

1 – (Aggregate payments* for excess readmissions/Aggregate payments for all discharges)
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Readmissions Adjustment Factor for FY 2013 is the higher of the ratio or 0.99
* based on claims data from FYs 2008-2011
NOTE: AMI means acute myocardial infarction, HF means heart failure, and PN means pneumonia.
Figure 1: C
 alculation of aggregate payments for excess admissions
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Hospital-Acquired Condition program
CMS has made further changes to the HospitalAcquired Condition (HAC) program in the 2013
final rules. Under the HAC program, hospitals
do not receive the additional DRG payment for
treating a complicating condition, if one of the
HACs occurred during a hospitalization and
was not present on admission. Currently, there
are 12 HAC categories, each of which CMS
identified as a condition that (1) is high cost or
volume, (2) results in the assignment of a case
to an MS-DRG with a higher payment rate, and
(3) can reasonably be prevented through the
use of evidence-based guidelines. CMS projects
$24 million in total savings from the HAC program for FY 2013 alone.
For FY 2013, CMS added iatrogenic pneumothorax with venous catheterization as a new HAC
condition. CMS had considered adding this to the
program in FY 2009, but declined to do so, due
to a lack of consensus in the medical community regarding its preventability. In response to
commentators’ concerns, CMS reviewed changes
in the standard-of-care and evidence-based
guidelines relative to iatrogenic pneumothorax
to identify specific situations where there was
consensus that the condition is reasonably preventable. Based on this review, CMS concluded
that iatrogenic pneumothorax is reasonably
preventable in the context of venous catheterization, and therefore, added it as a new condition in
the 2013 final rule. The new condition applies to
discharges occurring on or after October 1, 2012.
CMS also added another procedure to the
surgical site infection (SSI) HAC. As of FY 2013,
SSI following cardiac implantable electronic device
procedures is added to the SSI HAC category.

We anticipate that CMS will continue
to expand this program in the future.
Additionally, the ACA requires CMS to
impose an additional penalty for hospitals that
incur a high rate of HACs by reducing payment by 1% for hospitals with HAC rates in
the top quartile (25%) relative to the national
average of HACs. This additional penalty is
expected to take effect in FY 2015 and likely
will be addressed in future rulemaking.

Potential False Claims Act liability
The FCA delivers harsh penalties to deter
providers from engaging in dishonest or
fraudulent billing practices. It also contains a
whistleblower or “qui tam” provision whereby
private individuals may recover a portion of
the recovery when a lawsuit is successful, further incentivizing parties who have insider
information to come forward.
Generally, a FCA violation must meet three
statutory elements: (1) the claim must be submitted to the U.S. government; (2) the claim
must be false; and (3) the claim must have
been submitted knowingly (i.e., either known
to be false or made with reckless disregard for
its truth or falsity). Additionally, states have
adopted their own versions of the FCA and
offenders may be prosecuted on either or both
fronts. The ACA and the Fraud Enforcement
Recovery Act (FERA) of 2009 expanded the
FCA to make it easier for the government to
sustain convictions by, among other changes,
lowering the public disclosure standard,
amending the original source provisions, and
making the failure to return an “identified”
overpayment clearly a false claim.
Compliance officers should understand
the potential FCA liability resulting from the
quality-related payment programs, specifically
as it relates to inaccurate quality reporting,
which may result in a false certification.
Notably, prosecutors have alleged that false
certifications may violate the FCA, even in
888-580-8373  www.hcca-info.org
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TIP: Given the increase in penalties in
future years, hospitals should immediately
focus on strategies to reduce readmissions
rates for these and other conditions to avoid
future penalties when the amount at risk
increases to up to 3% of total DRG payments.
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cases where the defendant has not made an
expressly false certification. Fraud under a
theory of “false certification” is based on the
premise that the submission of a claim for
payment to the government creates representation (express or implied) that the underlying
care complies with all applicable legal requirements necessary to bill for the service.
Many measures utilized in the programs
discussed above are claims-based, meaning
that CMS will extract data from claims submitted by each provider. However, several
measures are still “chart-abstracted,” meaning
that hospital staff will review patient records
to determine results on each measure. This
enhances the potential for mistakes, and thus,
the potential for false certifications.
Courts also recognize FCA claims based
on the theory of worthless services. This
theory holds that a claim may be fraudulent
if the care performed, although otherwise
medically indicated and in compliance with
regulations, is of such poor quality as to be
deemed worthless. This theory of liability
is distinct from the false certification theory
(discussed above) in that it focuses squarely
on the quality of care provided, rather than
on certifications to
support billing or
compliance with laws
and regulations.
“Worthless
services” is a high
standard. One court
required a showing
that “the performance
of the service is so
deficient that for all
practical purposes it
is the equivalent of no
performance at all.”3 Nevertheless, as the government turns a spotlight on the quality of care
through the quality-related payment programs,
worthless-services claims may proliferate.

The rules and the appeals processes
The IPPS and OPPS final rules address requirements for appealing CMS decisions related to
VBP, readmissions, HAC, and other qualityrelated payment programs. We summarize
some of the procedures below, but urge readers
to seek legal guidance in the event they wish to
submit such an appeal.
IQR & OQR reconsideration
Hospitals that fail to successfully report on
the IQR and the Outpatient Quality Reporting
programs face a 2% reduction in their market
basket update under each payment system.
When CMS determines that a hospital did
not meet the requirements in a fiscal year, the
hospital may submit a request for reconsideration to CMS no later than 30 days from the
date identified on the Hospital IQR or OQR
Program Annual Payment Update notification
letter. Upon denial of a reconsideration request,
the hospital may submit an appeal with the
Provider Reimbursement Review Board.
VBP program corrections and appeals
CMS established a process through which
hospitals could review and correct their
claims-based measure rates, their
condition-specific
scores, domainspecific scores, and
TPS. Beginning in FY
2014, CMS will provide hospitals with
confidential reports
that contain the
claims-based measure
rate calculations and
additional confidential discharge-level data, and a process through
which hospitals could review and submit corrections to their condition-specific performance,
performance on each domain, and their TPS.

[To preserve appeal rights,
hospitals] will have
30 days to review and
submit corrections to their
confidential reports and
TPS reports once they are
posted to QualityNet.
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Readmissions Reduction Program appeals
For the Hospital Readmissions Reduction Pro
gram, CMS will also provide hospitals with a
period of 30 days to review and submit corrections on information used to calculate their
excess readmission ratios. This 30-day period
begins the day a hospital receives its confidential Hospital-Specific Reports (HSRs) and the
accompanying discharge-level information is
posted to its QualityNet accounts. For FY 2013,
the 30-day review period was from June 20,
2012, to July 19, 2012. As with VBP, participation in the review and correction process is
necessary before an appeal can be submitted.

Current reimbursement policy
Compliance officers should keep abreast of
changes in the reimbursement policies. In addition to the newly developed programs, the

IPPS and OPPS final rules also made changes
to existing reimbursement policies, including
the rules governing patient status, the 3-day
payment window, and site-of-service differentials. We anticipate that similar policy changes
will continue to occur in future years. As such,
hospitals must monitor such changes to adjust
compliance programs in a timely manner.
Patient status
CMS continues to focus on patient status
and how to define inpatient, outpatient, and
observation for purposes of Medicare reimbursement. In the FY 2013 OPPS proposed
rule, CMS solicited comments from the
industry on this issue. Although CMS did
not establish a new policy in the final rule,
it weighed the industry comments and outlined several options for providing clarity
and building consensus regarding this issue,
including:
·· Continuing the focus on the Medicare Parts
A/B re-billing demonstration project, which
permits hospitals to rebill Medicare and to
receive 90% of the allowable Part B payment
where a Part A inpatient stay is subsequently denied for lack of medical necessity,
but would qualify for Part B payment as an
outpatient procedure. Currently CMS does
not permit such re-billing;
·· Clarifying admission instructions, including clinical criteria;
·· Implementing a prior authorization
requirement for admissions, with certain
limitations including an exception for
emergency care;
·· Implementing time-based criteria for
inpatient admissions (e.g., patients monitored
for more than 24 hours as outpatients under
observation are automatically admitted);
and,
·· Developing a short-stay DRG payment
mechanism, which would align payment for
short inpatient stays and outpatient stays.
888-580-8373  www.hcca-info.org
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As part of this process, CMS will provide hospitals with a separate TPS report that would
allow them to review and correct their chartabstracted and HCAHPS data. Hospitals will
have 30 days to review and submit corrections
to their confidential reports and TPS reports
once they are posted to QualityNet.
CMS has also created an administrative
appeals process for VBP. Under this process, a
hospital may appeal the calculation of its TPS,
measure/dimension score, condition-specific
score, domain-specific score, or measure
rate/data. Prior to engaging in the appeals
process, a hospital must have submitted a
review and correction under the process
described above, and received an adverse
determination. Hospitals will have 30 days
from the date they receive notice of an adverse
determination to submit an appeal. Further,
hospitals will be limited in the issues and
determinations they can appeal.
TIP: Hospitals must implement the review
and correction process on a timely basis to
preserve any appeal rights they may have.
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Compliance officers should continue to pay
close attention to this issue, as we anticipate CMS
will provide additional guidance in future years.
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MedPAC recommendation:
Eliminate site of service differential

30

The FY 2013 OPPS final rule highlighted a
March 2012 report from the Medicare Payment
Advisory Commission (MedPAC), which recommended that Congress enact legislation to
reduce payments for evaluation and management (E&M) office visits furnished in a hospital
outpatient department to the rate paid for such
services in a physician’s office. This proposal,
while not yet implemented, could have significant financial consequences for hospitals. It was
discussed again at the most recent MedPAC
meeting in November 2012, and we advise all
hospitals to keep a close eye on the issue in 2013.
This is in line with CMS’s comments in
recent years. CMS has paid particular attention to incorrect place-of-service coding for
physician claims that can arise when physicians perform a service in the hospital and fail
to code it as performed in a facility. The Office
of the Inspector General released two audit
reports for 2008 and 2009 addressing placeof-service coding errors. The audits focused
on physician services that were not coded as
being provided in a facility, but were provided
for the same type of service to the same beneficiary on the same day. The audits found that
physicians incorrectly coded more than 80%
of the claims that were performed in a facility,
resulting in $28 million in overpayments. It is
likely that CMS will continue to target these
types of overpayments, especially if changes
like the one described above are implemented.

Impact of 3-day payment window on
hospital-owned physician practices
CMS has made significant changes to the 3-day
payment window rules to implement changes
imposed by Congress in 2010. Patients often
www.hcca-info.org  888-580-8373

receive outpatient services prior to admission
in a hospital. These may include either diagnostic (e.g., x-ray, lab tests) or non-diagnostic (e.g.,
therapeutic) services. Since 1990, diagnostic services provided by a hospital or an entity wholly
owned or operated by the hospital to a patient
within three days prior to and including the date
of admission are deemed to be inpatient services
and must be bundled in the inpatient payment
as part of a MS-DRG. This is commonly referred
to as the 3-day payment window.
Although the 3-day payment window
also applied historically to non-diagnostic (i.e.
therapeutic) as well as diagnostic services, for
non-diagnostic services to be bundled, they
must be “related” to the admission. CMS originally defined related non-diagnostic services
as those with an exact match between the
ICD-9-CM principal diagnosis code assigned
for both preadmission services and the inpatient stay, which severely limited the application
of the 3-day payment window for non-diagnostic services. The Preservation of Access to
Care Act of 2010 changed this policy (effective
June 25, 2010) when Congress required that all
non-diagnostic services provided in the 3-day
payment window are deemed related and,
therefore, must be bundled with the inpatient
admission if they occur on the date of admission or within three days of the admission,
unless the hospital attests that the non-diagnostic service is unrelated to the hospital claim.
To implement this policy change, CMS now
requires that hospitals to add condition code
51 if they attest that a claim is unrelated. These
unrelated outpatient claims then may be billed
on either the Medicare Physician Fee Schedule
or the Outpatient Prospective Payment System.
Patient bills typically have two components
in a hospital-based setting, including providerbased clinics: the professional component and
the technical component. The technical component includes the overhead costs associated
with services (e.g., staff). Services provided at

Feature

a physician office that is not provider-based do
not have a technical component, but instead are
billed as professional services and are paid at
a higher (non-facility) rate to account for overhead costs.
Importantly, in
the CY 2012 Medicare
Physician Fee
Schedule final rule,
CMS clarified that
the 3-day payment
window applies to
physician practices
that are solely owned
or operated by the
hospital, regardless
of whether they are
provider-based. This
means that hospital owned or operated physician practices are subject to the 3-day payment
window, even if they are not provider-based
and, therefore, no technical bill is generated as a
result of the visit. This is a significant and potentially troubling change in Medicare policy.
For physician practices that are owned or
operated by the hospital, an issue arises as to
how to apply the payment window if the practice does not bill provider-based. Interestingly,
in the CY 2012 Medicare Physician Fee Schedule
final rule, CMS required that professional
services performed in non-provider-based
settings by hospital-employed physicians now
must be coded as performed in a facility. This is
similar to how professional services would be
billed if the practice were provider-based and

the technical component was bundled. This
requires hospitals to have mechanisms in place
to recognize physician services performed in
hospital owned or operated physician practices
subject to the payment window and
appropriately bill
both hospital and
physician claims.
Additionally, a
significant loss in
reimbursement for
hospital owned or
operated physician
practices can occur
now that all hospital
owned physician
practices must bill
services occurring during the 3-day payment
window at the lower facility rate.

…hospital owned or
operated physician practices
are subject to the 3-day
payment window, even if
they are not provider-based,
and, therefore, no technical
bill is generated as a
result of the visit.

helpteam @ hcca-info.org
phone
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6500 Barrie Road, Suite 250
Minneapolis, MN 55435
email

2013 will be a difficult year, as changing payment mechanisms in the name of value and
improving outcomes will likely pose challenges
for many health care providers. As such, compliance officers need to play a role in educating,
monitoring, and adapting to respond to the
changes brought about in 2013.
1.	DHHS Agency for Healthcare Research and Quality: AHRQ
Quality Indicators: Composite Measures User Guide for the Patient
Safety Indicators (PSI). Version 4.2, September 2010. Available at
http://www.qualityindicators.ahrq.gov
2.	
See Jordan Rau: “Medicare Revises Hospitals’ Readmissions
Penalties.” Kaiser Health News, Oct. 2, 2012. Available at
http://www.kaiserhealthnews.org/Stories/2012/October/03/
medicare-revises-hospitals-readmissions-penalties.aspx
3.	
Mikes v. Straus, 274 F.3d 687, 703 (2d Cir. 2001).
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by David Piatt and Kelly Willenberg, MBA, BSN, CHC, CHRC

The risk of improper billing
»» Medicare must not be billed for injuries when a clinical trial agreement (CTA) states the sponsor will pay.
»» CTAs that state the sponsor will pay if Medicare will not pay are in violation of the Medicare statutes.
»» Sites that improperly bill Medicare risk treble damages under the False Claims Act.
»» Sponsors are required to report their obligation to pay or face fines of $1,000 per day per unreported instance.
»» Use a coverage analysis to identify funding sources, meet federal requirements to determine if another insurer is the primary
payer, and mitigate the risk of improper billing.

Services in Albuquerque, and a former Medicare Secondary Payer Recovery
Contract Program Director. Kelly Willenberg (Kelly@kellywillenberg.com)
is President and CEO of Kelly Willenberg, LLC in Chesnee, SC.

T

he risk of improper billing in clinical
research has many facets that cannot
be ignored. For many sites, improper
billing is not regarded as a high enough risk
to warrant the perceived expense and effort
required to guarantee billing compliance.
Unfortunately, if the site is audited, the legal
defense costs, civil fines, and loss of reputation
will greatly exceed the cost of getting it right
the first time. What are the risks involved in
billing clinical trials improperly?

The Medicare Secondary Payer Statute
Since 1980, Medicare cannot be billed if
another insurer has an obligation to pay.
Medical providers are generally aware of this
fact, because are they required by another
law (42 C.F.R. § 489.20) to determine if another
insurer is primary; generally through administering a Medicare Secondary Payer (MSP)
questionnaire upon admission. Medicare
recently stepped up their enforcement of the
MSP statute with Section 111 of the Medicare,
Medicaid, and SCHIP Extension Act of 2007,
often referred to simply as Section 111 or
MMSEA. Today, under the new law, insurers

as well as providers are required
to report to Medicare when there is
another insurer that should be paying
the bills. These three laws are important to clinical trial sites and sponsors
because sponsors have been deemed
by Medicare to be “insurers” when
they agree to pay for injuries arising
from the trial (i.e., subject injury) in
their Clinical Trial Agreement (CTA).

Piatt

Legal impact to clinical trials
Many sponsors unwittingly add language to their CTA that says they will
pay if the subject’s own insurance will
not pay. According to the MSP statute,
Medicare can never by primary when Willenberg
another insurance plan is available.
Both the site and the sponsor are at risk of
heavy federal fines if they use such clauses
to justify billing Medicare before a sponsor.
This type of language should not be included
in contracts as it puts both the site and the
sponsor at risk.
If a research site is working under such a
CTA and bills Medicare anyway, then the bill
is going to be viewed by Medicare as an “overpayment.” Overpayments must be reported
by the site and the money must be refunded
or the site will be liable for three times the
amount of the bill under the False Claims Act.
888-580-8373  www.hcca-info.org
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If the CTA states that the sponsor will pay
for injuries arising from the trial, then the
trial site should bill the sponsor for treatment
of adverse events (AEs) and serious adverse
events (SAEs) related to the device or drug
being tested—including known AEs and
SAEs. Language should be distinct in regard
to injury versus adverse events or complications that occur during a trial as a result of
the use of a device under an Investigational
Device Exemption (IDE).
Sponsors face two risks: (1) Double damages if they fail to pay as the primary insurer
when their CTA said they would; and (2) $1,000
per day per unreported instance. The first risk
is from the 1980 version of the MSP statute that
allows for a test subject, a provider, or Medicare
to sue the sponsor for double damages under
Title 42 U.S.C. 1395y(b)(3)(a). The second risk is
the penalty for not reporting under Section 111.1

Reporting to Medicare under Section 111

Compliance Today  April 2013

If the sponsor is obligated to pay for an
injury under a contract provision, they are
required to report identifying information
about the beneficiary (e.g., first name, last
name, Social Security Number [SSN] or Health
Identification Claim Number [HICN]), information about the injury, and the period of time
for which they have accepted responsibility
for treating the injury. Importantly, the sponsor must report injuries that occurred in the
prior quarter on a quarterly basis to Medicare.
The sponsor cannot wait until the trial has
been completed and unblinded. Reporting
the sponsor’s liability for payments is complicated, but the there are ways to limit exposure
and add or remove the responsibility for the
injuries at the close of the trial.
Sponsors are explicitly required by statute
to determine whether a test subject is a beneficiary with no room for negotiation. This is
generally accomplished by submitting each
test subject to Medicare for verification of
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enrollment. Age is not the only discriminator,
so research sites are required to collect SSNs
from their test subjects.
Collecting SSNs is a contentious subject,
mostly due to the confusion by sites about
when HIPAA laws must be considered.
Without divulging medical information, the
collection of SSNs does not invoke HIPPA. The
collection of SSNs is a matter of privacy and
Medicare has already tackled this problem in
response to the same concerns brought up by
the insurance community (e.g., group health
plans, workers’ compensation plans, liability
etc.), all of whom are collecting SSNs and have
been reporting for years. Medicare’s response
was published as an Alert2 officially stating
that the “collection of HICNs, SSNs, or EINs
for purposes of compliance with the reporting
requirements under Section 111 of Public Law
100-173 is appropriate.” Clinical trials sites
and sponsors should amend their Informed
Consent to include the collection of SSNs and
modify their patient intake process to meet
Medicare’s reporting law.
The sponsor is generally alerted to the
presence of a beneficiary among the test subjects by a third-party reporting service using
only the subject ID to avoid breaking the
double blind.

Reporting study subject injury to Medicare
Once the sponsor knows which test subjects
are enrolled in Medicare, the sponsor must
decide what injuries to report and when
to assume and terminate their responsibility for medical payments. This is a difficult
step because reporting commits the sponsor to making payments for related AEs and
SAEs that may or may not be determined to
be related after the study closes. Needless to
say, Medicare will not refund the money the
sponsor paid for claims that turned out not
to be the sponsor’s responsibility. The subject
injury evaluation process also requires expert

analysis to review the related AEs and SAEs
to insure they would not imply a responsibility that is too broad or span an unreasonable
period of time. Although the FDA is under the
same agency as Medicare, the two requirements for reporting AEs and SAEs are for
entirely separate reasons. What the sponsor
reports under Section 111 does not imply they
have accepted this responsibility without
recourse (e.g., deny future responsibility when
the subject turned out to be on a placebo).
However, it might be wise to consider that any
related AEs or SAEs reported to the FDA and
not Medicare might raise a few red flags.
Once the sponsor has submitted their
quarterly report, Medicare will deny medical
payments that are related to the reported
subject injury. By denying payment, Medicare
prohibits uninformed providers (e.g., a local
health clinic or personal physician) from billing Medicare when the bill should rightfully
be submitted to the sponsor. Test subjects will
be forced to seek treatment from the site or its
affiliated medical facility.
Not all sites have the capabilities to easily
breakout what should be paid by the sponsor
and what may be billed to Medicare. Still
other sites lack a seamlessly integrated billing
system with their affiliated medical facilities,
and that might make coordination difficult.
Once Medicare begins to deny payments,
those issues will come to the forefront, and it
would be wise to begin planning how to deal
with that now. On a more positive note, the
site’s risk of improperly billing Medicare will
be greatly reduced.
Sponsors face another hurdle all together:
They are suddenly going to get bills (or
“demands” in Medicare’s vernacular) for
repayment of claims that Medicare “mistakenly” made on behalf of the sponsor. For
instance, when the sponsor’s Section 111 quarterly report is processed after Medicare has
already paid related medical claims. If the site
888-580-8373  www.hcca-info.org
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bills Medicare before Medicare learns they
should have denied the claim, then they are
going to send the bill to the sponsor for repayment. Unfortunately, since automated systems
are heavily used in creating these demands, it
is advisable to employ experts to validate and
if necessary, dispute, Medicare’s claims.

Developing your action plan
Sponsors can do many things that will facilitate ease in billing compliance for the research
sites, such as:
·· Register with Medicare as a Responsible
Reporting Entity. It can take a couple of
months to get through the paperwork, so
plan ahead.
·· Engage a Section 111 reporting service to
collect the personal information of the test
subjects from your sites and submit them
to Medicare for verification on your behalf.

As a research site, you must do the following to ensure that you are doing due
diligence:
·· Review your existing clinical trial agreements to determine if they meet MSP
statutes (e.g., do not say the sponsor will
pay only after a bill has been submitted to
the subject’s insurance, which explicitly or
implicitly includes Medicare).
·· Modify your Consent Agreement to be
in accord with your CTA and include
language that invokes the subject injury
language of the CTA while also informing the test subjects that they are required
to provide their personal information
(including SSN) to verify that they are or
are not enrolled in Medicare.
·· Modify your clinical trial set up procedures
to include a coverage analysis to document
how you will be paid and to meet Medicare
regulation 42 C.F.R. § 489.20.
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·· Engage your IT department as soon as
possible in creating reports that contain
the information you are going to need to
report. Large firms in particular may find
the process of writing requirements, writing software, and then testing it according
to company standards is a lengthy process.
·· Consider whether you want to adjudicate
claims for payment internally or seek help,
knowing what you pay is going to be what
you report.
·· Consider whether or not your firm has
the expertise or is willing to develop the
expertise to verify and dispute demands
from Medicare.
·· Do not put, or accept, language in a contract that states the research sites will bill
the test subject’s insurance for adverse
events or injuries, and then once they have
a denial, they will bill the sponsor. This is
a huge error that puts the sites at high risk.

www.hcca-info.org  888-580-8373
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·· Review your billing systems and procedures and identify any potential
roadblocks to proper communication and
billing.
·· Cooperate with your sponsor and/or your
sponsor’s vendor when requested to provide privacy information. Remember this
is not a request for medical information
and does not invoke HIPAA.
·· Stay in touch with your sponsor so you are
in the loop about which claims have been
reported and will subsequently be denied.

providers to determine if another payer is the
primary payer. There is nothing better to assist
in the budget and contract process.
If a sponsor provides a coverage analysis, use it as a benchmark against your Local
Coverage Determinations. This is a tool that
can provide dialogue between parties and
clearly define what the subject will be responsible for. It should not be taken lightly. If done
correctly, you can help identify complications
in a qualifying trial that may indeed be billable to a payer and save a tremendous amount
of time and effort for all involved.

Coverage analysis process
Summary
Funding for clinical trials has several potential sources. The best way to identify them is
with a coverage analysis. A coverage analysis
also provides a means for meeting Medicare’s
requirement to maintain a system that, during
the trial’s subject admission process, identifies
primary payers including but not limited to,
Medicare (see 42 C.F.R. § 489.20). The coverage analysis should also include who pays for
subject injury. If the sponsor agrees to pay,
regardless of their contract language, Medicare
will be the secondary payer. Sponsors are
required to report these instances to Medicare
and the site is obligated to assist them. Ensure
that your informed consent, contract, budget,
and coverage analysis are convergent, both
in language at the sponsor side and at the
research site. Both can assist each other with
ways to make this process easier and more
efficient in billing compliance.
The information provided in this article is for informational purposes and does not constitute legal advice.

1.	Title 42 U.S.C. 1395y(b)(8)(E)(i)
2.	Collection of Medicare Health Insurance Claim Numbers (HICNs),
Social Security Numbers (SSNs) and Employer Identification
Numbers (EINs) (Tax Identification Numbers) – ALERT” the revised
April 2010 version of which can be found under down loads on
Medicare’s web site at https://www.cms.gov/MandatoryInsRep
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Medical facilities and physicians often engage
in clinical trials for the prestige it brings to
those involved. Unfortunately, trials are costly
and many sites have to seek alternative methods of payment just to keep from underwriting
the trial themselves, let alone make a profit.
Now, add complex state and federal billing
regulations and the problem becomes almost
unwieldy. This is where a coverage analysis
comes into play. A coverage analysis can identify additional sources of funding and tailor
the billing to meet the commercial payer’s
requirements or the government regulations.
A coverage analysis process will assist in preventing billing items and services that should
not be billed to any payer within the schedule
of events. This is a way to systematically review
research-related documents to determine the
billing status of both the study itself and the
items and services provided to the research
subjects that are outlined in the research documents over the course of the study. A coverage
analysis is based on thorough research, supported by industry guidelines which meet the
“generally accepted in the medical community”
standard and comply with government regulations. This process assists everyone, including
sponsors, clinical research organizations, and
sites. It meets Medicare’s law that requires
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by Martha Ann Knutson, JD, CHC

To be  —  or not to be  —  
a business associate
»» The HIPAA Omnibus rule created changes in relationships between covered entities (CEs) and their business associates (BAs).
»» BAs are now directly liable for criminal and civil penalties under HIPAA.
»» Subcontractors of BAs may also be liable for HIPAA violations.
»» Carefully defining and training workforce members may limit both BA and CE liability.
»» CEs and BAs have at least until September 23, 2013 to amend existing relationships.

California, Maryland, and the District of Columbia.

S

ince the first publication of the HIPAA
Privacy and Security rules, covered entities (CEs) and their contractors have spent
countless hours in negotiations about whether or
not the contractor was also a business associate
(BA) and if so, what the CE and its BA needed to
do as a result. Some BA relationships
were easy to spot; some needed discussion, debate, and/or clarification from
the agencies responsible for enforcing
the rules. Those entities that were destined to become BAs to many others
and those CEs destined to have many
Knutson
BAs both wanted the comfort and security of “their” form, so “form battles”
were frequent and occasionally hard fought.
On January 25, 2013 the federal Office for
Civil Rights (OCR) published a long awaited
final rule1 implementing changes required
by the Health Information Technology for
Economic and Clinical Health (HITECH) Act
of 2009. That rule will, once again, open up
the debates on what it means to be—or not
to be—a BA. For example, one particularly
significant change it makes in the BA/CE
landscape is the extension of direct liability
for civil and criminal penalties to BAs, if they

fail to maintain compliance with HIPAA
and HITECH restrictions. Another is that
an important liability limitation for CEs has
been removed from the regulations. Putting it
simply, BA agreements won’t be going away,
but the stakes relating to these relationships
have changed considerably.
The “business associate” concept exists
nowhere but in HIPAA compliance efforts. It
has been a few years since the last round of
debates over who is and who is not a business
associate. This article is intended as a review
of the most recent regulatory definition, a
digest of the guidance issued by OCR since
2002 about who is and is not a BA, as well as
an explanation for BAs and CEs alike on what
this relationship means going forward.

Who is definitely a business associate
In 2009 the HITECH Act simply adopted the
definition of “business associate” from the then
existing HIPAA regulations. The recently issued
rule modified that definition slightly, so going
forward, a BA is an individual or company that:
on behalf of such covered entity…, but other
than in the capacity of a member of the
workforce of such covered entity or arrangement, creates, receives, maintains, or transmits
protected health information… or who provides,
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other than in the capacity of a member of the
workforce of such covered entity, legal, actuarial, accounting, consulting, data aggregation…,
management, administrative, accreditation, or
financial services… where the provision of the
service involves the disclosure of protected
health information from such covered entity
or arrangement2 (emphasis added)
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The BA definition also includes “persons” working for an “organized health care
arrangement” (OHCA, defined in the rule as
essentially a collaborative care arrangement,
such as a hospital and its medical staff) made
up of covered entities. “Person” is further
defined as “a natural person, trust or estate,
partnership, corporation, professional association or corporation, or other entity, public or
private.” However “persons” that are part of
the covered entity’s or a business associate’s
“workforce” are not business associates.
So the critical parts of the BA definition
remain: (1) Work on behalf of a covered entity
or OHCA that requires (2) access to, or use,
disclosure, or maintenance of protected health
information (PHI).
A BA still can be authorized under a BA
agreement to do anything with the information
that the covered entity may—but no more. A BA
still may not use the PHI for its own purposes,
or to serve other clients. It may use the information only for the function(s) it has contracted
to perform for the covered entity, the BA’s own
“management and administration,” and for
complying with requirements of other laws.

40

Past guidance from OCR
In December 2002, OCR published a lengthy
guidance document3 which contained nine
pages of FAQs relating to the business associate
provisions of the rule. Those FAQs added a lot
of clarity to the definition of those “persons”
who were and were not to be considered BAs
(see table 1).
www.hcca-info.org  888-580-8373

Table 1: Definitions of business associates
BAs

Not BAs

Accreditation agencies

A researcher (other restrictions
apply), recipient of a limited
data set, or user of de-identified
information

A covered entity hired by another
covered entity to do something
other than treatment, unless a
they are a workforce member
(e.g., a contracted medical
director, trainer)

Those to whom disclosures are
made for purposes of treatment,
including placement and
discharge activities, laboratories,
reference labs, pharmacies,
contact lens suppliers

Shredding companies where the
work is done off site

Onsite shredding (if defined as
part of the CE workforce)

A person involved in
de-identifying data/creating a
limited data set

Those whose work might involve
inadvertent/incidental exposure
to information (e.g., janitors,
plumbers, electricians, photocopy
repairmen)

Software vendor who hosts
software containing PHI offsite OR
whose employees must access
PHI while remotely troubleshooting
issues in software hosted by the
covered entity

Software vendor who does not
have access to PHI or whose
employees only work on the
system onsite at the covered
entity’s premises (i.e., workforce)

Transcriptionists, unless they are
part of the defined workforce

Other members of an Organized
Health Care Arrangement (OHCA)
(e.g., physicians with medical
staff privileges at a hospital or
surgery center, a health plan and
the HMO it contracts with)
“Mere conduits” of information
(e.g., USPS, UPS, delivery truck
employees and their management,
telephone companies, Internet
Service Providers)
Providers being paid by a health
plan/government program
for treating members of the
plan/program
Banks performing debit or credit
transactions from patients to
covered entities
“Persons” that a covered entity is
required to provide information to
so as to “fulfill a legal duty”

What the FAQs also made clear is that
there are at least three potential arguments
against BA status for a particular “person”:
·· their inclusion in the covered entity’s
workforce (the workforce exception),

Feature

In the latest version of the rule, OCR added
the term “maintain” to the BA definition, apparently in response to arguments from record
storage companies and “cloud” data service providers that the “mere conduit” rationale applied
to them as well. Although “transient storage” of
PHI will not create a BA relationship, apparently
“less transient” will, going forward.

The opportunity to object (or agree) exception
OCR has also posted FAQs about the HIPAA
Privacy and Security rules, from time to time,
on its website. One of these, first published
in April 2004, clarified that if a patient had
the opportunity to “agree or object” prior to
the disclosure of information, the “person” to
whom the disclosure was made is not a business associate. The specific situation analyzed
was the use of a telecommunications relay
service to communicate with a patient who is
deaf or hard of hearing. Either the patient or
the provider initiates the call through the relay
service, which simply acts as a “communications assistant” according to OCR. In either
case the patient, in theory, has the opportunity
to “agree or object” to the “assistant’s” exposure to their PHI. The FAQ also states that
permission could also be obtained ahead of
the call from the patient, for example, during a
prior office visit.4
The same “opportunity to object” rationale
might be applied to other circumstances where
the exposure to the patient’s PHI is apparent or
the patient is given a specific “opportunity to
object” before it occurs. For example, in-person
interpreters or transcriptionists and the companies they work for may well not be BAs. The

same rationale would apply to those providing
these services by real-time video link.
Further, there are websites that provide
information about a certain disease state,
therapies, etc. To direct a viewer to useful
information, the site may request that he/
she pick from lists of symptoms, or the site
simply records the “clicks” he/she makes and
provides access to information based on an
algorithm. What if the site also offers referrals
to physicians (who contract with the site to
accept them) and transfers personally identifiable information to the chosen referral source?
Is the website operator a BA to those physicians, or just a “communication assistant,” if
the site’s role is simply transferring information between patient and potential provider at
the patient’s request via a “click”?5

New business associates
The January 2013 final rule incorporated several additional entities into the definition of a
business associate that were required by the
HITECH Act as well as one proposed by OCR.
Specifically, OCR expanded the rule to
include “patient safety organizations”(PSOs), as
long as they are not components of the covered
entity (the “workforce” exception continued).
OCR acknowledged that these organizations
arguably already fit within the original definition, but proposed the clarification to more
closely align HIPAA and a different federal rule
relating to patient safety.6
Those who facilitate data transmissions
Health information exchange organizations
(HIOS), their cousins—the regional HIOS
(RHIOS), e-prescribing gateways, personal
health record vendors, and other “persons” who
facilitate data transmissions were all added to
the BA category by the HITECH Act.7 Personal
health record vendors were added to the extent
that their product is offered as an extension or
part of a CE’s electronic medical record.
888-580-8373  www.hcca-info.org
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·· their exposure to PHI is “incidental or
inadvertent” (the janitor or workman
exception), or
·· they are a “mere conduit” of the information taking it from one “place” to another
(the FedEx exception).
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Both the HITECH Act and OCR continued
the “mere conduit” rule of interpretation by
distinguishing between data transmission
organizations that routinely require access to
the data they transmit and those that don’t,
indicating in the commentary that the latter
are not considered business associates. What
is a “data transmission organization” and how
often is “routinely”? That’s “fact specific” and
is decided on a case-by-case basis.
BAs of BAs (a.k.a. subcontractors)
Under the final rule, subcontractors of a BA
are also explicitly included in the definition
of business associate. The commentary to the
proposed rule made it clear that this extension
to downstream entities is an agency creation,
particularly the statement that this extension of
liability is “consistent with Congress’ intent.”8
Significantly, OCR stated that the first tier BA
will not have to enter into a formal contract

with the downstream entity, but the first tier
BA must still obtain written “satisfactory assurances” that its contractor will comply.
This extension of direct responsibility for
HIPAA compliance to downstream entities
is one of the most significant portions of the
rule, since many “persons” who have not even
signed a business associate agreement in the
past may now find themselves directly liable
for breaches of a set of regulations that they
have only limited knowledge of.
Who’s in the “workforce”?
One caveat to characterizing an entity as a BA
is when a CE is prepared to accept the “person”
or its people as part of the CE’s “workforce.”
The workforce concept was first introduced to
extend coverage of the Privacy Rule’s obligations
to “volunteers, trainees, and other persons.…
[w]hether or not they are paid by the covered
entity.”9 Employees are part of the workforce,
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If a service is hired to do work for a covered entity where disclosure of protected
health information is not limited in nature
(such as routine handling of records or
shredding of documents containing protected health information), it likely would
be a business associate. However, when
such work is performed under the direct
control of the covered entity (e.g., on the
covered entity’s premises), the Privacy
Rule permits the covered entity to treat the
service as part of its workforce, and the
covered entity need not enter into a business associate contract with the service.10
(emphasis added)

What, besides location, is necessary to
establish “direct control”? Neither the original
rules, the HITECH final rule, or interim publications from OCR provide any guidance.
So if a CE (and now, a BA with reference
to its subcontractors) is willing to characterize a particular set of workers as part of its
workforce, it can effectively relieve their potential BA employers from the direct liability
imposed by the HITECH rule. With this decision, the CE or BA also exchanges its burden
of obtaining “satisfactory assurances” from the
contractor for a duty to train the “workforce”
members in its policies and procedures.
Some counsel may object that recognizing
a “workforce” characterization unnecessarily
admits agency liability for any errors or omissions of the individuals involved. But OCR
clearly refuses to draw bright lines for potential liability based on the characterization of

whether or not an individual is a business
associate or a workforce member. Either may
be an “agent” for purposes of imposing liability under the federal law of agency, according
to OCR, based on the facts and circumstances
of the particular case.11 The more significant
argument is whether or not a given individual
was acting within the scope of his or her
agency. Rarely—if ever—will a CE or a BA
give anyone authority to violate the requirements of the HIPAA Privacy and Security
Rules.

Shifting incentives
The final rule also takes away a significant
incentive of CEs to characterize their contractors as BAs rather than workforce. Under
earlier versions of 45 CFR 160.402, “Basis for
Civil Monetary Penalty,” if an “agent” was a
characterized as a BA and a CE had an appropriate agreement in place, the CE was exempt
from civil monetary penalty (CMP) liability
for its BA’s missteps, unless it knew of a “pattern of activity” on the part of the BA that
would result in violations of the privacy and
security rules and failed to respond to them.
That exception to principal liability has been
removed by the final HITECH rule.
So going forward, both CEs and BAs will
be responsible for the authorized missteps
of their “agents.” It is worth taking a look at
the facts and circumstances of the work performed, including its location, rather than
starting from a presumptive characterization of BA for all contractors, volunteers, or
trainees. Especially for those working on the
CE’s or BA’s premises alongside its volunteers
and employees, the best compliance approach
may be to ensure that these individuals are
adequately trained, rather than simply relying
on promises to that effect in a BA agreement
and looking the other way if they violate policies and procedures of the CE or BA. Training
may also minimize liability in the event of a
888-580-8373  www.hcca-info.org
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but not all workforce members are employees.
Subcontractors of BAs could also be BA workforce members, going forward.
Another factor that distinguishes a workforce member from a BA is not what they do
or who pays them to do it, but where the work
is to be performed. As OCR put it in 2002:
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establish that he/she knew they were not
authorized to act in that way (e.g., accessing
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The HITECH Act and the final rule make
several changes to the responsibilities and
potential liabilities of BAs. As mentioned
above, BAs are now directly liable for HIPAA
criminal and civil liabilities “in the same
manner” as CEs. BAs may also be liable for
their subcontractor “agents.” These changes
alone will surely lead to many demands that
CEs reassume this potential liability through
contractual indemnity or limitation of liability
provisions. CEs, of course, will have every
reason to resist such demands, not only because
they suggest a rather laissez faire attitude
about compliance from the beginning of the
relationship, but because they would create
an unlimited and likely uninsured potential
liability.
OCR was asked by at least one commentator to amend the rule to prohibit such shifts
of liability provisions in BA agreements and
wisely chose to leave this debate to the parties
involved in each contract. BAs should take
some comfort, however, from the removal of
the requirement that CEs notify the Secretary
of Health and Human Services when they
determine that a BA’s actions are violating the
rule but it is not “feasible” to terminate their
agreement with the BA.
Liable for what exactly?
Becoming directly liable for liability under the
HIPAA rules does not mean that a BA assumes
all the HIPAA responsibilities of a CE, a point
well illustrated by an example in the commentary to the proposed rule. Assume a CE
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In fact, in its burden analysis for the rule,
OCR stated an assumption that existing BAs
who are doing what their BA agreement says
they will do should have little additional
compliance cost or effort as a result of these
changes. OCR’s goal is to “incentivize” those
who are not following existing agreements
more strongly.

What’s the deadline?
The compliance date for meeting the obligations under the final rule is September 23, 2013,
with one notable exception. Recognizing that
some amendments to BA agreements may be
necessary, as it did with the original Privacy
Rule, OCR has provided for a transition period
beyond the compliance date to get those revised
agreements in place. Although OCR estimated
that amendments to existing BA agreements
should take only an hour of legal time per
relationship, BA and subcontractor relationships that are (1) in existence on the publication
date (January 25, 2013); and (2) are not renewed
or modified between the “effective” and the
“compliance” dates are grandfathered for up
to one year (September 23, 2014).12 “Evergreen”
contracts (i.e., those containing automatic
renewals) are eligible for the extended transition period. Oral agreements are not.

More to come
OCR has a statutory duty under the HITECH
Act to provide education to BAs about their
new liabilities and responsibilities. Those
efforts will undoubtedly bring more clarification and detail as to the OCR’s expectations.
Until then, BAs and their CEs will undoubtedly reassess their existing relationships and
the “form battles” will be underway again.

1.	78 FR 5566 – 5702 (January 25, 2013)
2.	45 C.F.R §160.103 (emphasis added)
3.	Office for Civil Rights: “Standards for Privacy of Individually
Identifiable Information” (Privacy Guidance) December 3, 2002.
Some of the FAQs from this document have since been duplicated
on the OCR website, but this document is no longer available in its
entirety there. Contact the author by email for a copy in electronic
format.
4.	See also 45 CFR § 164.510
5.	See also OIG Advisory Opinion No. 02-12 at 10 (2002) - the
“clicking” by a website viewer helps “ensure the voluntariness of a
subsequent transaction.”
6.	The Patient Safety and Quality Improvement Act of 2005 (PSQIA),
42 U.S.C. 299b–21, et seq.
7.	Section 13408, 42 U.S.C. 17938 (February 17, 2009)
8.	75 FR 40873 (July 14, 2010)
9.	45 CFR 160.103
10.	Privacy Guidance at 48.
11.	See, e.g., 70 FR 20224, 20232-33 (2005); 71 FR 8390, 8402-03 (2006);
§ 160.402 and accompanying commentary in the 2013 rulemaking
12.	§164.532(f)
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hires a BA to deliver the CE’s Notice of Privacy
Practices (NPP). When the BA fails to do so, the
CE is liable under the Privacy Rule for the failure of its chosen agent, but not the BA—because
the BA didn’t have a duty under the Privacy
Rule to deliver a NPP. (The BA will, of course,
probably be liable for breach of its contract with
the CE.)
Further, BAs will bear direct responsibility
(and potential liability) for:
·· limiting uses and disclosures of PHI to
those permitted under the BA agreement;
·· designating personnel responsible for security compliance if they have e-PHI;
·· performing a risk analysis (if they have
e-PHI);
·· establishing policies that incorporate technical and administrative safeguards for the
PHI–in whatever format they have been
entrusted with;
·· investing in hardware and software to
prevent and monitor internal and external
breaches of E-PHI;
·· notifying the CE of breaches of unsecured
PHI “without unreasonable delay”;
·· executing written “assurances” with
subcontractors that pass on these same
responsibilities;
·· providing information in response to an
individual’s request for a copy of his/her
PHI (to the individual or the CE as specified
in the BA Agreement); and
·· keeping records and cooperating with OCR
investigations and compliance reviews.
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by Matthew A. Wagonhurst

Taking the mystery out of
RAT-STATS: Simplified
approach
»» RAT-STATS is a free, statistical software package that the government offers to providers and suppliers to assist them with
random sampling projects.
»» Compliance officers might want to try to use the government’s nine-step approach if they are having difficulties using RAT-STATS.

Matthew A. Wagonhurst (mattwagon@gmail.com) is an HCCA member and
student in Santa Barbara, CA.

For this article, the author interviewed Susan E. Gillin,
Deputy Branch Chief, Administrative and Civil Remedies
Branch, Office of Counsel to the Inspector General;
Stephen Conway, Supervisory Auditor, Office of Audit
Services, Office of the Inspector General; and Cornelia
M. Dorfschmid, PhD (cdorfschmid@strategicm.com),
Executive Vice President of Strategic Management.
Dr. Dorfschmid is an economist by training and worked
in health care compliance for 20 years, including supporting clients in risk assessments, RAT-STATS and statistical
auditing, and claims appeals and investigations.

I

f you are a compliance officer with littleto-no background in statistics and lack
statistician support in your organization,
this article will likely interest you, especially
if you have tried to use the government’s RATSTATS software system. Government experts
Susan Gillin and Stephen Conway graciously
agreed to address my questions in an effort to

take the mystery out of claims sampling. They provided some practical
guidance for compliance officers to
consider when creating a statistically valid sample for determining a
potential overpayment to the government. In addition, Dr. Cornelia M.
Wagonhurst
Dorfschmid provided some ideas on
alternatives to the use of RAT-STATS,
such as judgmental and statistical sampling.
Smaller providers, in particular, may
lack the resources needed to perform claims
sampling to respond to a potential problem,
to do a proactive audit, or for self-disclosure
purposes. Although the scope of this article
cannot possibly cover all aspects of claims
sampling, it will serve as a starting point to
give compliance professionals some ideas
about how to simplify the process. It is also
intended to take some of the mystery out of
the use of the federal government’s free software system, RAT-STATS, and to understand
that alternatives are also available.
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»» If using the RAT-STATS software becomes too difficult, considering calling in the experts to help. Not taking any action when a
problem exists is not an option.
»» Judgmental and statistical claims sampling can be used by compliance officers to perform claims sampling; however, its use is
dependent upon the complexity of the situation.
»» Statistical sampling is here is stay as a method of determining overpayments.
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RAT-STATS as a resource
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RAT-STATS is a software system provided free
of charge to health care providers by the government. RAT-STATS software was initially
developed by the Regional Advance Techniques
Staff (RATS) in San Francisco. The software is
supported by two manuals,1 which are available
as PDFs online. My research has revealed that
some compliance officers are struggling with the
use of the software and have commented that
it is written in complex statistical language and
is not user friendly to an average compliance
officer who has no statistical background. Yet
RAT-STATS is very cost efficient and, for those
compliance officers who lack access to statisticians or consultants, RAT-STATS is likely one of
the best resources available. The key, however,
is to make sure that you understand how to use
it. To that end, government experts, Susan and
Stephen have provided some very useful information to assist compliance officers.
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Matthew: Let’s start by understanding
RAT-STATS. What is the goal of RAT-STATS?
Susan and Stephen: RAT-STATS is a package of statistical software tools created by OIG in
the late 1970s. The software package is intended
to assist the user in performing random samples
and in evaluating the results. The key words are
“to assist.” RAT-STATS removes the need to find
a source of random numbers or to understand
statistical formulas. It does not assist the user
in designing a sampling methodology, such as
simple random sampling, stratified random sampling, or multistage sampling. More importantly,
RAT-STATS does not produce the sampling
frame (i.e., Access database or Excel spreadsheet
of claims) from which the sample will be drawn.
Some of the tools contained within the software package include a sample size estimator,
random number generators based on a sample
design, variable appraisal modules that calculate an estimated amount (e.g., overpayments),
and attributes appraisal modules that calculate
www.hcca-info.org  888-580-8373

an estimate of a measured characteristic (e.g.,
how many claims are in error).
Matthew: If compliance officers do not
have a background in statistics or access to
statisticians, is it still possible for them to use
RAT-STATS in order to run a claims sample?
Susan and Stephen: Yes, the OIG has
attempted to make the software as user friendly
as possible, keeping in mind the user is working with the technical terms of statistics that
may not be familiar. OIG has also attempted to
make the software flexible in terms of entering
data and allowing output to a variety of devices
and software products. The RAT-STATS User
Guide is available on the OIG website.
Matthew: Can you walk us through an
example of a simplified approach?
Susan and Stephen: The following is a
nine-step approach.
Step 1: Identify your sampling frame
Many understand this to be the population.
This could be claims for a particular service
provided during a particular time period. For
this example, let’s assume we are interested
in estimating the amount of overpayments for
HCPC 12345 (a fictitious code used only for
this example) rendered during calendar year
2012. To create the sampling frame, you would
take into consideration such things as:
·· who paid the claim (Medicare),
·· the amount paid was greater than $0, and
·· any other characteristic to be measured to
determine whether HCPC 12345 was paid
in error or not. This latter consideration
would require a thorough search of laws
and regulations pertaining to HCPC 12345.
Step 2: Conduct an analytical examination
of the sampling frame
Are all the dollar amounts of equal or similar
values? Are there “outliers” (i.e., a few extremely
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Step 3: Identify your sample design
The results of Step 2 will determine if you use
a simple random sample or a stratified random
sample, for example. If the dollar values of the
sampling frame vary by large amounts, normally a stratified sample design is preferred.
If all frame units have similar dollar amounts,
a simple random sample is used. No sample
design is better than another. An optimally
designed sample would produce a better
precision of the estimate.
The term “precision” is mentioned several
times in the nine-step approach. It needs to be
defined. The appraisal module calculates three
numbers – the point estimate, the upper limit,
and the lower limit, also known as the confidence interval (CI). The point estimate is the
average amount in error in the sample multiplied by the number of items in the population.
The upper and lower limits are defined as the
point estimate plus/minus a percentage of that
point estimate. That percentage is the precision. How big or how small that percentage is,
is a factor of sample size and sample design.
A point estimate of $100,000 and a precision
10% produces a confidence interval of an upper
limit $110,000 and a lower limit of $90,000.
One achieves and uses a well-designed
sample methodology by taking the time to look
at the data, performing a frequency distribution
of the sampling frame, and looking at the different sampling methodologies that fit the data.
Conversely, a poorly designed sample would
produce a “bad” precision of the estimate.
Step 4: Determine your sample size
Often, a small probe sample (e.g., 30 claims) is
taken to determine whether a problem exists
or not. The results of a small probe sample are
used as input into the RAT-STATS sample size

estimator. The software requires some statistics from the probe sample and population.
The sample size estimator uses the sampling
frame size, the mean, and the standard deviation from the probe sample as input. The
sample size estimator will produce a range of
sample sizes, given the desired precision and
confidence interval. The larger the sample size
is, the better the precision of the estimate.
Step 5: Generate random numbers
Once your sample size has been determined,
use RAT-STATS to generate a set of random
numbers that will be used. RAT-STATS offers
several options for generating random numbers
based on sample design and the physical structure of the sampling frame. RAT-STATS has the
ability to output the set of random numbers
to Access, Excel, a text file, or to a printer. You
need to output the random numbers to the same
file format as your sampling frame in order to
extract the sample. By doing so, data entry errors
can be avoided. It is also essential to capture all
the information from generating random numbers (the seed number and random numbers) if
the sample needs to be recreated by someone else
and for documenting the process. Caution should
be taken to ensure the correct sample items are
selected. Do not match the random number to
the row number in Excel, for example. If there are
column headings, row 1 is not sampling frame
item 1. It is always best to consecutively number
each item in the sampling frame.
Step 6: Review the sample
Review the sample to determine if a payment
error has been made. Again, a thorough search
of laws and regulations is needed to ensure
each claim is evaluated properly.
Step 7: Build an input file for RAT-STATS
to quantify the results
A simple spreadsheet is needed by RATSTATS to produce an estimate. For a simple
888-580-8373  www.hcca-info.org
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high or extremely low dollar amounts) in the
frame? This analysis would have bearing as to
what the sample design will be.
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random sample, Column A would contain a
number 1 through whatever the sample size
is. Column B contains the dollar amount of the
claim reviewed. Column C contains the dollar
amount in error. The amount in error can be
the full amount that was examined or a partial
amount. If the entire claim is in error based on
criteria, the full amount is input to the estimate.
If however, the service was payable but at a different amount (e.g., Evaluation & Management
service Level 5 versus Level 3), the difference
is what is in error, hence a partial amount. It
depends on what is found when reviewing the
sample. For those sample items not in error,
Column C would contain a 0.
Step 8: Run the RAT-STATS Variable
Appraisal Module
RAT-STATS includes several appraisal modules based on the sample design. Select the
appropriate module. Prompts on the screen
will instruct the user to input needed information. The RAT-STATS User Guide provides
detailed information as to what these prompts
are and what information is needed.
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Step 9: Make a repayment
The output from the Variable Appraisal Module
contains a lot of statistical information. There
are, however, three numbers that are most relevant: the point estimate, the upper limit, and
the lower limit at the 90% confidence interval.
The circumstances that originally led to the
need to sample will determine the amount of
the overpayment to refund.
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Matthew: Where can a compliance officer
go if he/she needs extra help in using the
RAT-STATS software?
Susan and Stephan: The OIG website at
www.oig.hhs.gov has the RAT-STATS User
Guide. OIG intended this guide to be used by
technical and non-technical users. It contains
step-by-step instructions on how to use the
www.hcca-info.org  888-580-8373

software. It does not tell a user how to identify
the population, what sample design to use,
or how to review the sample. Also, CMS does
have some guidance in its Medicare Program
Integrity Manual and compliance officers may
be able to contact their providers’ Medicare
Audit Contractors (MACs) for guidance.

Alternatives to RAT-STATS
RAT-STATS has its benefits, for example, it
is free to the user, but compliance professionals also have alternatives. Dr. Cornelia
Dorfschmid has provided some insight on
what those alternatives might be.
Matthew: In your opinion, is there a simple
way for compliance officers without access to
auditors and statisticians to do claims sampling
without using RAT-STATS in a less complex
case? What about a more complex case?
Cornelia: Compliance officers can and
should use sampling of various types to support auditing and monitoring efforts, such as
judgmental sampling and statistical sampling.
Both have a role in auditing and are used by
government auditors as well. A reasonable
sampling strategy, and appropriate sampling
type, will depend on the audit objective and
complexity of the study.
Judgmental sampling often occurs on the
basis of knowledge of a certain problem that
is researched or audited. Broadly, it includes
all sampling by non-statistical methods—for
instance, pulling several charts from a pile in a
haphazard manner or picking records from a
patient list at will. In small probe audits and routine monitoring, haphazardly picking from a list
seems perfectly reasonable. Not every sampling
needs to be statistical or lend itself to projection.
Statistical sampling has the key benefit of
being defensible and rendering objective and
statistically valid projections, such as claims overpayment extrapolations. Systematic sampling, one
type of statistical sampling, is easy to understand
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and can be used if the sampling frame of sampling units, such as list of claims, can be ordered
from 1 to N, where N is the maximum unit
number. This method selects sampling units from
a frame or population according to a random start
point and a fixed, periodic interval (i.e., every nth
sampling unit is selected). Using a random start,
the first sampling unit is selected according to the
random start number and the remaining sampling units that comprise the sample are selected
using a fixed interval thereafter. For example,
if one wanted to select a random number of 30
claims from a population of 3,000 claims using
systematic sampling, one would number them
1 to 3,000 and then simply select every 100th
claim, since n = 3,000/30 = 100. For instance, if the
random start was 124, one would select 124, 224,
324, and so on until the maximum unit number
in the frame has been exceeded. Simple random
sampling, another type of statistical sampling,
requires a randomizer (i.e., typically a statistical
package such as RAT-STATS or SAS). Microsoft
Excel is broadly available and familiar to many
compliance professionals and also has a Random
Number Generation module in the Data/Data
Analysis section that could be used. In more
complex cases, I would definitely recommend statistical sampling and the use of a random number
generator. If you cannot get help within your
department, you may want to seek assistance
from the Internal Audit department, because they

oftentimes are familiar with statistical auditing;
or you may need to seek outside help.
Matthew: Do you foresee that claims
sampling will continue to be used in the
future as a way to calculate overpayments?
Cornelia: Yes, definitely. Statistical sampling is here to stay and growing, particular in
the new enforcement era with more aggressive
CMS contractors. It is also the most reasonable
and cost effective way for both governmental
and health care organizations to assess overpayments in large populations. When systemic
problems are suspected, providers and suppliers should consider statistical sampling to
identify the total overpayment for the population. Especially when significant estimated
amounts are involved that must pass muster
with CMS and/or OIG for overpayments
reporting and refunding, statistical sampling
is the appropriate strategy.

Conclusion
Hopefully this information has been helpful in
providing some clarification on the use of RATSTATS and other alternatives. Thank you very
much to Susan Gillin, Stephen Conway, and Dr.
Dorfschmid for their contributions to this article.
1.	Department of Health and Human Services, OIG Office of Audit
Services: “RAT-STATS 2007 User Guide, Version 2” and “RAT-STATS
2007 Companion Manual, Version 2” are available at https://oig.hhs.gov/
compliance/rat-stats/index.asp
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by Johanna Michaels Kreisel

Anatomy of an overpayment:
What providers need to
know now
»» Engage in a reasonable inquiry into possible overpayment situations.
»» Actual knowledge is required to identify an overpayment.
»» Establish a proactive, instead of reactive, overpayment policy.
»» Dedicate personnel to reviewing and identifying possible overpayments.

Johanna Michaels Kreisel (johanna.kreisel@ppsv.com) is an Associate of

Identification: What is required and when?

the Powers Pyles Sutter & Verville PC law firm in Washington DC.

According to the proposed rule, an “identified”
overpayment occurs when “a person has actual
knowledge of the existence of the overpayment or acts in reckless disregard or deliberate
ignorance of the overpayment.” Once the payment is “identified,” the 60-day timeframe
for reporting and returning the overpayment
commences. The issues are what measures
providers and suppliers have to take to detect
potential overpayments in order to avoid an
allegation of reckless disregard, and when
these potential overpayments are “identified”
for purposes of the 60-day reporting obligation.
For simplicity, we’ll use the term “providers” to
encompass Medicare suppliers as well.
First, providers need to adopt an overpayment reporting and repayment policy that
incorporates regular processes of claims review
to detect potential overpayments. A proactive,
reasonable approach can mitigate claims of
reckless disregard. A recent 6th Circuit decision validated this approach by limiting the
reckless disregard standard to an inquiry that
is “‘reasonable and prudent under the circumstances’, which clearly recognizes a limited
duty to inquire as opposed to a burdensome

T

Kreisel

he Affordable Care Act (ACA) mandates that providers and suppliers
who are aware that they have retained
Medicare or Medicaid funds in error must
report and return those funds within 60 days.
The Centers for Medicare & Medicaid Services
(CMS) issued a proposed rule on
February 13, 2012 detailing the
implementation requirements.1 The
proposed rule defined key terms
such as “identified” and “reporting
and returning deadlines” to clarify
the statutory requirement. Although
this rule has not been finalized, the
statutory obligation is in effect, and
it is unlikely that the final rule will depart
significantly from its proposed form. As such,
Medicare providers and suppliers cannot wait
until publication of the final rule; instead they
must have in place the tools to comply with
the 60-day repayment obligation to avoid False
Claims Act liability. This article outlines the
steps that providers and suppliers need to take
in order to comply with the new requirement.
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obligation.”2 Similarly, CMS emphasized in the
proposed rule that providers cannot avoid this
responsibility and must engage in “self-audits,
compliance checks, and additional research.”
As such, providers should adopt both policies
and a regular practice of identifying possible
overpayment situations. For example, the following items would necessitate inquiry into a
potential overpayment situation:
·· Unsigned records
·· Incorrect service date
·· Incorrect CPT codes
·· Insufficient documentation
·· RAC letter/inquiry
·· Lack of medical necessity
·· Increase in Medicare revenue, and/or
·· Complaints related to billing/claims
made to provider hotline or raised via
other means.
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Step 1: Conducting a reasonable inquiry
Identification of any of the items listed above
would require initiation of a “reasonable
inquiry.” The commencement of this inquiry
does not start the 60-day clock. The time period
begins only when the provider has “actual
knowledge of the existence of an overpayment.”
For instance, when a regular claims review
uncovers evidence of unsigned medical records,
the “identification” of the overpayment has
occurred and the 60-day deadline starts to run,
because the provider has knowledge of claims
for which it is not entitled to payment. From
this point forward, the provider should do its
best to quantify the extent of the overpayment
or, at a minimum, notify the contractor of the
overpayment and the timeline for calculating
and returning the refund. The repayment process may occur in phases based on the extent of
the overpayment and the resources required to
perform the review.
In situations where evidence of an overpayment is not clear cut, the provider should
www.hcca-info.org  888-580-8373

conduct an inquiry both to determine if an
overpayment exists and to demonstrate that the
provider is not acting in “reckless disregard” or
“deliberate ignorance.”1 In response to an allegation of fraud, a provider must show that it made
both a “reasonable inquiry” into the allegation
and that, based on the information derived from
the investigation, it came to a defensible conclusion as to whether an overpayment exists. In the
case of an allegation of “upcoding,” whereby
a physician bills for higher codes with higher
reimbursement rates than are justified by the
actual time or complexity of the visit, the provider is obligated to do the following:
·· Review the physician’s claims for evidence
of upcoding;
·· Compare the physician’s claims with those
of his colleagues;
·· Conduct interviews of colleagues, nonphysician professionals, and billing staff,
if necessary; and
·· Conduct additional chart reviews and
interviews as necessary.
Of course, the provider is not obligated
to perform all the steps identified above if
the information garnered at any one point is
conclusive.
First, the provider would review the claims
to see if the physician has a higher number of
complex claims. If there is no evidence of billing
for an inordinate number of higher complexity
codes, then the provider could demonstrate that
it has conducted a reasonable inquiry and come
to a defensible conclusion that the physician has
not engaged in improper billing.
If the provider finds that the physician has
a large number of higher-coded claims, the
inquiry continues. At this juncture, the 60-day
clock has not started, because there is no
actual knowledge of an overpayment. The provider still does not know whether these codes
were billed in error and, therefore, constitute
an overpayment.

The next phase of the inquiry would be
to compare the physician’s volume of highercoded claims with those of similarly situated
colleagues. If the physician’s coding practice
is an outlier when compared to his/her colleagues, the inquiry should continue.
The third step would be to interview the
physician, his/her colleagues, and non-professional and administrative staff to develop an
understanding of the physician’s practices, as
well as to document that a reasonable inquiry is
underway. Again, at this point, the 60-day deadline has not commenced, because the provider
does not have actual knowledge of an overpayment. If the interviews are inconclusive—for
instance, the physician is an expert who takes
on more complex cases, but interviews with the
support staff indicate that the physician may not
always spend the time required for the higher
complexity codes—the inquiry should continue.
At this point, the information derived from
the interviews supports a credible allegation
that the physician engaged in possible upcoding, but does not rise to the level of a probable
violation. It is important to note that the 60-day
deadline does not begin, because this is not
the threshold standard required for reporting
an overpayment.
The proposed rule failed to define the
threshold standard for reporting an overpayment; therefore,
providers must rely on
other sources to clarify
when the obligation to
report an overpayment
begins. The New York
Office of the Medicaid
Inspector General
(OMIG) defines a “credible allegation” as one
which provides sufficient information to show
that the source of the allegation has sufficient
knowledge of the facts alleged to be a credible
source, the facts alleged are not clearly inaccurate, and which the provider, having knowledge

of the allegation, has conducted a preliminary
review to assess the allegation.”3 Compare
this with the Corporate Integrity Agreement
between OIG and Allergan which defined a
“reportable event” as “a matter which a reasonable person would consider a probable violation).4
(emphasis added)
Finally, the last phase of the inquiry would
likely entail additional chart reviews and
interviews.
Step 2: Actual identification of an
overpayment—60-day deadline begins
If the evidence indicates that the physician
assumed higher complexity cases but at times
miscoded these visits, then the provider has
identified overpayments and the 60-day deadline to report and return these payments starts.
It is at this point that the Compliance department or Billing department must quantify the
extent of miscoded claims. Based on the final
look-back period to be determined by CMS, this
may be an extensive process, and the provider
should communicate with the contractor regarding the identification of the overpayments and
whether the 60-day timeframe for quantifying
and returning the funds can be satisfied.
In certain other overpayment situations,
in addition to the reporting requirement, the
provider would need to conduct an additional
inquiry to determine
whether the overpayments
constituted a violation of
either the Anti-Kickback
Statute (AKS) or the Stark
(self-referral) Law and
merit disclosure under the
AKS OIG Self-Disclosure
Protocol (OIG SDP) or the Medicare Self-Referral
Disclosure Protocol (SRDP). It is important
to note that while participation in these selfdisclosure programs suspends the overpayment
refund deadline, it does not relieve providers of
liability under any of these statutes.
888-580-8373  www.hcca-info.org
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What should providers be doing now?
As noted above, the statutory requirements are
in full effect—meaning that currently, providers
are obligated to report and return all overpayments within 60 days of identification. Providers
need to implement organization-wide changes to
comply with the 60-day rule, including adoption
of a policy which entails, at a minimum:
·· using the current OIG Work Plan to identify
potential areas to focus claim reviews5;
·· establishing clear indicators for staff to
identify possible overpayments;
·· creating a process for staff to notify compliance/counsel of identified overpayments;
·· requiring documentation of the identification process; and
·· promoting regular communication between
departments to ensure the repayment deadline is met.
Additionally, providers should consider
dedicating personnel to look for overpayments
on a routine basis. Providers also must educate
and train billing and other relevant personnel
on the new policy.

Conclusion
While the 60-day repayment rule has not
been finalized, all providers and suppliers
—from major hospital systems to solo
practitioners—have a responsibility to create

a new compliance environment, one which is
proactive rather than reactive and attuned to
identifying potential overpayment situations.
Once the system is in place, a provider
may have some flexibility in identifying
the extent and quantifying the amount of
an overpayment, as long as they engage in
reasonable, routine processes and collaborate
with their local contractor to ensure the
60-day deadline is met. Only then may the
provider be able to avoid the significant
legal and financial penalties that result from
failing to adapt to the changing Medicare
compliance environment.
Please note that this article is for general informational
purposes only. It is not intended as professional counsel
and should not be used as such. You should contact your
attorney to obtain advice with respect to any particular
issue or problem.
1.	77 Fed. Reg. 9179, 9182 (Feb. 16, 2012). Medicare Program; Reporting and
Returning of Overpayments, proposed rule. Available at
http://www.gpo.gov/fdsys/pkg/FR-2012-02-16/pdf/2012-3642.pdf
2.	
United States ex rel. Williams. v. Renal Care Group, No. 11-5779, 18
(6th Cir. Oct. 5, 2012) (citing to S. Rep. 99-345, at 21, 1986 U.S.C.C.A.N. at
5286, which found that a supplier did not act in reckless disregard when
it continually sought clarification of the reimbursement concern at issue,
followed industry practice, and was forthright with the government).
3.	New York Office of the Medicaid Inspector General, OMIG Compliance
Webinar #2 Questions and Answers. Available at http://www.omig.ny.gov/
data/content/view/209/294
4.	Corporate Integrity Agreement between OIG and Allergan, Aug. 30, 2010.
Available at https://oig.hhs.gov/fraud/cia/agreements/Allerga_Executed_
CIA_with_Appendices.pdf
5.	Foley: Report on Medicare Compliance: “OIG Work Plan Will Assess
Medicare Spending on High-Risk Areas.” (Oct. 15, 2012). Available at
http://m.foley.com/files/News/e4f701b9-35e8-46cd-9867-92ae5ec52e9e/
Presentation/NewsAttachment/0297ecc3-233c-439c-bfae-94ac802e2e60/
RMC10-15-12.pdf
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by Shannon Hartsfield Salimone

First settlement for a
smaller HIPAA breach
»» HIPAA penalties are not reserved for large breaches.
»» Addressing a breach quickly won’t insulate an organization from penalties.
»» A breach gives OCR the opportunity to uncover other problems.
»» Even smaller covered entities will be held accountable.

Shannon Hartsfield Salimone (Shannon.salimone@hklaw.com) is a Partner
in the Tallahassee office of Holland & Knight LLP, where she is the Regulatory
and Litigation Leader of the firm’s Health Care & Life Sciences Team and
Co-chair of the Data Privacy and Security Team.

D

ata breaches do not have to be
extremely large to result in significant
financial penalties. On January 2, 2013,
the Department of Health and Human Services
(HHS) kicked off the new year by announcing
the very first HIPAA breach settlement involving
fewer than 500 individuals. Hospice of
North Idaho (HONI), an independent,
non-profit agency, had a laptop stolen
in June of 2010. The laptop, which was
unencrypted, contained electronic
information on 441 patients. HONI
reported the breach to the HHS Office
Salimone
for Civil Rights (OCR) as required by
the Health Information Technology for
Economic and Clinical Health (HITECH) Act.
It appears that, once the theft occurred,
HONI followed the notification requirements
in the HITECH Act interim final rules regarding breach notification. In a press release1
issued on December 27, 2012, HONI reported
that, upon learning of the theft, it began a
risk assessment and development of a corrective action plan immediately. It received no
indication that any information was accessed.

HONI contacted the patients who could have
been affected and offered credit monitoring. Additionally, HONI offered families
of deceased patients support through the
assignment of a personal recovery advocate.
The company hired industry experts in the
areas of Information Technology and Human
Resources, replacing the outsourced services
employed during the time of the laptop theft.
The hospice took several other measures, such
as conducting a risk analysis and increasing
security measures on its equipment, including
encrypting all laptops and developing stronger password enforcement. In addition, the
hospice adopted stronger security policies and
procedures, and implemented a schedule of
continuing privacy and security training.
In its press release, HONI asserts that it
is currently in compliance with all federal
regulations. HONI Vice President Kim Ransier
stated, “We realize that we must adhere to
these regulations while continuing to provide
the highest quality care for our patients and
not lose sight of our mission.”

Covered entities are at risk
Although the hospice took a number of measures to address the breach, the settlement
announcement makes it clear that even a rapid
and detailed response to a security incident
888-580-8373  www.hcca-info.org
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will not necessarily insulate a covered entity
from enforcement actions. As with other
HITECH Act-related settlements, it appears
that, while the breach report triggered the
investigation, the violations that OCR subsequently identified, rather than the breach
itself, resulted in the
financial settlement.
The breach report
provided the opportunity for OCR to take
a close look at the covered entity’s HIPAA
compliance efforts.
OCR found deficiencies in the HIPAA
compliance program,
which could have
resulted in civil money penalties. Instead, the
parties elected to settle the matter. Specifically,
OCR found that the hospice had not conducted
a risk analysis to safeguard electronic protected health information. Additionally, the
entity lacked policies
and procedures
to address mobile
security devices.
In the HHS
statement announcing the settlement,
OCR Director Leon
Rodriguez stated,
“This action sends a
strong message to the
health care industry
that, regardless of size, covered entities must
take action and will be held accountable for
safeguarding their patients’ health information.” He also observed that “Encryption is
an easy method for making lost information
unusable, unreadable and indecipherable.”
Fortunately, compliance officers have myriad
resources that can help prevent breaches and

their resulting penalties. For example, on
December 12, 2012, HHS launched a new online
educational initiative called “Mobile Devices:
Know the RISKS. Take the STEPS. PROTECT
and SECURE Health Information” (available at
www.HealthIT.gov/mobiledevices).2 Through
this website, OCR and
the HHS Office of the
National Coordinator
for Health Information
Technology provide
videos, frequently
asked questions,
articles, and other
resources addressing
security of patient
information on
mobile devices.
The HONI breach settlement is the first
one involving less than 500 patients, but it
will not be the last. It is critical that health
care entities and their business associates
conduct accurate and thorough risk analyses
to try to anticipate
threats to information
security and protect
against those hazards. Additionally,
compliance officers
should re-examine
their HIPAA compliance plans to ensure
that they contain
robust policies regarding mobile devices.
Sufficient effort on the front end will reduce
the chances that a company will find itself as
the subject of a future HHS settlement.

…even a rapid and
detailed response to a
security incident will
not necessarily insulate
a covered entity from
enforcement actions.

1.	Dept of Health and Human Services, press release: “HHS announces
first HIPAA breach settlement involving less than 500 patients.”
January 2, 2013. Available at http://www.hhs.gov/news/press/
2013pres/01/20130102a.html
2.	Dept of Health and Human Services, press release: “New tools to help
providers protect patient data in mobile devices.” December 12, 2012.
Available at http://www.hhs.gov/news/press/2012pres/12/20121212a.html
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HIPAA compliance
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by Theresamarie Mantese, Christopher J. Laney, and Christy Bores

Using Local Coverage
Determinations to your
advantage
»» Local Coverage Determinations (LCDs) are published guidelines used by Medicare to determine reasonable and necessary
health care services.
»» Medicare Administrative Contractors (MACs) draft LCDs based on review of local practice and medical literature.
»» Compliance officers can influence drafting of LCDs by submitting comments to MACs and attending open meetings.
»» Compliance officers can reduce the risk posed by Medicare audits by ensuring that all providers in an organization are
documenting services according to LCDs.
»» Expert testimony is important during an audit appeal to interpret vague LCD terminology.
Theresamarie Mantese (tmantese@healthlex.com) is a Shareholder,
Christopher J. Laney (claney@healthlex.com) is an Associate Attorney,
and Christy Bores (cbores@healthlex.com) is a Legal Assistant with Rogers
Mantese & Associates, PC in Farmington Hills, MI.
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ne of the most difficult challenges for
compliance officers is how to effectively participate in Medicare audits
which, unlike other third-party payer audits,
are unique because Medicare services must be
documented according to standards contained
in Local Coverage Determinations (LCDs).
LCDs are the guidelines used by Medicare to
determine whether health care services are
reasonable and necessary for patient care. The
harsh reality for providers is that if they fail to
adhere to LCDs, then they risk losing payment
for services that they provide to patients.
The focus of this article will be to provide
a discussion of ways compliance officers can
avoid risks associated with non-compliance
with LCDs and how they can use LCDs to
their advantage during Medicare audits.
Compliance officers should recognize that
their thorough understanding of LCDs
will enable providers to maximize their

www.hcca-info.org  888-580-8373

reimbursement for medical services.
The ultimate goal is that providers
will be paid for services that they perform and patients receive. This article
will address how compliance officers
can accomplish this goal through the
effective use of LCDs to maximize
payment for Medicare services.

Mantese

What is an LCD?
The Medicare Program Integrity
Manual (MPIM) describes LCDs as
administrative tools used to assist
providers in submitting accurate
claims for processing and reimbursement by specifying when clinical
services are reasonable and necessary. Laney
The MPIM further provides that “[t]he
use of an LCD helps avoid situations
in which claims are paid or denied
without a provider having a full
understanding of the basis for payment and denial.”1
Medicare contractors create
LCDs in order to provide guidance
Bores
to health care providers within their

Practical advice on using LCDs
Compliance officers are in a unique position
to influence the drafting and development
of LCDs, guide the use of LCDs, and reduce
errors in the billing process.
Compliance officers can be influential in
drafting LCDs
Compliance officers have an opportunity to
be involved in the process of drafting a new
LCD, and are able to challenge an LCD once it
is finalized. Medicare requires a MAC to consider the opinions of local medical groups and
providers along with the general public when
an LCD is being drafted. Consequently, compliance officers can play an important role in the
LCD process. MACs are required to post draft
LCDs on their websites, so that providers and
the public can review the drafts and decide
whether they wish to comment on the MAC’s
policy documents, and whether to ask the MAC
to reconsider its decision to publish an LCD.
Compliance officers are an influential group
that can offer input during the drafting process

of the LCD. Compliance officers should aggressively submit comments to the MAC during
the 45-day comment period. Similarly, compliance officers should actively participate in open
meetings scheduled by the MAC. This will
enable them to voice their objections or affirm
the proposed LCDs. During the open meetings,
compliance officers will have direct contact
with the MAC and have the opportunity to
submit materials to the MAC. Compliance officers are also able to make presentations during
these open meetings.
These open meetings can be invaluable
opportunities for compliance officers to influence the MAC on the local standard of practice
among health care professionals in their community. It offers compliance officers a forum in
which they can present evidence to the MAC.
The evidence should explain how Medicare
services are prescribed within a given locality
and why such services are reasonable and necessary for the patient. Compliance officers are
also given the opportunity to present published
materials from peer-reviewed journals or other
publications with similar reliability on whether
the LCD should be adopted by the MAC.
Once a new or revised LCD becomes final,
MACs are required to publish and adhere to
a reconsideration process where providers,
beneficiaries, and interested parties can challenge the finalized LCD. The MAC makes the
determination as to whether the LCD will
become final. Federal law gives a beneficiary
the right to escalate the appeal of a challenged
LCD to the Administrative Law Judge (ALJ)
level and beyond.2 This is known as a Section
522 BIPA appeal. A provider does not necessarily have the same right to an ALJ appeal as
the beneficiary.
Thus, it should be apparent that compliance officers should actively engage in the
LCD process before the ALJ appeal level in
order to maximize their influence on the final
version of the LCD.
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jurisdictions. This guidance is developed by
considering medical literature, public comments, and advice from local health care
providers and societies. When an LCD needs to
be revised, or a new LCD needs to be drafted,
the MPIM directs the Medicare Administrative
Contractor (MAC) to draft the LCD based on
the review of local practice and medical literature. Once a new LCD is drafted, it is submitted
to the Carrier Advisory Committee (CAC),
where most LCDs are subject to a comment
period and subsequent notice period.
During a 45-day comment period, the
contractors can hold open meetings and are
required to solicit comments from the local
medical community, including groups of health
professionals and organizations, representatives of relevant specialty groups, and the
general public that may be affected by the LCD.
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Compliance officers need to be LCD enforcers
Compliance officers understand that it is much
easier to adhere to LCDs in the first place
than to defend health care providers during
an audit, when they have failed to adhere to
LCDs. Compliance officers should consider
being proactive in the application of LCDs
during the billing process. At a minimum,
compliance officers should demand accountability from billing staff as to the protocols
that staff follow to submit claims and ensure
that LCDs are carefully reviewed before a
claim is submitted to Medicare.
Compliance officers cannot devote all of their
time to how LCDs are being used during the
claim process. Yet, compliance officers can avoid
significant risks associated with failure to adhere
to LCDs if they understand the purpose of LCDs
and how this purpose may be capsulated into
more accurate claims processing. Keeping the
fundamental understanding of LCDs in mind
can help maximize payment for services performed, reduce billing errors, and avoid the risk
posed by Medicare audit and billing issues.
Each Medicare contractor publishes its
list of LCDs on its website, but the Centers for
Medicare & Medicaid Services (CMS) maintains a searchable database on its website
(www.cms.gov) that compliance officers can use
to ensure that an organization’s providers are
documenting their care appropriately for payment. It may also be a good practice to search
other MAC’s LCDs within a provider’s specialty
on the CMS website to see where an organization’s own MAC could be focusing next. MACs
often work together to draft LCDs, so if one
contractor’s LCD imposes more stringent payment guidelines, it is likely to be adopted by
another MAC contractor at some point.

How to use (or not use) LCDs to defend an audit
No matter how hard providers may try to
take preventive measures to avoid a Medicare
audit, it is likely most providers will have their

patient charts and claims audited by Medicare
during the course of their professional career.
Ordinarily, a provider should opt to appeal
the Medicare auditor’s findings. It is at the ALJ
level that providers have the best opportunity
to exercise their rights to substantively change
the auditor’s adverse findings.
When a claim goes before an ALJ, audited
providers have two
options with regard
to the applicable
LCD: (1) use the language of the LCD
to their advantage;
or (2) argue that the
LCD should be disregarded by the ALJ.

expert testimony on the issue. The ALJ needs a
reason to deviate from LCD guidance. It is the
provider’s burden to demonstrate why an ALJ
should not enforce the LCD.
Compliance officers may offer expert
testimony on how the LCD would not be
applicable to the provider’s practice and
should be disregarded. Of course, the proper
foundation must be
made to establish
that the compliance
officer is an expert
to testify on this
issue. Assuming the
compliance officer is
qualified as an expert
witness, he/she could
provide evidence at
the hearing on the
why the ALJ should
not enforce the LCD.
Compliance officers thus can play an
integral role in Medicare audits, either in the
interpretation of the LCD where it is vague or
in providing routes to demonstrate why the
LCD should be disregarded in an audit.

Compliance officers thus
can play an integral role
in Medicare audits, either
in the interpretation of
the LCD where it is vague
or in providing routes to
demonstrate why the LCD
should be disregarded
in an audit.

Arguing that an LCD does not apply
Federal regulations require that while ALJs
are not bound by LCD guidance, they must
give “substantial deference” to the LCD if it is
applicable in a certain case.3 If the ALJ decides
not to follow an LCD, the ALJ must explain the
reasons why it declined to apply the LCD to
the facts of the case. Showing cause as to why
an ALJ should not follow an LCD in a particular case can be challenging.
The most effective way to convince an ALJ
to disregard an LCD in a case is to present

Conclusion
A MAC’s goal in the implementation of a LCD
is often to limit coverage of payable services.
Yet, compliance officers are poised to be important sources for the development of LCDs that
are meaningful to a health care professional’s
practice. The best way for compliance officers
to maintain a significant role in LCD development is to take advantage of every opportunity
to participate in the LCD process and to make
sure to keep abreast of developments in their
field of medical practice.
1.	Medicare Program Integrity Manual, Chapter 13, § 13.4.
2.	42 C.F.R. Parts 400, 405, and 426, Medicare Program: Review of National
Coverage Determinations and Local Coverage Determinations, (2012).
For more information, see: Appeals of Local Coverage Determinations at
http://www.medicare.gov/claims-and-appeals/index.html
3.	42 C.F.R. § 405.1062(a) (2012).
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Using LCD language to provider’s
advantage
Oftentimes LCDs
contain vague
language and undefined terms. This vague
language can be used to a provider’s advantage if a provider introduces evidence as to
the interpretation of the vague language and
undefined terms. Compliance officers can
serve in the vital role of offering key testimony
on the proper and reasonable interpretation of
vague LCDs.
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by Terri D. Nuss, MS, MBA; Lona Bryant, MSN, RN; and Martin Edwards, MS, CHC, CHPC

Patient privacy in an
open-access environment
»» It is important to include compliance in patient-centeredness efforts.
»» Effects of post-HIPAA training on staff concerns should be addressed.
»» Regulatory and legal balance is essential.
»» The compliance specialist is crucial, actively partnering with nursing.
»» The compliance specialist should send messages personally and participate in communication plans.
Terri D. Nuss (Terri.Nuss@BaylorHealth.edu) is Vice President and Lona Bryant
(lhbryant45@gmail.com) is a Quality Improvement Consultant in the Office of
Patient Centeredness with Baylor Health Care System in Dallas. Martin Edwards
(Martin_Edwards@DELL.com) is affiliated with Dell Healthcare and Life Sciences
in Plano, Texas.

B

aylor Health Care System is a non-profit
organization with an extensive network
of locations and physicians throughout
the Dallas–Fort Worth Metroplex and throughout north-central Texas. This article will discuss
the health care system’s journey to find the
balance between ensuring the patient’s right to
choose who may visit and for how long, and
ensuring the patient’s right to privacy. At the
Baylor Health Care System this is defined as
“open access” and is a critical success factor in
providing patient-centered care.

discussed, and the penalty for violations. Although this was important
and necessary information, years of
focusing on the prohibitions resulted
in staff being hesitant to share information with anyone, even the “owner”
and beneficiary of the information—
the patient. In addition to limiting the
content and location of conversations,
families and loved ones were ushered
out of the ward and pod areas, and
even away from the bedside of their
loved one, for the sake of “privacy.”
Privacy became more important than
supportive participation, and health
care colleagues found it difficult to
find a healthy balance.

Nuss

Edwards

Participating in care: Back to the future
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Care steeped in restrictions
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The Health Insurance Portability and
Accountability Act of 1996 (HIPAA) Privacy
Rule is a federal law that was designed to
allow Americans to take their health insurance
coverage with them when they changed jobs,
with provisions to keep medical information
confidential. In the health care industry, this
law resulted in a flurry of activity around staff
education, with the primary focus being what
should not be discussed, where it should not be
www.hcca-info.org  888-580-8373

In 1800, few hospitals existed, and people
experiencing illness often received care from a
relative or a neighbor. If the services of a physician were available, the physician was a local
practitioner who knew his patients personally
and provided care in the home environment.
In urban areas, indigent patients and those
with incurable or chronic conditions received
care in an almshouse. During this era, the
few available public and private hospitals had
strict admission criteria, seeking to admit only

model of care appears to have achieved its
minimal goal—improving efficiency and
decreasing cost without markedly increasing
adverse affects on quality and patient satisfaction, though most available studies do not
focus on patient satisfaction.2
In 2001, a research committee at the
Institute of Medicine rocked the national
scene with an extensive report titled Crossing
the Quality Chasm: A New Health System for the
21st Century3 which indicated Americans were
not receiving care that met their individual
needs, nor was the care based on the most current scientific knowledge. The report outlined
ten aims for health care redesign to guide
patient-clinician relationships. It resulted in
an increased movement within health care
facilities toward a model of patient- and
family-centered care. The core tenants of this
model include: collaboration, participation,
information sharing, and treating patients
with dignity and respect. Embracing this
paradigm shift has been a difficult and challenging journey as health care facilities strive
to customize care according to each patient’s
identified needs and values.

Rules and regulations
Any one of us as patients may have suffered
the experience of being denied the care and
support of someone we love because he or
she was not considered “family” in the legal
sense or visitation rules denied access. During
a time of stress and possible life-threatening
crises, this denial may have broader implications, when the person who knows the patient
best is not there to provide information related
to the patient’s medical history. Family members and friends have the ability to serve
as intermediaries to help communicate the
patients’ needs. Although we may be quick
to agree that we would all choose to have the
support of those we love in a time of crisis,
few states amended the Patient’s Bill of Rights
888-580-8373  www.hcca-info.org
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those considered morally worthy. Hospitals
provided a limited number of beds for nonpaying patients. If physically able, patients with
the ability to pay chose to receive care at home,
because hospitals were considered expensive,
unnatural, and potentially demoralizing. Early
nineteenth-century philanthropists frequently
supported dispensary and outpatient medicine,
because the home was considered the ideal
healing environment. The ward style care for
non-paying patients gave rise to the first set of
restrictions for visitors as an attempt to establish order on the wards.
During the 1890s, in an effort to attract
paying patients, elegant private rooms and
restaurant-quality food were made available,
and those with the ability to pay could receive
visitors almost every hour of the day and evening. Private patients were attended by their
regular physician, perhaps in consultation
with attending staff members. This model of
care persisted for many years. By the 1920s,
the hospital became a national institution.
As technology and progress in surgical treatments increased, paying patients began to seek
care in hospitals.
In the 1960s, intensive care units were
established and, at that time, visiting restrictions were established for paying and
non-paying patients, because health care
providers determined patients needed to be
protected from exhaustion caused by too
many visitors. Despite increasing evidence
that having the family at bedside in a supporting role is beneficial to the patient; visiting
restrictions remained in many facilities.1
By the 1990s, utilization constraints drove
reduced lengths of stay, and many hospitals adopted a new model of inpatient care.
Rather than receive hospital care guided by
the patient’s primary physician, the inpatient
would be cared for by a physician known as
a hospitalist, thus moving the patient further
into the care of strangers. The hospitalist
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Medicare and Medicaid services
In 2010, it came to the attention of the White
House that all health care facilities did not
respect the right of a patient to decide who
may visit when he/she was hospitalized. In
April of that year, the Secretary of Health
and Human Services received a Presidential
Memorandum4 requesting, as a condition of
participation, hospitals that provide Medicare
or Medicaid services respect the rights of
patients to designate visitors. The Centers for
Medicare & Medicaid Services (CMS) ruling
42 CFR 482.13(h),5 effective January 18, 2011,
made clear that all who visit at the request of
the patient should be given visitation privileges that are no more restrictive than those
of immediate family members. The intent
was that every patient is empowered to define
who makes up their support system during
their episode of care. The law would not interfere, however, with the health care providers’
ability to restrict visitation in medically appropriate circumstances.
The Joint Commission
The Joint Commission is an independent,
not-for-profit organization that accredits
and certifies more than 19,000 health care
organizations and programs in the United
States. Accreditation and certification by The
Joint Commission is recognized nationwide
as a symbol of quality that reflects an organization’s commitment to meeting certain
performance standards. When CMS, a department in the Department of Health and Human
Services agency, issued new Conditions of
Participation for health care organizations, The
Joint Commission aligned standards to reflect
these requirements.
Located in the Rights and Responsibilities of the
Individual section,6 The Joint Commission added

two elements of performance standards. The
first element of performance (RI.01.01.01 EP28)
states the hospital allows a family member,
friend, or other individual to be present with the
patient for emotional support during the course
of stay (exceptions noted), and the second element of performance (RI.01.01.01 EP29) prohibits
the hospital from discrimination based on age,
race, ethnicity, religion, culture, language, physical or mental disability, socioeconomic status,
sex, sexual orientation, and gender identity or
expression. These new standards had an initial
implementation date of January 2012; this was
accelerated to July 1, 2011 when CMS issued its
final ruling on visitation rights.

A call to action
The change in patients’ rights mandated by
CMS and the aligning standards defined by
The Joint Commission were a call to action for
the Baylor Health Care System. The development of a system-wide policy was the first
priority. The primary goal of creating a system
policy was to standardize practice and ensure
that a patient could have the presence of a
primary support person unless restrictive
criteria were met and documented. It would
also ensure this same experience at all Baylor
facilities. With the deep historical practices
of exclusion and privacy that evolved over
decades, this was a significant call to execute
change in a very short period of time for
an organizational culture made up of more
than 18,000 employees. The steps toward
achievement would need to be well-defined,
measurable, and include the key stewards of
access—the physicians and nurses.

Defining expectations
An open-access assessment tool was developed to assess current practice. The tool was
aligned with regulations, standards, the
open-access policy, and practices that support
patient- and family-centered care. For the sake
888-580-8373  www.hcca-info.org
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to reflect this change to this unfair practice
prior to a recent Presidential mandate.
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of clarity, the policy and assessment focus on
the presence and access of the primary support
person—the one person the patient designates
who should be allowed to stay whenever
it does not pose a medical concern for the
patient(s). As the policy allows, the assignment
of this designation can change shift to shift, or
even more frequently, based on the patient and
family needs.
The assessment addressed five areas:
·· The presence and use of the policy
·· The ability of the primary support person
to access the patient 24 hours a day, 7 days
a week
·· Having written guidelines to orient the
patient and family to their rights
·· Identifying and documenting the primary
support person for the patient
·· Ensuring that the signage and the opendoor access supported the policy
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Each inpatient unit and the Emergency
Department completed the baseline assessment,
which was scored and visibly graphed using
basic spreadsheet software. Results revealed
that the majority of units across the Baylor
Health Care System required a great deal of
change to reach an ideal state of open access.
Inpatient medical-surgical units were open
to family and other guests, but the practice
was not formally messaged through signage
and guidelines, or through orientation. Areas
that traditionally limited visitation, such
as adult and neonatal intensive care units
(NICU), varied in practice. Families were often
asked to leave during shift change or physician rounds, and there were often structured
visiting hours that were not convenient for
working family members. During certain
hours, loved ones were often restricted from
areas with the intent to prevent infection,
limit traffic, and provide a more secure area
for patients. It also allowed the nursing staff
to share information without the fear of
www.hcca-info.org  888-580-8373

disclosing information inappropriately—a culturally deep concern for caregivers at Baylor.
The assessment was a catalyst for discussion around current practice in identifying
who has access to the patient’s protected
health information. Asking the patient to
identify a primary support person and ensuring other health care providers had access to
this information was a challenge, especially
in fast-paced areas such as the Emergency
Department.

Barriers to change
One of the greatest challenges in quickly
moving to open access was that staff viewed
this initiative as another mandated change
from leadership and not as a change supporting the health care system’s mission,
vision, and values to serve the patient. Staff
(especially those in areas with traditionally
restrictive visiting hours, such as the intensive care unit) expressed many concerns in
moving to an open-access environment. Fears
expressed included: violations related to
patient privacy, interruptions interfering with
safe care, loss of control, and lack of support
by administration to control the situation and
appropriately allow for critical thinking in the
application of this new practice.
Violations of patient privacy related to
HIPAA were the greatest concern. We quickly
realized that education related to the privacy
legislation of HIPAA was focused on what
staff should not do, with limited understanding of what was acceptable. The tool used for
initial privacy training was revised to include
information related to providing care in an
open-access environment. One of the greatest
assets in assisting staff to adopt this new
environment was our health care system’s
Compliance Office.
Representatives from the Corporate
Compliance Office attended staff meetings and addressed staff concerns directly,

visiting the patient. Staff members expressing
these concerns were reminded that the health
care system policy clearly stated open visitation would not interfere with clinical judgment
and safety. When clinical judgment dictated
the need to restrict visitation, the only requirement was the reason for restriction needed to
be documented in the medical record. This
then necessarily required conversations and
decisions on where to document and how to
review this information in the light of a complaint or concern.
To address other concerns (e.g., children
visiting, eating and sleeping arrangements,
waking patients for visitation), the policy
stated that guidelines should be developed so
family members and others visiting the patient
understood behavior expectations in the new
open-access environment. Each facility would
decide if a facility guideline would be sufficient or if guidelines would address specific
areas. Evidence was reviewed, only to discover
that many “old” fears regarding infection, etc.,
were not relevant, and this provided further
educational opportunities for clinical staff in
writing the guidelines.
Early adopters of this paradigm shift served
as a resource for those beginning the journey.
Staff shared personal stories and those listening were quick to agree—the privileges often
enjoyed by staff regarding visitation should
be the same for all patients and their families.
A peer-to-peer video was created documenting
the journey of an intensive care unit.

New areas of focus
When we think of removing visiting restrictions, we typically think of the inpatient rooms
and critical care areas, but there are other areas
where open access could be defined differently.
In the operating suite and restricted procedural areas, open access is defined as access
to information and regular communication.
An assessment form was developed to review
888-580-8373  www.hcca-info.org
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walked through units with limited space and
discussed how to maintain privacy while
supporting family presence, and provided
written privacy guidelines for staff behavior
to increase the staff’s confidence in adopting this culture change. The compliance staff
were only a phone call away for questions and
clarification, and were a willing partner in this
cultural change.
Specific but universal concerns for privacy
were in the pod areas of care, such as NICU,
Emergency Department curtained areas, and
the post-surgical area. The compliance staff were
instrumental in helping to recommend practices
for where to stand, volume at which to speak,
even body positioning to optimize privacy and
minimize disclosure risk. With such guidance,
the medical and clinical staff fears of violating
privacy were diminished, knowing that there
were recommended behaviors to minimize risk
of incidental disclosure. This helped clinicians
to feel supported in managing important and
timely information for patients and families,
without deep fear of having violated HIPAA.
The Compliance Office distributed the recommended behaviors in writing to staff while
meeting and talking with them, heightening
assurance that this was an initiative fully supported by Corporate Compliance and leadership.
Staff in the intensive care units believed
that family at bedside would be an interruption to care, creating an unsafe environment.
Staff was not comfortable narrating care, letting
family members know the need to focus on the
care at that moment, and that conversations
would resume when the task was completed.
This was an opportunity to provide scripting to
assist staff members who were uncomfortable
with family presence during care.
Loss of control was another major concern
for staff. The loss of control had two areas of
focus; the ability of staff to restrict visitors in
certain circumstances and the ability of staff
to address inappropriate behavior by those
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current practice in the surgical areas and access
in other frequently restricted areas, such as the
post-anesthesia care unit. The purpose was to
guide standardization of practice in the health
care system. Adult practices and pediatric practices were assessed separately. Results revealed
that practices were more liberal for pediatric
patients, supporting the idea that suggested
changes were possible.

Resulting impact
As the Baylor Health Care System moved
forward with the implementation of the
Open-Access (visitation) policy, we became
aware of the need to update language in other
hospital forms, such as the Patient Rights
and Responsibility form. Restrictive signage
in hospitals was removed, but there was not
a consensus around signage replacement
design or wording; therefore, signage changes
remained a local facility decision. The local
marketing design, signage sizes, and various

areas of service called for recommendations
on suggested content—in positive, affirming
language—but not physical design. The greatest concern was requiring a significant design
change that would require deep financial
resources and create additional barriers.
New philosophy, new signs
Staff had regularly cited privacy violations as
the main reason to challenge removing visiting
restrictions. The health care system Corporate
Compliance Office monitored this during the
first year for an increase in privacy violations,
but staff fears did not come to fruition. There
was no increase in privacy violations or complaints for the implementation year.
Less than a year after implementing, the
assessment form was further refined and
distributed to all units across Baylor. This
time, the system achieved an average of 90%
ideal access across all areas and categories.
Concurrent to this process, patient satisfaction
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Conclusion
The inclusion of loved ones added new transparency of care while supporting patient
privacy and optimal outcomes. With the invitation to now remain at the bedside as long
as they desire, family members personally
witness the minute-by-minute activities of
the care team. Family members and spouses
demonstrate trust to bedside leaders with
comments such as “I am going to go home to
rest—I’ve seen from your regular rounding
and shift reports that my husband is being
well-cared for.” Recently, a patient experienced
a fall, and when the spouse was contacted at
home after having stayed at the bedside for
an extended time, she responded “I know that
you were doing everything you could to keep
my husband safe.” That level of trust only
comes from actively inviting and welcoming
the loved one in the care process.
Rules and regulations from one agency
often require a balancing act to ensure there is
not conflict with another agency’s regulatory
oversight. This necessitates clinical, compliance, and quality colleagues work closely and
directly together in the field to achieve the
greatest successes. Corporate Compliance can
be a pivotal resource in developing patientand family-centered care.
1.	Rosenberg CE: The Care of Strangers: The Rise of America’s Hospital System.
New York: Basic Books, Inc.; 1987.
2.	Seiler A, Visintainer P, Brzostek R, et al: “Patient satisfaction with hospital
care provided by hospitalists and primary care physicians.” J Hosp Med.
Feb 2012;7(2):131-136.
3.	Institute of Medicine: Crossing the Quality Chasm: A New Health
System for the 21st Century. 2002. Available at http://www.iom.edu/~/
media/Files/Report%20Files/2001/Crossing-the-Quality-Chasm/
Quality%20Chasm%202001%20%20report%20brief.pdf
4.	Obama B: Respecting the rights of patients to receive visitors and
to designate surrogate decision makers for hospital emergencies.
Presidential Memorandum-Hospital Visitation. 2010. Available at
http://www.whitehouse.gov/the-press-office/presidentialmemorandum-hospital-visitation
5.	Department of Health and Human Services, Centers for Medicare &
Medicaid Services, Medicare and Medicaid Programs: Changes to the
Hospital and Critical Access Hospital Conditions of Participation to
Ensure Visitation Rights for All Patients. Federal Register. 2010;75(123).
Available at http://www.gpo.gov/fdsys/pkg/FR-2010-06-28/pdf/
2010-15568.pdf
6.	The Joint Commission: Patient-centered communication standards for
hospitals. R3 Report: Requirement, Rationale, Reference. R3 Report. 2011;1:1-4.
Available at http://www.jointcommission.org/assets/1/18/
r3%20report%20issue%201%2020111.pdf
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thinkers’ ideas. 2008. Available at http://www.change-management.net/
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results steadily rose, particularly regarding
staff attitude toward visitors and patients
feeling more informed when loved ones were
there to help them understand the information. This was a celebrated achievement after
such a short interval of time.
Acclaimed author and former Harvard
Business School professor John Kotter states,
“A culture change occurs after you have successfully altered people’s actions and their new
behavior has produced success, which can be
traced back to the new actions and behaviors.”7
Although it cannot be directly correlated, there
was a very positive change in patient satisfaction scores as we moved to a more collaborative
environment with open visitation. The positive responses were to questions related to
staff attitude and accommodations for visitors,
keeping the patient informed, and treating the
patient with courtesy and respect. Also, on the
Hospital Consumer Assessment of Healthcare
Providers and Systems Patient Experience
Survey, nursing communications had a significant and sustaining positive trend throughout
the transition.
Six months following the adoption of a
system-wide policy removing visiting restrictions, bedside staff members were asked
during leadership rounding if removing visiting restrictions was an issue. Staff stated it did
not turn out to be the “free-for-all” anticipated,
and one nurse gave an example of how it
improved safety when a family member was
able to provide critical health information that
the patient had forgotten to disclose. Others
talked about the touching comments and letters they received when families wrote to give
thanks that they were allowed to remain vigilant during serious illness or even the death
of a loved one. One nurse shared the story of
the new open environment; a grandfather was
able to see his toddler granddaughter in the
ICU before his death, and the joy that life-long
memory will bring to an entire family.
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by Winston Y. Chan and Vanessa Pastora

For skilled nursing and nursing
facilities, compliance counts
»» The ACA requires compliance programs in exchange for receiving federal funds.
»» As of March 23, 2013, nursing facilities must have compliance programs in place.
»» Past guidance provides eight key elements for effective compliance programs.
»» The ACA lists components required for nursing facilities’ compliance programs.
»» Recommendations for implementing effective compliance programs.

Winston Y. Chan (WChan@gibsondunn.com), is Of Counsel and
Vanessa Pastora (Vpastora@gibsondunn.com) is an Associate in the

to implement compliance programs for
players in the health care sector is now.

San Francisco offices of Gibson, Dunn & Crutcher LLP

The Federal Sentencing Guidelines
have long provided that effective
compliance programs can mitigate the
Chan
penalties associated with corporate
legal violations. An effective compliance program consists of exercising
due diligence to prevent and detect
criminal conduct and promoting an
organizational culture that encourages employees to act ethically.1
Since 1998, the OIG has encouraged
medical service providers and suppliPastora
ers to voluntarily adopt compliance
programs, developing tailored compliance program guidance over the years for
eleven sectors of the health care industry: nursing facilities, hospitals, individual and small
group physician practices, pharmaceutical manufacturers, ambulance suppliers, Medicare+
choice programs, hospices, durable medical
equipment manufacturers, third-party medical billing companies, and clinical laboratories.
However, the OIG did not require providers
and suppliers to implement these suggestions.
For medical services suppliers and providers
subject to government investigations, compliance
888-580-8373  www.hcca-info.org
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U

nder the Affordable Care Act (ACA),
medical service providers and suppliers must now enact compliance
programs in order to participate in federal
health care programs. Although the statute does
not provide an implementation timeline for
providers and suppliers generally, skilled nursing facilities (SNFs) and nursing facilities had
to establish compliance programs by March 23,
2013. The ACA requires the Secretary of the
Department of Health and Human Services
(HSS) and the Office of the Inspector General
(OIG) to establish core elements for these mandatory compliance programs. The Secretary
also must promulgate regulations for effective
compliance programs for nursing facilities.
HHS/OIG will likely base these core elements
and regulations on elements of compliance
programs found in the Federal Sentencing
Guidelines, prior OIG compliance guidance, and
existing Corporate Integrity Agreements (CIAs).
These resources provide guidance on how to
develop effective compliance programs that will
meet the requirements of the ACA. Given the
increase in funds dedicated to combatting legal
violations in the health care industry, the time

Background
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programs often become a facet of the settlement.
OIG generally negotiates CIAs that incorporate
compliance programs or accommodate preexisting programs in exchange for allowing the
supplier or provider to continue participating in
federal health care programs.
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Although stated slightly differently in each
resource, the Sentencing Guidelines, OIG
compliance guidance, and CIAs all generally
require organizations to implement some variation of eight fundamental elements to achieve
an effective compliance program:
·· Adopt written compliance standards and
procedures
·· Appoint compliance personnel
·· Conduct compliance training and
education
·· Establish confidential reporting mechanisms for violations
·· Conduct internal monitoring and auditing
·· Enforce the compliance program through
appropriate disciplinary measures
·· Restrict employment of individuals who
have engaged in illegal activities
·· Respond appropriately to detected offenses
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Despite the guidance described above,
the government has never required members
of the health care sector to implement compliance programs, absent the existence of a
CIA, until now. Under the ACA, compliance
programs are a mandatory condition of enrollment in Medicare, Medicaid and CHIP.
A recent case against Life Care Centers of
America (Life Care), a company that manages
and owns over 200 skilled nursing facilities nationwide, highlights the HHS/OIG’s
increasing emphasis on effective compliance
programs, especially given the existence of the
OIG compliance guidance. In November 2012,
OIG civilly charged Life Care under the False
Claims Act for allegedly overcharging federal
health care programs by setting aggressive
www.hcca-info.org  888-580-8373

Ultra High level billing targets “that were
completely unrelated to its beneficiaries’ actual
conditions, diagnoses, or needs.”2 Medicare’s
Ultra High level provides the greatest reimbursements to facilities. Prosecutors allege that
Life Care punished facilities that did not meet
these targets, ignored numerous complaints,
and chastised or fired the complainants.
The government contends that Life Care
knew, since at least September 2008, that the
HHS/OIG was concerned with facilities providing “medically unnecessary rehabilitation
therapy,” and cites the OIG Supplemental
Compliance Program Guidance for Nursing
Homes, published in September 2008, as the
source of this knowledge. The complaint
states, “HHS-OIG ‘strongly advise[d] nursing
facilities to develop policies, procedures and
measures to ensure that residents are receiving medically appropriate therapy services.”3
The complaint’s reference to the OIG’s compliance guidance emphasizes the HHS/OIG’s
already enhanced expectations of skilled nursing facilities when it comes to implementing
compliance programs.

Provisions of the ACA concerning
compliance programs
The obligation to develop compliance programs to continue participating in federal
health care programs stems from Section 6102
and Section 6401 of the ACA. Section 6102 of
the ACA requires skilled nursing facilities
and nursing facilities to implement a compliance program “that is effective in preventing
and detecting criminal, civil, and administrative violations” and that promotes quality
of care in line with HSS/OIG regulations
as of March 23, 2013. Section 6102 directed
the HHS/OIG to promulgate regulations by
March 23, 2012, but the HHS/OIG failed to
meet this deadline.4 In fact, when this article
was submitted for publication, HHS/OIG had
not promulgated these regulations. However,

the OIG’s 2012 Work Plan directed nursing
facilities to implement compliance programs
based on the elements identified in the relevant
OIG compliance guidance.5 Accordingly, as the
March 23, 2013 deadline has passed, nursing
facilities that do not already have compliance
programs should develop and implement them
immediately. Interestingly, HHS/OIG was also
required to submit an evaluation of the compliance programs by March 23, 2013.
Despite the absence of the HHS/OIG regulations, Section 6102 itself enumerates eight
minimum required components for effective
nursing facility compliance programs. The
required components
obligate organizations to:
·· establish compliance standards and
procedures that are
“reasonably capable
of reducing the
prospect of criminal,
civil, and administrative violations”;
·· designate a specific
high-ranking individual with sufficient
resources and authority to oversee compliance with the standards and procedures
and take responsibility for the program;
·· use due care to avoid delegating discretionary authority to individuals with a
propensity to engage in criminal, civil, and
administrative violations;
·· effectively communicate its standards and
procedures to all personnel by requiring
participation in training programs or by
disseminating documents explaining the
requirements of the program;
·· take reasonable steps to achieve compliance by using monitoring and auditing
systems designed to detect violations and
by implementing and publicizing a reporting system that allows employees to report
violations without fear of retribution;

·· consistently enforce appropriate disciplinary mechanisms, including discipline for
failure to detect an offense;
·· take reasonable steps to respond appropriately to detected offenses and to prevent
further offenses, including modifying
the compliance program as necessary to
prevent and detect violations; and
·· periodically reassess the compliance
program to identify necessary changes.6
Section 6401 of the ACA applies to all health
care providers and suppliers, including skilled
nursing facilities and nursing facilities, and
makes compliance programs mandatory as a
condition of enrollment
in Medicare. Unlike
Section 6102, Section 6401
does not establish an
implementation timeline
for compliance programs.
Rather, it directs HHS/OIG
to establish the implementation timeline
for providers and suppliers within particular
industries or categories. In setting the timelines,
the statute mandates HHS/OIG to consider the
extent to which a particular provider or supplier
industry or category has already adopted compliance programs. To date, HHS/OIG has not
announced any implementation deadlines.
Section 6401 also instructs HHS/OIG
to establish core elements for compliance
programs for each “particular industry or category.”7 Thus, HHS/OIG may tailor the core
elements for each type of provider or supplier.
HHS/OIG has not yet established the core elements for any industry or category. However,
it has advised that it intends to establish core
elements that closely resemble the required
compliance program components under Section
6102. It has also indicated that it will look to
the seven elements of compliance programs
888-580-8373  www.hcca-info.org

Compliance Today  April 2013

…[HHS/OIG] intends to
establish core elements
that closely resemble
the required compliance
program components
under Section 6102.
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in the Federal Sentencing Guidelines in establishing the core elements.8 Thus, suppliers and
providers have an adequate roadmap to begin
developing effective compliance programs now.

Consequences of failing to implement an
effective compliance program
Failing to implement an effective compliance program may result in exclusion from
participating in federal health care programs.
Moreover, the ACA provides HHS and the
Department of Justice with additional funds for
combatting health care fraud. It also establishes
stricter standards under pre-existing rules. For
example, the ACA eliminates the bar against qui
tam actions based on public disclosure,9 clarifies
that actual knowledge is not required to violate
the Anti-Kickback standard, and expands civil
monetary penalties.10 Given the heightened
stringency of the laws and the enforcement
trend in the health care industry, an effective
compliance program may protect providers
and suppliers from incurring substantial liability for violations of the civil False Claims Act,
the Anti-Kickback Statute, the Stark Physician
Self-Referral Law, the Civil Monetary Penalties
Law, and the Criminal Health Care Fraud
Statute. The existence of a compliance program
previously served as a mitigating factor for
punishment, but the absence of a compliance
program after the ACA is implemented may
provide an additional basis for severe sanctions.
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Recommendations for establishing an
effective compliance program
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Medical service providers and suppliers should
develop a compliance program that incorporates the required components under Section
6102 and the eight fundamental elements found
in the Federal Sentencing Guidelines, OIG
compliance guidance, and CIAs, which largely
match Section 6102’s requirements.
Providers and suppliers should establish
written standards of conduct and procedures
www.hcca-info.org  888-580-8373

that indicate the organization’s commitment
to complying with relevant federal and state
statutes, and policies and procedures that are
designed to prevent and detect violations of
these statutes. To create adequate standards,
organizations should identify and address risk
areas in their particular industry. An organization should also designate a compliance
officer or compliance committee to oversee
and implement the compliance program. The
organization should provide the compliance
officer with sufficient resources to operate
the compliance program, and the compliance
committee may report directly to the board of
directors of an organization.
Organizations should also implement
mandatory compliance training and education, providing new employees with an
introduction to the compliance program and
requiring annual or bi-annual training for all
employees. The training program should be
tailored to an employee’s specific job function and cover the risk areas each class of
employee is most likely to encounter. In addition, organizations should conduct internal
self-monitoring and audits, and periodically
review policies and procedures and claim submissions. If an issue arises from an internal
audit, the organization should take appropriate action as soon as possible. Organizations
should develop open lines of communication
and avenues for employees to report potential
problems without fear of retaliation, such as
anonymous hotlines. Organizations must also
develop appropriate response mechanisms for
identified or reported issues, such as documenting any investigative measures taken and
deciding how to handle individuals involved
in the incident. Finally, organizations should
enforce the compliance program with adequate disciplinary measures, implementing
a full range of disciplinary actions while still
maintaining sufficient flexibility to account for
varied circumstances.

The Life Care case discussed above emphasizes the importance of taking steps to ensure
that compliance programs function effectively,
beginning with the tone at the top. Although
Life Care had a compliance office that purportedly received multiple complaints about Life
Care’s Ultra High billing targets through a
hotline and otherwise, prosecutors allege that
Life Care did not adequately address these complaints. Although Life Care’s compliance manual
directed the chief compliance officer to investigate hotline complaints, in practice, the same
Life Care executives that implemented the Ultra
High billing targets allegedly conducted these
investigations. Furthermore, although the compliance manual stated that Life Care would keep
hotline complaints confidential and not retaliate
against complainants, prosecutors allege that Life
Care’s investigations often focused on identifying
the complainant rather than addressing the complaint, and that Life Care purportedly terminated
57% of complaining employees who provided
their names. Prosecutors also allege that top Life
Care executives frustrated compliance efforts by
interfering with investigations, impeding access
to data, pressuring the Compliance Office to close

complaint cases, and preventing the Compliance
Office from visiting Life Care facilities unannounced. Due in part to these alleged compliance
failures, despite the existence of a compliance program, Life Care now potentially faces hundreds
of millions of dollars in fines and other penalties.

Conclusion
Although the HHS has not set final deadlines
for the adoption and implementation of compliance programs for medical service providers
other than nursing facilities, it is only a matter
of time before continued participation in federal health care programs will hinge on the
existence of an effective compliance program.
Medical service providers and suppliers should
act now to implement the mandates of the
ACA to avoid potential future exclusion from
Medicaid and Medicare or additional liability
for allegations involving health care fraud.
1.	Federal Sentencing Guidelines Manual, Section 8B2.1(a) (2011).
2.	
U.S. ex rel. Martin v. Life Care Centers of America, Inc.
3.	
Id.
4.	Patient Protection and Affordable Care Act § 6102(b).
5.	2012 OIG Work Plan, p. 1-10.
6.	ACA § 6102(b)(4)(A-H).
7.	ACA § 6401(a).
8.	76 Fed. Reg. 5862 at 5942 (Feb. 2, 2011)
9.	ACA § 1303(j)(2).
10.	ACA § 6402.
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HCCA Training Resources
GUIDEBOOKS & VIDEOS TO TRAIN YOUR HEALTH CARE WORKFORCE
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 Privacy Compliance
This 19-minute video plus 10 participant
handbooks offer an in-depth review of
the HIPAA Privacy Rule—updated with
guidelines for the new HITECH mandates.

The HCCA HIPAA Training Handbook,
Second Ed.
The new 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 and HITECH.

The HCCA

HIPAA

Training Handbook
2nd Edition

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

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 fight fraud.

Corporate Compliance & Ethics:
Guidance for Engaging Your Board
This 12.5-minute video serves as a call to
action for board members, detailing why
they must get involved and stay current on
compliance and ethics issues.

HIPAA Security Compliance
This 15-minute video plus 10 participant
handbooks show how to meet the
requirements of the HIPAA Security
Rule—updated with guidelines for the new
HITECH mandates.

Guide to Resident Compliance Training
This guide offers a basic training program
designed to introduce resident physicians to
key compliance concepts.

EMTALA 911: On Call!
This 15-minute video plus 10 participant
handbooks review EMTALA requirements
for any facility that has walk-in patients
with urgent care needs.

Visit the HCCA store
at www.hcca-info.org
or call 888-580-8373

With
HITECH Act
coverage

CCB certification
made easy
Compliance Certification Board (CCB)™ has released
updated Candidate Handbooks for its healthcare
compliance professional certifications: CHC,
CHRC, and CHPC. The handbooks help make CCB
certification easy.
The new handbooks now include:
· Easy-to-understand steps to become
certiﬁed and to renew your certiﬁcation
· Information on how to add and track
your CEUs online
· Candidates’ frequently asked questions
· Resources to help prepare for the examination
· All the applications, renewal, and CEU forms
you’ll need for certiﬁcation
· How to become part of an online certiﬁcation
study group oﬀered by HCCA
View and download the new handbooks on
CCB’s website, www.compliancecertification.org.
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Congratulations,

newly certified designees!
Achieving certification required a diligent effort by these individuals. Certified individuals promote organizational
integrity through the development and operation of effective healthcare compliance programs.
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Susi L. Evanson
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Myriam R. Martinez
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Carol J. Summers

··

Rodney B. Farley

··

Jennifer Melendez

··

Amy Su Yee Tang

··

Anika E. Fullum

··

Keith D. Miles

··

Arnel Tirado

··

Rolando Galvez

··

Susan P. Mitchell

··

Frank Anthony Totino

··

Lisa A. Getman

··

Sydney Morris

··

Ellen Tyrell

··

Daniel K. Glessner
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Lauro A. Munoz

··

Fabio B. Van Der Merwe

··

Ellen J. Gribbin

··

Jeannie O’Donnell

··

Sharon D. Hamlin
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Kelly A. O’Neill

Certified in Healthcare Privacy Compliance (CHPC)

®

··

Dena H. Boggan

CCB offers these certifications: Certified in Healthcare Compliance (CHC),
Certified in Healthcare Compliance Fellow (CHC-F), Certified in Healthcare
Research Compliance (CHRC), and Certified in Healthcare Privacy Compliance
(CHPC). To learn more, please contact us at ccb @ compliancecertification.org,
visit www.compliancecertification.org, or call 888-580-8373.
®

®
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Want to become

Certified in Healthcare
Compliance (CHC) ?
®

Be recognized for your experience and knowledge!
The Certified in Healthcare Compliance (CHC)
designation demonstrates expertise in the
healthcare compliance field. Earn yours today:
®

• Meet eligibility requirements in both

work experience and continuing education
• Pass the CHC exam
• Maintain your designation by earning

Questions? Contact
ccb @compliancecertification.org

approved continuing education units
For more details on earning and maintaining this
designation, please find the CHC Candidate Handbook
or other information at www.compliancecertification.org
under the “CHC” tab.

HCCA welcomes New Members
Alaska

Delaware

··

Faith Allard, Kenaitze Indian Tribe
·· Ying Schwarte, Petersburg Medical Center

··

Arizona

··

Timothy Chambers, Diagnostic Health Services
·· William Comer, Surgical Specialty Hospital of Arizona, LLC
·· Thomas Malendowski, Sun Life Family Health Center
··

Arkansas
Tiffany Gunn, Wal-Mart Stores, Inc
Sue Hibbs, Radiology Associates, PA
·· Douglas Nelson, Arkansas Department of Human Services
·· George Norton, Radiology Associates PA
·· JoAnn Stevens, Wal-Mart Stores, Inc
··
··

California
Nancy Alfonso, Kaiser Permanente
Amii Barnard-Bahn, McKesson Corporation
·· Diego Bastidas, Life Technologies
·· Bryant Belarmino, Kaiser Permanente
·· Rochelle Beverage, San Francisco Health Plan
·· Tracy Blair, Walter & Wilhelm Law Group
·· Mark Borba, Community Medical Centers
·· Regina Casey, Wroten & Associates
·· Marcella Chavez, CHAPCARE
·· Lisedey Cloristin, Alta Bates Summit Medical Center
·· Amy Davidson, City of Berkeley
·· Kimberly Davis, Impax Laboratories Inc
·· Mali Dyck, Nevada County Health and Human Services Agency
·· Donny Flores, Sansum Clinic
·· Marisa Garza, Physician’s Automated Laboratory
·· Brandie Gasper, Klein, DeNatale, Goldner LLP
·· Gregory Green, San Francisco VA Medical Center
·· Mitchel Harris, PricewaterhouseCoopers
·· Gloria Hughes, Unity Care Group
·· Linda Kam, Central Health Plan of California
·· Sallie Kennedy, Alere Home Monitoring
·· Timothy Ledbetter, Kaiser Permanente
·· Roberta MacKenzie, Kaiser Permanente Group
·· Carmen McCormick, Breg, Inc
·· John McGregor, McCormick Barstow LLP
·· Sarah McSpadden, Health Essentials
·· Leslie Murphy, DLA Piper LLP
·· Lelenia Navarro, East Valley Community Health Center
·· Vonnie Nunes, Saint Agnes Medical Center
·· Traci Ober, St. Joseph Hospital
·· Beth Parker, Planned Parenthood Affiliates of California
·· Teresa Potter, CRC Health Group
·· Melissa Searle, Regulatory, Risk, Compliance Specialists Inc
·· Joel Seguin, Health Net Inc
·· Julie Slay
·· Catheryne Stormo, Children’s Hospital Central California
·· Nikoo Tabesh, County of Orange Health Care Agency
·· Matthew Wagonhurst
·· Kippy Wroten, Wroten & Associates
·· Deyner Zapata, CHAPCARE
··
··
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Colorado
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Matthew Cassady, Delta Dental of Colorado
Beth Friedman, Touchstone Health Partners
·· Saliha Greff, Covidien
·· Jackie Whitehair, Children’s Hospital Colorado
··
··

Connecticut
Allison Bloom, Law Office of Allison J. Bloom
Stephen Harvey, Steve Harvey & Assoicates, Inc
·· Rajesh Ramachandran, Aetna
·· Sarah Rembisz, Philips Healthcare
··
··

Florida
Kathleen Anderson, Health Systems Concepts
Kristi Anderson, Health Systems Concepts
·· Donna Baird, Bay Medical Center
·· Marlane Berg, Lakeland Regional Medical Center
·· Richard Brooderson, Chaires, Brooderson & Guerrero
·· Robert Diaz, Alere - Toxicology
·· Avis Evans, Acevedo Consulting Inc
·· Joann Guerrero, Chaires, Brooderson & Guerrero
·· Kimberly Jefferson, Aetna
·· Robert King, Oglethorpe, Inc
·· Jonathan Link, Lakeland Regional Medical Center
·· Marilyn Magee, Comprehensive Wellness Services
·· Julie Meadows-Keefe, Grossman Furlow Bayo
·· Brian Mulligan, Chapters Health System Inc
·· Amy Munroe, Mednax, Inc
·· Frances Murphy, John Knox Village of Florida Inc
·· Violet Parker, Consulting in HealthCare
·· Geoff Petrie, WellCare Health Plans
·· Vanessa Reynolds, Broad & Cassel
·· Luz Sumarriva, WellCare Health Plans, Inc
·· Cheryl Swails, Brooks Rehabilitation
·· Sherri Walls, Integrity Health Care Systems
·· Lisa Wright, Baptist Medical Center
··

Georgia
Deonys de Cardenas, Womble Carlyle Sandridge & Rice LLP
Sybil Hadley, PSA Healthcare
·· Miriam Miller, Wellstar Health System
·· Rikisha Netherland, Piedmont Healthcare
·· Audrey Pike, Phoebe Putney Health System, Inc
·· Emily Reilly, Wellstar Health Systems
·· Kirk Schmidt, ID Experts
·· Paula Taylor, Preferred Women’s Healthcare
·· Michael Waters, Central EMS
·· Allyson Welsh, Piedmont Health Care Inc
·· Deberah Williams, Piedmont Healthcare, Inc
··
··

Hawaii
Tanea Harris, Clinical Laboratories of Hawaii LLP
Nancy Miyake, The Queen’s Health Systems
·· Jade Wong, Kaiser Permanente Group
··
··

Illinois
Aleksandra Alston, Northwestern Medical Faculty Foundation
Felicia Barnes
·· Lisa Barnes, Southern Illinois Healthcare
·· William Bercek, Blue Cross and Blue Shield Association
·· Meredith Coley, Northwestern Memorial Healthcare
·· Marcus Hayes, KishHealth System
·· Lisa Hill, Vanguard Health Systems
·· Sandra Joe, Northwest Community Healthcare
·· Jennifer Jurkowski, Journey Care
·· Jean Liu, Accretive Health, Inc
·· Alexander Masten, Northwestern Memorial Healthcare
·· Cinthia Michel, Huron Consulting Group
·· McKinsey Muir, Northwestern University Feinberg School of Medicine
·· Gail Peace, Ludi, Inc
·· Jami Perryman, Southern Illinois Healthcare
·· Michelle Qualls, Chicago Family Health Center
·· Valerie Reich, Huron Consulting Group
·· Michael Roche Kelly, MRK Legal Search Consultants
·· Catherine Ryan, Maryville Academy
·· Padma Siramdasu, Northwestern Medical Faculty Foundation
·· Katherine Venvertloh, First Choice Physcal Therapy
··
··

Indiana
··
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Christine Babenko, Christiana Care Health System

Ned Campbell, Zotec Partners
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Iowa

Nebraska

Tasha Gilson, Buchanan County Health Center
·· Rebecca Lenz, Mercy Medical Center - Des Moines
·· Zorana Vojnovic, Mercy Medical Center

··

Kansas
··

Cindy Keim, Abode Healthcare

··

Ken Archer, Saunders Medical Center
Shelly Cassidy, Mary Lanning Healthcare

New Hampshire
··
··

Gail Menswar, Elliot Health System
Beatrice Record, Monadnock Community Hosp

Kentucky

New Jersey

Mary Carter, University of Louisville Hospital
·· Valley Sauer, Omnicare
·· Donna West, Springstone, Inc

··

··

Louisiana
Edwin Dennard, Tulane Medical School
Alison Dorsey, Amerigroup Louisiana, Inc
·· Susan Knowles, Children’s Hospital
·· Elizabeth Maier, Gachassin Law Firm
·· Mary Mix, Tulane University HSC
·· Berryl Thompson-Broussard, Gachassin Law Firm
··
··

Maine
··

Jeffrey Roman, Martin’s Point Health Care

Maryland
Karen Albert, PricewaterhouseCoopers
Brittany Geary, University of Maryland Medical System
·· Alison Jenkins, Widener University School of Law
·· Laverne Largie
·· Randall Moy, MedStar Southern Maryland Hospital Center
·· Kathryn Pontzer
·· Gary Recher, Homewood Retirement Centers
·· Debbie Zarick, Navigant Consulting
··
··

Massachusetts
Ed Capone, ID Experts
Ernani DeAraujo, East Boston Neighborhood Health Center
·· Brian French, Nixon Peabody LLP
·· Karen Kurti, Alere Inc
·· Felicia Talbot, Steward Medical Group
··
··

Michigan
Laurie Berner, St. Mary’s of Michigan
Lindsay Blust, Insight Institute of Neurosurgery & Neuroscience
·· Amalie Helms, University of Michigan - Flint
·· Susan Hyde, HealthPlus of Michigan
·· Kelly Lange, Blue Cross Blue Shield of Michigan
·· Kimberly McCoy, Spectrum Health
·· Terri Murray
·· R. Coady Torio, Jordan Reses Supply Company
·· Karen Warner, Three Rivers Health
··
··

Minnesota
Joshua Larson, Pediatric Home Service
Catherine Lavigne, Prime Therapeutics LLC
·· Brett Longtin, Lake Region Healthcare Corporation
·· Joseph Pham, Childrens Hospital and Clinics of Minnesota
·· Elizabeth Sherman, Strategic Management Services, LLC
··
··

Missouri
Regina Faulkenberry, SoutheastHEALTH
Leslie Lapsley, Cerner Corporation
·· Dean Matthews
·· Melissa Zuzenak, Viracor-IBT Laboratories, Inc
··
··

Montana
Rhonda Finstad, Mountain-Pacific Quality Health
Brian Fitzpatrick, Blue Cross Blue Shield of Montana
·· Chuck Virag, Mountain-Pacific Quality Health
··
··

William Bailey, Blueprint Healthcare IT
Cindy Boyer, Boyer Consulting LLC
·· Kenneth Clark, St. Luke’s University Health Network
·· Cheryl Ezerskis, West Parkway Ambulatory Surgery Center
·· Jayen Godse, Atlas Systems Inc
·· Rebecca Hurley, Ernst & Young
·· Joseph Indelicato, Ernst & Young
·· Gary McElwee, Fox Rehabilitation
·· Jennifer Shimek, Ernst & Young
·· Sandy Taube, Atlas Systems Inc
·· Jeannette Thomas-Jones, University of Medicine and Dentristy
·· Roxanne Williams, Horizon Blue Cross Blue Shield of New Jersey
··

New Mexico
··
··

Brigid Holland, ABQ Health Partners
Jackeline Shuler, Jackeline Biddle Shuler LLC

New York
Kathryn Alterio, People Inc
Maria Ammendola, Recovery Center
·· Anne Baitsholts, ACM Medical Laboratory
·· Suzanne Blundi, New York City Health & Hosptials
·· Diane Conyers
·· Jennifer Fromkin, North Shore LIJ Health System
·· Anika Fullum, Advocacy & Resource Center Clinton Chapter
·· Lloyd Graham, Parsons Brinckerhoff
·· Laura Gustin, Regional Primary Care Network
·· Aaron Lund, Loyola University Chicago School of Law
·· David Meiselman, Meiselman, Packman, Nealon, Scialabba and Baker
·· Natasha Mele, Orange Regional Medical Center
·· Jennifer Melendez, NYCHHC-Lincoln Hosp
·· Susan Montgomery, Hudson Health Plan
·· Stewart Presser, Greater New York Hospital Association
·· Nancy Richardson, VOC Company, LLC
·· Shelley Seidenberg, AHRC-Suffolk
·· Ronald Spielberger, Radisphere National Radiology Group
·· Eva Suarez, Access Community Health Center
·· Judy Trent, AHRC Nassau
··
··

North Carolina
Jennifer Bray, Mission Health
Joy Bryde, University of North Carolina at Chapel Hill
·· Lauren Edwards, Novant Health
·· Donna Nicholson, Providence Healthcare Consulting, Inc
·· Chrystal Pettitt, Novant Healthcare Organization
·· Saurav Roy
··
··

Ohio
Willie Austin, NE Ohio Neighborhood Health Services
Karen Barron, ProMedica
·· Jill Dusina, UnitedHealthcare
·· Anjenette Fenske, UnitedHealthcare
·· Kurin Garro, UnitedHealthcare
·· Amy Janke, Summa Health System
·· Anastasia Kurguzikov, Cleveland Clinic
·· Janice Marsteller
·· Patricia Radatz, MetroHealth Medical Center
·· Wendy Shade, Kettering Health Network
·· Heather Welch, CHAN Healthcare Auditors
··
··
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Oklahoma
Rosalie Stavinoha, GlobalHealth Inc

Utah

··

Jeannie Durtschi, Western Intermountain Lithotripsy
David Larsen, Intermountain Healthcare
·· Karie Minaga-Miya, Intermountain Healthcare
·· Jordan Muhlestein, Intermountain Healthcare
·· Jeanne Rampton, Silverado Hospice

Pennsylvania

··

··

Oregon
Shelly Taylor, Providence Health & Services
Norberto Vergara, Kaiser Permanente
·· Judy Warford, Kaiser Permanente
··

Alyssa Claar, Home Nursing Agency
·· Laura Ehrlich, Hanover Hospital
·· Linda Gilbert, Select Medical
·· Raymond Hedges, RJ Hedges & Associates
·· Lisa Mayes, Lutheran Home Care & Hospice
·· Joseph Moerder, Lehigh Valley Health Net Work
·· Thomas Moore, ID Experts
·· Dominic Paccapaniccia, Indiana Regional Medical Center
·· Andrea Paskman, AstraZeneca
·· Rick Reed, Diakon
·· Amy Youtz, Lancaster General Health
··

South Carolina
Wanda Amador, Select Health of South Carolina
·· Bill Gay, Bon Secours Health System Inc
·· Talvin Herbert, Absolute Total Care - Centene Corporation
·· Katherine Norton, BlueCross BlueShield of South Carolina
··

South Dakota
··

Melanie Remily, Avera St. Luke’s Hospital

Tennessee
Sharon Blackwood
Nancy Eberhard, MedSolutions Inc
·· Jonathan Evans, Life Care Centers of America
·· Judy Farris, Henry County Medical Center
·· Tim Goldsmith, Youth Villages
·· Cynthia Holland, BlueCross BlueShield of Tennessee
·· Todd Kerr, Deloitte & Touche
·· Phyllis Molyneux, Williamson Medical Center
·· Valorie Palmer, HealthSpring
·· Helen Stoller, St. Jude Children’s Research Hospital
·· Bart Walker, Life Care Centers of America
·· Danny Winchester, St. Jude Children’s Research Hospital

··
··

Virginia
Shereen Abuzobaa, BSI Group America, Inc
Jeremy Ball, McCandlish Holton, PC
·· Roger Bohon, Allergy & Immunology, PLC
·· Carrie Davis, Covenant Woods
·· Mark Fox, American College of Cardiology
··

Washington
Peggi Ann Amstutz, Moss Adams Group
Tim Craig, Columbia Medical Associates
·· Christine Hastings, Premera Blue Cross
·· Traci Pranzini, Seattle Cancer Care Alliance
··
··

West Virginia
David Brown, Pleasant Valley Hospital
John Hodgson, TROY Healthcare Solutions
·· Crystal Welch, Valley Health Systems, Inc
··
··

Wisconsin
Angela Kissinger, Security Health Plan
Anne Nikolai, Clinical Research Center, Marshfield Clinic
Research Foundation
·· Ranbir Saini, Aurora Health Care
·· Patricia Skogen, American Hospice
··
··

··
··

Texas
Gretchen Bell, AMN Healthcare
Wendy Blackwell, Baptist St. Anthony’s Health System
·· Sheila Calvert, CareFlite
·· Shannon Conway, Patton Boggs LLP
·· Heather Deloach, CCS Medical
·· Kimberly Dockery, Permian Regional Medical Center
·· Jayne Fleck Pool
·· David Gardner, Stonebridge Healthcare Consulting, LLC
·· Jay Hartwell, CCS Medical
·· Huma Ishaque, Baylor health Care System
·· Rebecca Lea, The Ensign Group
·· Kristen Levario, Texas Tech Sciences Center
·· Christina Olson, Autimis
·· Michael Routh, Midland Memorial Hospital
·· Art Sepulveda, VNA of El Paso, Inc
·· Monet Shannon, Texas Southern University
·· Karolyn Stirewalt, Cook Childrens Health Care System
·· Lori Velko, Harden Healthcare
·· Rodney Waller, VHA Inc
·· Aric Whitington, Audubon Behavioral Healthcare
·· Janice Wyatt, Texas Health Resources

District of Columbia
Frances Buckson, Dept of Health, Addiction Prevention and Recovery Admin
Maureen Dimino, Dept of Health, Addiction Prevention and Recovery Admin
·· Keela Seales, Dept of Health, Addiction Prevention and Recovery Admin
·· Gwendolyn Wills, Dept of Health, Addiction Prevention and Recovery Admin
··
··

Puerto Rico
··

Maite Morales, Medical Card System Inc

Virgin Islands
··

Sunita Manhoo, Governor Juan F. Luis Hosptial

··
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Greece
··

Maria Gioulbaxioti, Vassilios Chartsias & Co

You have to turn over a lot of rocks

to do an investigation right

And you have to make sure
those rocks don’t end up

rolling over you…

Effective workplace investigations are equal parts art and science.
Meric Bloch has mastered both aspects through years of hardearned experience. In this book, he details the strategies and tactics
he knows work best. His practical guidance will help readers learn
to plan and conduct thorough investigations and turn the results
into valuable knowledge for their organizations. His insightful
approach is mapped out in three sections:
• Protect Your Career — How to Think Like a Workplace Investigator
• Protect Your Company — How to Integrate Your Investigations
into Your Company’s Operations
• Protect Your Case — How to Conduct an Effective
Workplace Investigation
With this tutorial, readers will learn not only how to uncover the
truth about misconduct or fraud, but also how to ensure that the
results can help an organization resolve issues and move forward.

www.hcca-info.org/FirstInfo

Compliance Certiﬁcation Board

®

donates to its accredited universities
CCB has donated $10,000 to each of
its accredited universities’ compliance
and ethics programs to use at their
discretion to support compliance
program students.
CCB-accredited universities span the United States,
and offer Juris Doctorate, Masters, and certificate
programs in compliance and ethics.

CCB-accredited universities include:
·
·
·
·
·
·

George Washington University, Washington DC
Hamline University, St. Paul, Minn.
Loyola University, Chicago, Ill.
Pacific University, Hillsboro, Ore.
Quinnipiac University, Hamden, Conn.
Widener Law School, Wilmington, Del.

For more information regarding the compliance
programs offered, please contact the university directly.

“CCB’s scholarship program will assist universities that
partner with CCB, HCCA, and SCCE to provide learning
opportunities and resources to students who are interested
in pursuing compliance careers.”
— Debbie Troklus, CCB President and Managing Partner at Aegis
Compliance & Ethics Center, LLP, CCEP-F, CCEP-I, CHC-F, CHPC, and CHRC

Compliance Certification Board
6500 Barrie Road, Suite 250, Minneapolis, MN 55435
www.compliancecertification.org
888-580-8373 | ccb@compliancecertification.org
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Compliance
TODAY

Tear out this page and keep for reference, or share with a colleague. Visit www.hcca-info.org for more information.
What every compliance officer
should know about payment
changes for 2013

Taking the mystery out of
RAT-STATS: Simplified approach

Using Local Coverage
Determinations to your advantage

Matthew A. Wagonhurst (page 47)

Janice A. Anderson and Joseph T. Van Leer
(page 22)

»» RAT-STATS is a free, statistical software
package that the government offers to
providers and suppliers to assist them with
random sampling projects.

Theresamarie Mantese, Christopher J. Laney,
and Christy Bores (page 62)

»» The Inpatient Prospective Payment System
(IPPS), Outpatient Prospective Payment System
(OPPS), and the Medicare Physician Fee
Schedule (MFPS) final rules further implement the
quality-related payment programs of the ACA.

»» Compliance officers might want to try to use
the government’s nine-step approach if they
are having difficulties using RAT-STATS.

»» Local Coverage Determinations (LCDs) are
published guidelines used by Medicare to
determine reasonable and necessary health
care services.
»» Medicare Administrative Contractors (MACs)
draft LCDs based on review of local practice
and medical literature.

»» Payments based on quality metrics could result
in False Claims Act liability if hospitals do not
accurately report or the metrics indicate poor
quality care.

»» If using the RAT-STATS software becomes too
difficult, considering calling in the experts to
help. Not taking any action when a problem
exists is not an option.

»» Timeframes are short to appeal quality-based
payments and each step in the review and
correction process must be met before an
appeal will be permitted.

»» Judgmental and statistical claims sampling
can be used by compliance officers to perform
claims sampling; however, its use is dependent
upon the complexity of the situation.

»» Compliance officers can reduce the risk
posed by Medicare audits by ensuring that all
providers in an organization are documenting
services according to LCDs.

»» Keep abreast of changes to current
reimbursement policy (i.e., patient status),
because these changes impact compliance
policies and practices.

»» Statistical sampling is here is stay as a method
of determining overpayments.

»» Expert testimony is important during an audit
appeal to interpret vague LCD terminology.

Anatomy of an overpayment:
What providers need to know now

Patient privacy in an open-access
environment

Johanna Michaels Kreisel (page 53)

Terri D. Nuss, Lona Bryant, and Martin Edwards
(page 66)

»» Hospitals must immediately implement
processes to respond to changes to the 3-day
payment window and its impact on hospitalowned physician practices.

The risk of improper billing
David Piatt and Kelly Willenberg (page 33)
»» Medicare must not be billed for injuries when
a clinical trial agreement (CTA) states the
sponsor will pay.

»» Engage in a reasonable inquiry into possible
overpayment situations.
»» Actual knowledge is required to identify an
overpayment.
»» Establish a proactive, instead of reactive,
overpayment policy.

»» Compliance officers can influence drafting of
LCDs by submitting comments to MACs and
attending open meetings.

»» It is important to include compliance in patientcenteredness efforts.
»» Effects of post-HIPAA training on staff
concerns should be addressed.
»» Regulatory and legal balance is essential.

»» Dedicate personnel to reviewing and identifying
possible overpayments.

»» The compliance specialist is crucial, actively
partnering with nursing.

»» Despite the lack of a final rule, you have a
current legal obligation to identify and repay
overpayments.

»» The compliance specialist should send
messages personally and participate in
communication plans.

»» Sponsors are required to report their obligation
to pay or face fines of $1,000 per day per
unreported instance.

First settlement for a smaller
HIPAA breach

For skilled nursing and nursing
facilities, compliance counts

»» Use a coverage analysis to identify funding
sources, meet federal requirements to
determine if another insurer is the primary
payer, and mitigate the risk of improper billing.

»» HIPAA penalties are not reserved for large
breaches.

»» The ACA requires compliance programs in
exchange for receiving federal funds.

»» Addressing a breach quickly won’t insulate an
organization from penalties.

»» As of March 23, 2013, nursing facilities must
have compliance programs in place.

»» A breach gives OCR the opportunity to uncover
other problems.

»» Past guidance provides eight key elements for
effective compliance programs.

»» Even smaller covered entities will be held
accountable.

»» The ACA lists components required for nursing
facilities’ compliance programs.

»» Companies should look for gaps in current
compliance plans.

»» Recommendations for implementing effective
compliance programs.

»» CTAs that state the sponsor will pay if Medicare
will not pay are in violation of the Medicare
statutes.
»» Sites that improperly bill Medicare risk treble
damages under the False Claims Act.

To be  —  or not to be  —  a business
associate
Martha Ann Knutson (page 39)
»» The HIPAA Omnibus rule created changes in
relationships between covered entities (CEs)
and their business associates (BAs).
»» BAs are now directly liable for criminal and civil
penalties under HIPAA.

Shannon Hartsfield Salimone (page 59)

Winston Y. Chan and Vanessa Pastora (page 75)

»» Subcontractors of BAs may also be liable for
HIPAA violations.
»» Carefully defining and training workforce
members may limit both BA and CE liability.
»» CEs and BAs have at least until September 23,
2013 to amend existing relationships.
888-580-8373  www.hcca-info.org
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HCCA’s 2013 Upcoming Events
Learn more about HCCA’s educational opportunities at www.hcca-info.org/events

April 2013
Sunday

Monday

17th Annual Compliance Institute
Tuesday

Wednesday

1

2

Thursday

3

Saturday

Friday

4

April 21–24 • National Harbor, MD (DC Metro Area)

5

WEB
CONFERENCE:
Navigating Private Payer Audits:
Dos and Don’ts

6

Research Compliance Conference
June 2–5 • Austin, TX

AHLA/HCCA Fraud & Compliance Forum

7

8

9

WEB
CONFERENCE:
Dissecting the New Corporate
Integrity Agreements

10

WEB
CONFERENCE:
Enhancing the Efficacy
of a Compliance Program
Through Technology

Basic Compliance Academy
Chicago, IL

11

12

WEB
CONFERENCE:
Privacy and Security
Due Diligence: Considerations
for Health Care Acquisitions
and Integration Strategies

13

Clinical Practice Compliance Conference

CHC Exam

October 13–15 • Philadelphia, PA

Holocaust Remembrance Day

14

15

16

17

September 29–October 1 • Baltimore, MD

18

19

WEB
CONFERENCE:
Enhance Organizational
Compliance Leveraging Data

20

Basic Compliance Academies
April 8–11 • Chicago, IL — SOLD OUT
June 3–6 • Scottsdale, AZ — SOLD OUT
August 5–8 • New York, NY

21

22

23

24

25

26

27

September 16–19 • Las Vegas, NV
October 21–24 • Denver, CO

17th Annual Compliance Institute
National Harbor, MD (DC Metro Area)

CHC,  CHPC,
CHRC Exams

November 11–14 • Orlando, FL

Earth Day

28

December 2–5 • San Diego, CA

Arbor Day

29

30

Research Basic Compliance Academies
November 4–7 • Chicago, IL

Health Care Privacy

May 2013
Sunday

Monday

Basic Compliance Academies
June 24–27 • San Diego, CA
Tuesday

Wednesday

Thursday

1

Saturday

Friday

2

November 4–7 • Chicago, IL

3

WEB
CONFERENCE:
Physician Compensation
Benchmarks: What They Mean
and How to Use Them

4

Puerto Rico • May 2–3 • San Juan, PR

Puerto Rico Regional Conference
San Juan, PR

5

6

7

8

9

Corporate Compliance & Ethics Week

May 5–11, 2013

12

13

14

15

WEB
CONFERENCE:
Computer Forensics 101:
Proactive Compliance

16

10

Upper
North Central
Regional
Conference
Columbus, OH

17

Upper
Northeast
Regional
Conference
New York, NY

Mother’s Day

Regional Conferences
Upper North Central • May 10 • Columbus, OH

11

Upper Northeast • May 17 • New York, NY
Pacific Northwest • June 14 • Seattle, WA
West Coast • June 21 • Newport Beach, CA
Cascade Range • June 28 • Portland, OR

18

New England • September 9 • Boston, MA
Upper Midwest • September 20 • Minneapolis, MN
Midwest • September 27 • Overland Park, KS
North Central • October 4 • Indianapolis, IN

Armed Forces Day

19

20

21

22

23

24

25

East Central • October 11 • Pittsburgh, PA
Hawaii • October 17–18 • Honolulu, HI
Mountain • October 25 • Denver, CO
Mid Central • November 8 • Louisville, KY

26

27

28

WEB
CONFERENCE:
Getting the Board on Board
with Compliance

HCCA OFFICE CLOSED
Memorial Day

Dates and locations are subject to change.

29

30

31

Desert Southwest • November 15 • Scottsdale, AZ
South Central • November 22 • Nashville, TN
Upper West Coast • December 6 • San Francisco, CA
Gulf Coast • December 13 • Houston, TX

Products

2013 Corporate Compliance & Ethics Week
It takes less time
to do a thing right
than it does to explain why
you did it wrong.

Quality means doing it right
when no one is looking.
Henry Ford

Act as if what you do
makes a difference.
It does.

Watch the little things;
a small leak will
sink a great ship.

William James

Benjamin Franklin

Henry Wadsworth Longfellow

May 5–11, 2013

Corporate
Compliance
& Ethics Week

Corporate
Compliance
& Ethics Week

Corporate
Compliance
& Ethics Week

Compliance Begins With You

May 5–11, 2013

May 5–11, 2013

May 5–11, 2013
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Corporate
Compliance
& Ethics Week
May 5–11, 2013

Compliance Begins With You
11/27/12 10:56 AM
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Compliance Begins With You
11/27/12 10:56 AM
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Official Poster

Poster 4-Pack (with removable logo strip)

Official poster for Corporate Compliance &
Ethics Week: 20" × 28" glossy color poster
$6.25 (min. order 10)

Four colorful glossy posters, 20" × 28", each showcasing a different ethics message (4-pack includes one of each poster).
Perforated strip along bottom allows easy removal of Corporate Compliance & Ethics Week logo once week is over.
$30.00 per 4-pack

Logo Magnet

Stress-Reliever Ball

Spiral Sticky Note Tote

Heavy-duty, 45 mil magnet, 2" × 3"
$0.90 ea. (min. order 20)

Durable polyurethane ball, 2 1 ⁄2" diameter
$1.50 ea. (min. order 20)

Plastic cover with 3" × 3" notes and 3" × 5 ⁄8" flags
$1.75 ea. (min. order 20)

11/27/12 10:57 AM

Wide-Body Pen

Carabiner ID Wallet

Ruler Letter Opener

Genuine Bic retractable, soft contour-grip pen, black ink
$1.70 ea. (min. order 20)

Compact nylon-fabric wallet with Velcro®
closure, clear window and zip pocket. Holds
ID, keys and other small valuables, 4 1 ⁄4" × 3"
$3.25 ea. (min. order 10)

3" ruler with magnifier window and compact
letter opener, 3 3 ⁄4" × 2 3 ⁄4"
$1.70 ea. (min. order 20)

Order early to ensure
availability of popular items

Product order
Stainless Steel Tumbler

LED Mini Flashlight

15 oz. double-walled tumbler with brushed
stainless steel exterior and BPA-free plastic interior
and push-on lid, 8 3 ⁄4" × 2 3 ⁄4" diameter
$5.85 ea. (min. order 5)

Durable metal with 5 white LED lights,
on/off button and nylon wrist holder, 2" × 7 ⁄8"
$3.90 ea. (min. order 10)

DEADLINE

April 19, 2013

Visit www.hcca-info.org/CandEWeek to order.

At HCCA’s 2013 Research
Compliance Conference,
you’ll learn best practices
and the latest thinking on:
• When Research Fails:
Integrating Research
into EHR

Register by April 10
and save $250

RESEARCH
Compliance
Conference

• Investigator-Sponsored INDs
• Road Map to Eﬀort
Reporting
• Non-FDA Licensed Drugs in
Research—Who’s Worried?
• Clinical Research
Enforcement Initiatives and
False Claims Act Update
• Eﬀective Financial
Management of Your
Research Program

June 2–5, 2013 | Austin, TX

AT&T Executive Education Conference Center

LEARN MORE & REGISTER AT
www.hcca-info.org/Research

Register today and
enjoy the flexibility of
two conferences for
the price of one!
Complimentary access
to SCCE’s Higher
Education Compliance
Conference is
included with your
Research Compliance
Conference registration. The
parallel schedule gives you the
freedom to attend sessions at
either conference—two for the
price of one.

