
27
Clean claims:  

There  
are no  

shortcuts

Janet Marcus

33
Kane v. Healthfirst  
and the concept of  

prosecutorial 
discretion

Jared M. Barnes

45
Final rule for  

Accountable Care 
Organizations: Enabling 

technologies, Part 2

Paul R. DeMuro

38
Lessons  

learned from  
DSH 340B  

audits

Aletheia Lawry

a publication of the health care compliance association www.hcca-info.org

Compliance
TODAY December 2015

The importance of 
teamwork during a crisis
an interview with Kim Lansford 
Chief Compliance Officer 
Shriners Hospitals for Children 

See page  18

The importance of 
teamwork during a crisis
an interview with Kim Lansford 
Chief Compliance Officer 
Shriners Hospitals for Children 

See page  18



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

Join your peers:
– Compliance professionals from a health plan 

(all levels: officers to consultants)
– In-house or external counsel for a health plan
– Internal auditors from a health plan
– Regulatory compliance personnel
– Managed care lawyers

Learn more at 
hcca-info.org/managedcare

Jan 31–Feb 3, 2016 | Las Vegas, NV

Managed Care
Compliance Conference

DEADLINE 
EXTENDED 
REGISTER BY

DECEMBER 22 
SAVE $175

questions? taci.tolzman@coporatecompliance.org

hcca-2016-managed-care-dec-ct-insert-2pgreg.indd   1 11/12/2015   3:29:45 PM



888-580-8373  www.hcca-info.org 3

C
om

p
li

an
ce

 T
od

ay
 

 D
ec

em
be

r 2
01

5

The overreacting  
compliance professional

Something few people in business 
understand is the challenge compliance 
officers face when deciding if a problem 

is worth fighting over. It’s hard to decide when 
to take a stand and when to “let the little things 
go.” Frankly, it’s easy to make a call on the 

blindly obvious problems. However, 
there is a continuum of problems from 
the “Enron-like” issue all the way 
down to the smallest and the issue 
that really is not an issue. Somewhere 
along that continuum there is an issue 
that you just have to let go. You can’t 
run up and down the halls with your 
hair on fire all of the time.

Those who work with compliance officers 
can deal with an occasional overreaction. 
But getting frustrated and drawing a line in 
the sand “too often” is going to be a problem. 
Unfortunately, telling someone how to decide 
effectively is almost impossible. It’s one of those 
things that is best described as, “You’ll know it 
when you see it.”

I meet the “overreactor” on occasion. 
They are fed up, nobody will listen to them, 
and they describe some examples. And 
sometimes, I just cringe. I think to myself, 
“If that is where you are setting the bar, 
this is going to end badly for you.”

On the other hand, think about the 
position compliance officers are in: Problems 
are brought to us. Some are “small problems.” 
Now we know about the problem. Say we 
decide it’s “too small” to fuss over. Then 
we wonder if there will be an investigation. 
We wonder if the investigator will agree that 
the problem we were made aware of — and did 
nothing about — was a small problem. Then 
we wonder if a whistleblower is going to call 
the government and say, “I told the compliance 
officer, and the compliance officer blew me off.”

For those of you trying to decide what 
to fuss over… It might be best to find an 
outside counsel who you believe to have good 
judgement in this area. Let them give you 
advice about when to fuss and when to let 
go. Occasionally ask them if they think you 
have the right balance of drawing a line in 
the sand and letting the little things go. 

And for those of you working with 
compliance officers… A little empathy 
would be nice. 

LETTER FROM THE CEO

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

 @RoySnellSCCE    /in/roysnell 

Snell

by Roy Snell, CHC, CCEP-F

Say we decide [a problem is]  
“too small” to fuss over.… 

Then we wonder if a whistle-
blower is going to say, “I told 

the compliance officer, and the 
compliance officer blew me off.”

http://twitter.com/RoySnellSCCE
https://www.linkedin.com/in/roysnell
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In my experience,  
I do believe compliance is  

earning greater acceptance from  
doctors and administrators.

“ ”
See page 20
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CCO salaries rise across industries
A 2015 salary survey unveiled by SCCE at 
the Compliance & Ethics Institute this fall 
found that the average salary for CCOs 
is $150,207, and that total compensation 
is $179,753. The respondents — 647 chief 
compliance officers — represent CCOs who 
work in business sectors other than health-
care and who oversee at least 26% of their 
organization’s legal and regulatory risk. 
This survey, tabulated by Industry Insights, 

Inc., sorts the salary data by several catego-
ries, including type of industry, percent of 
company’s legal and regulatory risk areas 
in which CCO is involved, total budget of 
Compliance department, size of company, 
and more. Additionally, this survey offers 
salary information for other compliance 
positions — assistant/specialist, manager, 
director, and vice president.

For the complete survey: http://bit.ly/SCCESurvey

DOJ to pursue individuals who perpetrated the wrongdoings
As reported in a New York Times article: 
“The Justice Department wants the mes-
sage to go out that federal prosecutors 
will be taking aim at executives over their 
role in corporate misconduct by issuing a 
memo that requires companies to identify 
every wrongdoer within the organization, 
regardless of rank, or be considered unco-
operative.” The October 5, 2015 Report on 
Medicare Compliance (RMC) article titled, 
“Tipster in CMP case Was Rewarded; OIG Is 
In Sync With DOJ in Pursuing Individuals” 

reported that the “whistleblower who was 
rewarded by a False Claims Act settlement” 
with the DOJ, “also received a share of the 
civil money penalties in a related case.” 
According to RMC, HHS OIG “decided 
it was high time for the physicians who 
allegedly received the kickbacks to suffer 
consequences too and therefore pursued 
them using its administrative authorities.”

New York Times article: http://nyti.ms/1iXF1Ls

Report on Medicare Compliance:
http://bit.ly/1ks7wCA

HIPAA Security Rule Report
According to a SecurityMetrics press release 
announcing the result of its HIPAA Security 
Rule Report, “A significant security disparity 
exists among healthcare c-suite and IT depart-
ments, outlined by the SecurityMetrics HIPAA 
Security Rule Report. In a survey of c-level, 
risk officers, and IT managers, a 10–20% gap 
was revealed between what executives believe 
is happening in regards to patient data secu-
rity in the organization, and the reality.”

Some key findings include:
 · 80% of respondents believe their 

organization is fully HIPAA compliant, 
while most surveyed were missing key 
elements of compliance with the HIPAA 
Security Rule

 · Only 63% of healthcare organizations 
encrypt PHI on work devices

 · Only 76% of risk and compliance officers 
believe their organization would pass an 
HHS OCR audit

 · A mere 60% of risk and compliance 
officers say the organization has created 
a HIPAA Risk Management Plan

The report was specifically designed to 
help compliance, risk, and IT professionals 
understand the largest security risks in 
healthcare, but also to help provide proof for 
those looking to increase HIPAA and security 
budgets in 2016.

For more: http://prn.to/1MEeMWw
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Regulatory news
DOJ issues memo on 
enforcement policy change 
— Individal Accountability 
for Corporate Wrongdoing

On September 10, 2015 the 
U.S. Department of Justice 
released an enforcement 
memo noting certain steps 
that should be taken in any 
investigation of corporate 
misconduct. According to 
the memo, “Some of these 
measures are new, while 
others reflect best practices 
that are already employed 
by many federal prosecu-
tors. Fundamentally, this 
memo is designed to ensure 
that all attorneys across the 
Department are consistent 
in our best efforts to hold 
to account the individuals 
responsible for illegal corpo-
rate conduct.”

The following are the 
six steps the guidance 
outlines in the DOJ memo. 
They reflect “six key steps 
to strengthen our pursuit 
of individual corporate 
wrongdoing, some of which 
reflect policy shifts and 
each of which is described 
in greater detail below: 
(1) in order to qualify for 
any cooperation credit, cor-
porations must provide to 
the Department all relevant 
facts relating to the indi-
viduals responsible for the 
misconduct; (2) criminal and 

civil corporate investigations 
should focus on individuals 
from the inception of the 
investigation; (3) criminal 
and civil attorneys handling 
corporate investigations 
should be in routine com-
munication with one 
another; (4) absent extraor-
dinary circumstances or 
approved departmental 
policy, the Department will 
not release culpable individ-
uals from civil or criminal 
liability when resolving a 
matter with a corporation; 
(5) Department attorneys 
should not resolve matters 
with a corporation without a 
clear plan to resolve related 
individual cases, and should 
memorialize any declina-
tions as to individuals in 
such cases; and (6) civil 
attorneys should consis-
tently focus on individuals 
as well as the company and 
evaluate whether to bring 
suit against an individual 
based on considerations 
beyond that individual’s 
ability to pay.”

Also on September 10, 
Deputy Attorney General 
Sally Quillian Yates 
announced the DOJ’s policy 
during remarks at New York 
University School of Law. 
Here is an excerpt from that 
speech, “We’re broaden-
ing the focus of our civil 

enforcement strategy….There 
is real value, however, in 
bringing civil cases against 
individuals who engage in 
corporate misconduct, even 
if that value cannot always 
be measured in dollars and 
cents. Civil enforcement 
actions, like criminal pros-
ecutions, hold wrongdoers 
accountable for their actions 
and deter future wrongdo-
ing. While we may not be 
able to satisfy the entire judg-
ment with an individual’s 
resources, if that individual 
is liable, we can take what 
they have and ensure that 
they don’t benefit from their 
wrongdoing. These individual 
civil judgments will also 
become part of corporate 
wrongdoers’ resumes that 
will follow them throughout 
their careers. And by holding 
individuals accountable, we 
can change corporate culture 
to appropriately recognize 
the full costs of wrongdo-
ing, rather than treating 
liability as a cost of doing 
business — a change that will 
protect public resources over 
the long term.”

For more:
http://bit.ly/Quillian-remarks

DOJ Memo:
“Individual 

Accountability for 
Corporate Wrongdoing”

http://bit.ly/doj-file-769036
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It is with great sadness that we report that 
our dear friend, mentor, and colleague 
William “Bill” Moran passed away on 

October 25, 2015 after a long battle with cancer. 
He retired as Senior Vice President of Strategic 
Management two years ago. He was a nation-
ally recognized expert 
on compliance, and 
his list of satisfied 
clients was great. He 
was widely recognized 
for his policy insights 
on issues that cut 
across HHS programs. 
Clinical Research was 
one of those areas that 
involved multiple pro-
grams and sometimes 
seemingly conflicting 
policies. He was able 
to understand the dif-
ferent perspectives 
and suggest recom-
mendations that would 
meld distinct policies 
into a departmental 
policy. He frequently published in HCCA’s 
Compliance Today. Bill previously served for 
many years as Regional Inspector General for 
the Office of Evaluation and Inspections (OEI) 
in Chicago, where he had managed more than 
200 evaluations and inspections of federally 
financed healthcare programs. Upon retirement 
Bill joined Strategic Management Services as 
Senior Vice President.

Bill was a “hands-on” leader, and he would 
frequently accompany staff on site to better 

understand the operation at the client level. 
He was also instrumental in the develop-
ment of the OIG Work Plan, identifying those 
issues that were important to policy makers 
in the Administration and the Congress. Much 
of the work he did still impacts the healthcare 
regulatory world today.

One of Bill’s greatest gifts was his 
extremely good nature; his ability to iden-

tify, guide, and 
mentor talent. He 
was a “people” 
person and had 
an uncanny knack 
for bringing out 
the best in those 
around him. He 
helped countless 
professionals iden-
tify skills they did 
not know they pos-
sessed, and always 
facilitated them in 
moving upwards 
and onwards. His 
approach in all 
things was intuitive. 
He watched and 
listened for nuances 

in people, places, and situations that allowed 
him to do this. He had faith in people and 
helped them through listening, conversation, 
and most of all, through laughter.

Our deepest condolences go out to 
Bill’s wife, children, and grandchildren. 
Donations may be made to Center for Social 
Concerns, Development Office, 1100 Grace 
Hall, University of Notre Dame, Notre Dame, 
IN 46556 or Kellogg Cancer Care Center, 
2650 Ridge Ave., Evanston, IL 60201. 

In Memoriam: William “Bill” Moran  
(April 23, 1941–October 25, 2015)

Richard P. Kusserow (rkusserow@strategicm.com) is President  

and CEO of Strategic Management, located in Alexandria, VA. 

NEWS
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Find the latest conference information online · www.hcca-info.org/events

HCCA conference news

HCCA NEWS

20th Annual Compliance Institute
April 17 – 20, 2016 | Aria | Las Vegas
www.compliance-institute.org

The Annual Compliance Institute is HCCA’s 
largest event each year. Over the course of 
three-and-a-half days, you will have the oppor-
tunity to attend a variety of sessions, you can 
choose to follow one of the 10 educational 
tracks or hop around. It’s your conference —  
you plan your schedule around what will be 
the most beneficial to you!

Reasons to register today to attend  
HCCA’s 20th Annual Compliance Institute:  
 
A great lineup of  
General Session Speakers, including…

 · Leslie Caldwell, Assistant Attorney General, 
Criminal Division, DOJ

 · Daniel R. Levinson, Inspector General, HHS

 · Cam Marston, Author, Generational Insights

 · Jocelyn Samuels, Director, HHS Office  
for Civil Rights

 · James Sheehan, Chief of Charities Bureau, 
New York Attorney General

10 Learning Tracks to choose from…

 · General Compliance & Hot Topics

 · Compliance Lawyer

 · Auditing & Monitoring

 · Privacy & Security

 · Long-Term Care

 · Quality of Care

 · Physician Compliance

 · Internal Audit

 · How to Succeed as a Compliance Professional

 · Advanced Discussion Groups

Network with your industry peers…
Don’t miss out on all of the available 
networking opportunities:

 · HCCA’s Annual Volunteer Project

 · SpeedNetworking

 · SpeedMentoring

 · 10+ Networking Breaks

 · 2 Networking Lunches

 · 95+ Exhibitors

Register Early & Save…
When you register by January 7, you’ll save $575!

20
Celebrating

COMPLIANCE
INSTITUTE

HCCA’S
years
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Find the latest HCCA website updates online · www.hcca-info.org

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

HCCA NEWS

Top pages last month
Number of website 
visits last month

67,843
Letters from the CEO
Do you look forward to reading Roy Snell’s 
monthly musings on compliance and ethics 
in Compliance Today? You can find all of his 
“Letters from the CEO” columns on the 
HCCA website. Topics from the past year 
have included, “Jeff Foxworthy, Compliance, 
and Internal Audit,” “Compliance leader-
ship and ‘the grey area,’” “A risk appetite for 
fraud and unethical behavior?” and “I am 
$400 away from having real integrity.”

You’ll find all of Roy’s past columns at 
http://bit.ly/ct-letters-from-ceo , dating all the way 
back to 2004 — so it’s easy to get caught up 
(and keep up to date).

Video of the Month
What are some of the red flags indicating  
that quality of care may be slipping? 

See this and other videos on quality of care at: 
http://bit.ly/votm-ct-2015-12

 Are you subscribed to
This Week in Corporate Compliance?

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

HCCA NEWS

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

www.hcca-info.org/twcc

Home Page Job Board Events My Account Library
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LinkedIn — www.hcca-info.org/Linkedin

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

 
 
 

 
Facebook — www.facebook.com/hcca

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

The C&E Blog — www.complianceandethics.org

Stop by The Compliance & Ethics Blog  
to check out discussions about hot topics  
and breaking news in compliance & ethics.  
Be sure to subscribe to have a daily digest 
emailed to your inbox. One recent post:

 

Twitter — www.twitter.com/theHCCA

Join 11,000+ others and follow HCCA for breaking 
news and insights. Some recent favorite tweets:
 

Find the latest HCCAnet ® updates online · www.hcca-info.org/HCCAnet

HCCA NEWS

HCCA social media news
Contact Stephanie Gallagher at 952-567-6212 or email her at stephanie.gallagher@corporatecompliance.org with any questions about HCCA social media.
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· Steven Burdelski has 
been appointed to the posi-
tion of Chief Compliance 
Officer at Medytox Solutions, 
Inc. in West Palm Beach, FL.

· UnitedHealth Group 
has named Tracy Ivers 
In-House Counsel in its 
Legal, Compliance and 
Regulatory Affairs Division 
in Hartford, CT.

· Aletheia Lawry has 
been named Vice President/
Legal Services at Bay Area 
Regional Medical Center in 
Webster, TX.

· Robert A. Pelaia has 
joined the Office of General 
Counsel at the University 
of South Florida, Tampa, as 
Deputy General Counsel, 
where he provides a wide 
range of legal support services 
for the USF Health enterprise.

· Prairie View Inc. 
in Newton, KS recently 
appointed Kayla Straub, a 
Registered Health Information 
Administrator, to oversee 
and manage regulatory com-
pliance issues within the 
organization.

PEOPLE ON THE MOVE

PEOPLE 
on the 

MOVE

Received a promotion? New staff member in your department?
· If you’ve received a promotion or award, earned a degree or certification, accepted a new position, 

or added staff 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 @ corporatecompliance.org

CCB awards 2 CEUs to authors of articles  
published in Compliance Today

Compliance Today  needs you!
Authors Earn CEUs: 

Every month Compliance Today  offers healthcare compliance professionals 
information on a wide variety of enforcement, regulatory, legal, and 
compliance program development and management issues. 

We are particularly interested in articles covering compliance concerns 
involving hospitals, outpatient services, behavioral health, rehab, physician 
practices, long-term care/homecare/hospice, ambulatory surgery centers, 
and more.

Articles are generally between 1,000–2,500 words (not a limit). Submit your 
article as a Word document with limited formatting. The article title and 
author’s contact information must be included in the article.

Email margaret.dragon @ corporatecompliance.org with your topic ideas, format questions, and more.

27
Clean claims: 

There 
are no 

shortcuts

Janet Marcus

33
Kane v. Health� rst 
and the concept of 

prosecutorial 
discretion

Jared M. Barnes

45
Final rule for 

Accountable Care 
Organizations: Enabling 

technologies, Part 2

Paul R. DeMuro

38
Lessons 

learned from 
DSH 340B 

audits

Aletheia Lawry

A PUBLICATION OF THE HEALTH CARE COMPLIANCE ASSOCIATION WWW.HCCA-INFO.ORG

Compliance
TODAY December 2015

The importance of
teamwork during a crisis
an interview with Kim Lansford
Chief Compliance Of� cer
Shriners Hospitals for Children

See page  18

The importance of
teamwork during a crisis
an interview with Kim Lansford
Chief Compliance Of� cer
Shriners Hospitals for Children

See page  18

The importance of
teamwork during a crisis
an interview with Kim Lansford
Chief Compliance Of� cer
Shriners Hospitals for Children

See page  18



Help Keep Your 
Compliance Program 
Fully Staff ed

List Your Job Openings 
Online with HCCA
It’s hard to have an eff ective compliance program 
when you have openings on your team. Help fi ll 
those openings quickly—list your compliance job 
opportunities with the Health Care Compliance 
Association.

Benefi ts include:

• Listing is posted for 90 days to maximize exposure

• Targeted audience

• Your ad is also included in our biweekly HCCA Jobs 
Newsletter, which reaches more than 30,000 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

HCCA-Job-Postings_1page-ad_4c.indd   1 9/3/15   5:50 PM
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an interview by Adam Turteltaub

Meet Kim Lansford
Adam Turteltaub (adam.turteltaub@corporatecompliance.org), HCCA and 

SCCE Vice President of Membership Development, conducted this interview 

with Kim Lansford (klansford@shrinenet.org) in the autumn of 2015.

AT: You’ve had a Compliance career longer 
than most, first entering the profession in 
1998. What led you to make the move into 
Compliance?

KL: As I transitioned from my clinical role 
as a registered nurse into healthcare man-
agement, I began overseeing areas that had 
a regulatory compliance component. At that 
time, it was primarily OSHA (occupational 
safety) and EPA (environmental) compliance, 
because the corporate compliance program 
was led from our system’s corporate affili-
ate. A short time later, I was asked to take 
on additional compliance responsibilities 

and be designated the compliance liaison for 
our health system. The corporate affiliation 
broke apart around 2002, and I was asked to 
develop and oversee the corporate compliance 
program for the health system. I have been 
leading and integrating compliance programs 
ever since.

AT: Was your background in nursing 
helpful?

KL: I believe my nursing background has 
been extremely helpful as a healthcare compli-
ance officer. As a backbone to the compliance 
work I do, I have a strong understanding of 
patient care, medical terminology and docu-
mentation in the medical record. Because 
I served as a clinical leader, I developed a 
solid understanding of healthcare operations. 

Kim Lansford, chc
Chief Compliance Officer at
Shriners Hospitals for Children
Tampa, FL  
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In my experience, the combination of these 
has provided me with instant credibility 
with clinicians. This has made some of those 
difficult discussions I need to have with our 
clinicians a bit easier.

AT: The field has obviously grown and 
changed a great deal since you started. What 
are some of the key changes in how the profes-
sion has evolved?

KL: Since I started in Compliance, several 
laws have changed and many more have been 
added, which greatly increases the need for an 
effective compliance program. While the entire 
organization and each of its workforce members 
is responsible for compliance, the compliance 
officer and Compliance department are integral 
to ensuring that an effective compliance pro-
gram is implemented and maintained.

Government expectations and scrutiny 
of compliance programs have increased tre-
mendously since I began in the Compliance 
field. For example, the 2010 Patient Protection 
and Affordable 
Care Act introduced 
mandatory com-
pliance programs 
as a Condition of 
Enrollment for 
Medicare, Medicaid, 
and CHIP providers. 
This was a signifi-
cant change for the 
Compliance industry. 
At the time of this interview, CMS has yet to 
issue implementing regulations, which detail 
the required elements of an “effective compli-
ance program,” but the industry was put on 
notice that the government views effective 
compliance programs as a Medicare Condition 
of Enrollment.

In addition, government investigations and 
enforcement initiatives have increased signifi-
cantly over the years and, in my experience, 

the government often wants to understand 
a provider’s compliance program efforts 
surrounding the alleged underlying con-
duct. Importantly, the Department of Justice 
(DOJ) announced over the summer that it 
is retaining “compliance counsel” to assist 
the DOJ with the evaluation of an organi-
zation’s compliance program in connection 
with investigative efforts. Further complicat-
ing this compliance landscape, timelines for 
investigations, reporting, and refunding of 
federal healthcare program overpayments 
(e.g., 60-day rule) have been shortened.

The United States Federal Sentencing 
Guidelines, Chapter 8, Part B and Corporate 
Integrity Agreement (CIA) requirements have 
also been amended, which further demon-
strates the evolving compliance landscape. 
For example, there have been significant devel-
opments with respect to OIG’s CIA model, 
including a fluid claims review designed to test 
potentially risky claims, a comprehensive risk 
assessment process, and enhanced management 

and board certifica-
tions. Importantly, 
OIG views CIAs as 
best practices for com-
pliance program design 
and related compliance 
initiatives.

All of this, com-
bined with a highly 
complex, rapidly 
changing healthcare 

delivery system and an increase in technology, 
make today’s role as compliance officer much 
different than in the late 1990s. It is impera-
tive that providers have effective compliance 
programs in place in order to meet today’s 
government expectations.

AT: Do you find that compliance is earn-
ing greater acceptance from doctors and 
administrators?

Government expectations 
and scrutiny of compliance 
programs have increased 

tremendously since I began 
in the Compliance field.
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KL: In my experience, I do believe compli-
ance is earning greater acceptance from doctors 
and administrators. The well-published focus 
on increased government and payer scrutiny, 
transparency, and the highly competitive 
environment in healthcare has led our admini-
strators and physicians to reach out to their 
compliance officer as a trusted advisor.

I use lots of case studies and regularly 
share press releases to help our administrators 
and physicians understand their role, as well 
as our roles as compliance officers, and I think 
this has led to greater acceptance.

Finally, as our profession has grown and 
leading practices have been developed and 
shared through associations like HCCA, 
doctors and administrators seem to be gaining 
better clarity into our positions as compliance 
officers, which has certainly helped.

AT: Where do you think we could be 
doing more?

KL: We need to work smarter while stress-
ing less, and this starts with prioritization. 
Healthcare is in an unprecedented time of 
change. As compliance professionals, we are 
bombarded by never-ending changes in laws, 
regulations, poli-
cies, and procedures. 
Headlines capture 
our attention and 
the attention of our 
leadership teams. 
Everything seems to 
be a priority and at 
times is simply chaotic. Conducting appropri-
ate and relevant compliance risk assessments 
allow us to prioritize our work plans, so we 
can focus on the areas of greatest impact and 
vulnerability to our organizations.

We understand from OIG’s recent revi-
sions to its CIA model that OIG expects a 
provider’s compliance program to include a 
comprehensive risk assessment and internal 

review process. OIG is clear that a comprehen-
sive risk assessment cannot be pursued by the 
Compliance department alone, and involve-
ment from key business leaders (including 
Legal) is critical to the effectiveness of the risk 
assessment process. Accordingly, providers 
should evaluate their current risk assessment 
process to confirm whether it meets OIG’s 
expectations and whether it facilitates the 
organization’s ability to identify and prioritize 
potential risks.

If a comprehensive risk assessment has 
not been completed recently, an organization 
should consider whether it would be prudent 
to conduct certain portions of it under privi-
lege (to foster open communication regarding 
certain risks). An organization might also 
benefit by involving Legal in the identifica-
tion and prioritization of potential risks. 
Analysis of potential risks should take place, 
because documentation obtained during the 
risk assessment process could be subject to 
disclosure to the government (or potentially 
whistleblowers) in connection with investiga-
tions and litigation.

In addition to this, we need to be experts 
in communication, by being highly visible and 

approachable, setting 
clear expectations, 
and holding individ-
uals accountable.

AT: Where do 
you see Compliance 
going next in its evo-

lution? We’re already getting into areas like 
privacy and data security. What else is next?

KL: Over the years, the importance of the 
connection between compliance and quality 
has been emphasized, but with the change in 
payment methodology, the compliance officer’s 
role in quality is going to be more critical.

I also believe compliance officers are very 
well situated to lead or hold a significant role 

We need to work smarter 
while stressing less, and this 

starts with prioritization.
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in the strategic or enterprise risk manage-
ment initiatives within their organizations. 
Strategic or enterprise risk management 
engages all workforce members in the prac-
tice of identifying, managing, monitoring, 
and communicat-
ing risks across the 
organization. We 
are already doing 
this with regard to 
our compliance risks 
in our compliance 
programs!

AT: I want to shift 
gears and talk about 
April 2012. You were 
getting ready to 
come to the Compliance Institute when you 
got some very bad news. Can you tell people 
what had happened to your son?

KL: Sure. In April 2012, my son, Justin, 
while serving in the Army in Afghanistan on 
his second deployment to the Middle East, was 
severely injured when a roadside bomb struck 
his vehicle. Justin was in the gun turret when 
the vehicle was hit, throwing it through the 
air. When the vehicle landed, he was trapped 
underneath and it was on fire. Justin suffered 
significant injuries. To name a few, his left 
leg was amputated, right leg and ankle were 
fractured in multiple locations, thoracic spine 
was broken, spleen ruptured, liver lacerated, 
arm and side burned, and his lungs were col-
lapsed. He was flown to a field hospital, then 
to Baghram Airbase and finally to Germany. 
Instead of going to the HCCA Compliance 
Institute, I flew to Germany with my husband 
and younger son to be with Justin.

AT: It’s a “drop everything” kind of 
moment, but there are obvious logistics issues. 
That’s when you learned about America’s 
Fund. Because of what they did for you and 

for Justin, the HCCA was proud to support 
America’s Fund with a silent auction at the 
2015 Compliance Institute and will be doing so 
again in 2016. How did they help?

KL: First of all, I cannot thank HCCA and 
its wonderful mem-
bers enough for the 
outpouring of support 
they demonstrated for 
this great organiza-
tion. Our introduction 
to America’s Fund 
(Semper Fi Fund) 
was while we 
were in Germany. 
America’s Fund 
provided me with 
warm apparel — hats, 

gloves, scarf, sweatshirt — to wear on the flight 
from Germany to Washington DC as I was 
approved to accompany Justin on the military 
medical flight.

Upon arrival at Walter Reed National 
Military Medical Center, we were introduced 
to our America’s Fund case manager, Karen. 
We were hesitant to accept any assistance, but 
Karen insisted. She said, “You need to focus 
on Justin and his recovery. Let us worry about 
your home.” And they did. My mother had 
to drop everything and drive from Florida 
to Pennsylvania to take care of our pets. 
America’s Fund covered her travel expenses. 
They also assisted with our lawn mainte-
nance while we were at Walter Reed National 
Military Medical Center.

In addition to the support they provided 
to maintain our home while we were away, 
they played a key role in Justin’s recovery 
and rehabilitation. America’s Fund provided 
educational grants, adaptive equipment, 
and sponsored therapeutic trips to aid in 
his recovery.

The case managers at America’s Fund are 
onsite at Walter Reed every day. They meet 

I also believe  
compliance officers are 

very well situated to lead 
or hold a significant role in 
the strategic or enterprise 

risk management initiatives 
within their organizations.
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with the wounded warriors and their fami-
lies and offer to assist with any needs they 
have. Even though it’s been more than three 
years since Justin’s injuries, America’s Fund 
continues to reach out to him to see if he has 
any needs.

AT: It was great to have Justin join us at 
the 2015 Institute. He’s obviously doing great. 
And his service dog Gabe was a huge hit 
at the meeting. How did your colleagues in 
Compliance help?

KL: Justin is doing fantastic and Gabe 
loves the attention!

My compliance colleagues helped in 
numerous ways, both professionally and 
personally.

First, the support I received from my col-
leagues at Catholic Health East, played a 
significant role, and I will never be able to 
thank them enough. On a personal level, my 
boss, our CEO, told me to focus only on Justin 
and to not worry about my job. Upon learning 
about Justin’s injuries, she sent an email across 
the organization. One of our board members 
reached out to me to tell me that a former 
Catholic Health East physician colleague left 
the organization to become a Department of 
Defense physician contractor. I emailed this 
physician, who responded to me within a few 
hours. Unbelievably and miraculously, he was 
the physician in charge of the intensive care 
unit in Germany and had just left Justin’s bed-
side. I had worked closely with this physician 
during my early years at Catholic Health East 
and felt significant relief knowing that I per-
sonally knew him and that he was managing 
Justin’s care.

On a professional note, my compliance and 
internal audit colleagues at Catholic Health 
East took control of the situation and focused 
on the goals and work plan we established 
for the year. We held weekly conference calls 
during the four months I was away. In the end, 

not only did we achieve our goals for 2012, we 
surpassed them! This would not have hap-
pened without their overwhelming support, 
hard work, and dedication.

Second, I received tremendous support 
from my HCCA compliance colleagues. I got 
regular cards, well wishes, and goodies from 
all across the country. Many colleagues made 
donations in Justin’s honor to a variety of won-
derful not-for-profit organizations that help 
our wounded warriors. I would like to person-
ally thank everyone for what they did to help 
us get through those difficult times. It did not 
go unrecognized and it was so very much 
appreciated.

My family and I received so much sup-
port and it is time for us to give back. I am so 
honored to have such wonderful compliance 
colleagues who are helping us do this. I am 
forever grateful and I’m sure our wounded 
warriors are too!

AT: Finally, what advice would you give 
other parents and family members when 
they hear that their loved one has been badly 
injured?

KL: Stay focused and remain positive. 
Make the best of the situation that has been 
handed to you, and be kind to those helping 
you get through it. Accept assistance that is 
offered to you. Be a healthcare advocate for 
your loved one. Don’t be afraid to ask for clari-
fication and stand up for what is right. (We are 
compliance officers after all, and this is what 
we do, right?) Know that recovery is going to 
be an uphill battle with lots of setbacks and 
it will take time; think marathon instead of 
sprint. Take care of yourself, as it is a physi-
cally, mentally and emotionally challenging 
process. And, in the end, always remember 
those who helped you, and give back in any 
way you can to help those in need.

AT: Thank you, Kim. 
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I have an idea. Why don’t you take a step 
back with your Compliance Executive 
Committee or Compliance Operations 

Committee and think about what risk areas 
you are not worried about? This might be a 
nice shift. When I assist compliance officers 

with performing compliance risk 
assessments, we start out with having 
the discussion about what compliance 
risks you and/or the leadership team 
believe are well controlled. This is not 
to skew the compliance risk assess-
ment results. It is to inquire about 
those controls that might be working 
well, so we can pass on internal best 

practices to other managers and directors. This 
might turn into a mentoring opportunity about 
how to implement controls to monitor risks.

One way to do this is to discuss the com-
pliance risk areas from past compliance risk 
assessments that were determined to be low 
risk. For example, your hospital may not 
be worried about payments for mechanical 
ventilation. This risk area has been on the OIG 
Work Plan for several years. You have a policy 
and procedure for all respiratory therapists to 
document the exact date and time of intuba-
tions and extubations as they occur. There has 
been ongoing training. A monitoring process 
is in place that requires supervisors to review 
all mechanically ventilated patients on a daily 
basis. In addition, education and training are 
provided to all coders. An internal DRG valida-
tion review is performed by coding managers. 

This includes 100% review of all inpatient 
admissions with mechanical ventilation. 
We can all agree this risk is well controlled.

It is nice to focus on what is working well 
and discuss the keys to that success. As in 
this example, it usually involves multiple 
departments that work well together and have 
ongoing checks and balances and monitoring 
to keep everyone on track. Everyone is aware 
of this risk area and knows the importance 
of continuing the ongoing monitoring to 
maintain compliance.

If you are struggling with the best way 
to conduct a meaningful compliance risk 
assessment, you are not alone. The key is to 
document the awareness of the risk and the 
controls in place. This involves going to the 
actual departments involved and talking to 
essential employees to confirm the processes 
in place to mitigate the risk.

There is enough to worry about, so take 
some time to “Exhale” and focus on what 
is working. 

by Catherine Boerner, JD, CHC

What are you  
not worried about?

EXHALE

Boerner

Catherine Boerner (cboerner@boernerconsultingllc.com) is President at  

Boerner Consulting, LLC located in New Berlin, WI.    in/catherineboerner 

It is nice to focus on what is  
working well and discuss the 

keys to that success.… it usually 
involves multiple departments  

that work well together and have 
ongoing checks and balances 

and monitoring to keep  
everyone on track.

https://www.linkedin.com/in/catherineboerner
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Marcus

Providers, payers, and patients all win 
when a clean claim is submitted. Claims 
that are not clean and accurate prolong 

the billing and collection cycle, are more costly, 
and yield less revenue when a claim correction 
is required. Correcting claims, no matter what 

the error, usually requires additional 
resources. Furthermore, not taking the 
standard precautionary measures could 
lead to the creation of a false claim.

Sometimes, in an effort to meet 
deadlines, claims are hastily com-
pleted. Important key steps may be 
overlooked or eliminated. These are 
basic steps, yet common mistakes or 

omissions are created when the steps are over-
looked. Omissions and shortcuts may mean 
that all the information required on a claim has 
not been confirmed for accuracy. Unfortunately, 
the potential downstream repercussions and 
ultimate consequences of taking such shortcuts 
are often not considered, which can cultivate 
compliance issues and/or revenue impact.

Whether compiling information for an 
837P (professional) or 837I (institutional) 
claim, it is crucial to do your homework and 
verify all claim information is accurate.

Components of a clean claim review
Taking the time to confirm the following ele-
ments of each claim on the front end will save 
time and resources on the back end.

Standard transactions for EDI
The Health Insurance Portability and 
Accountability Act (HIPAA) regulations 
adopted certain standard transactions for 
Electronic Data Interchange (EDI) of health-
care data. These standard transactions 
include electronic claims. The EDI Rule con-
tains standardized guidelines for covered 
entities that electronically transmit healthcare 
data. The standardized rules require all cov-
ered entities to: (a) use the same “code sets”; 
and (b) transmit the data in the same format. 
Electronic transmissions governed by the EDI 
Rule include healthcare claims or equivalent 
encounter information.

Tax Identification Number
The TIN represents the provider entity that 
is billing the service and to whom the pay-
ments will be made. Therefore, confirming the 
entity’s name and TIN on the W-9 IRS form, 
“Request for Taxpayers Identification Number 
and Certification”, is a “must do” step to vali-
date the correct information. To ensure timely 
payment, this step should be addressed early in 

by Janet Marcus, CPC

Clean claims:  
There are no shortcuts

 » Confirm the correct Tax Identification Number (TIN) so payment is received by the correct entity.

 » Data accuracy enables timely claim processing so payment is made upon initial submission.

 » An incorrect place of service (POS) could prompt higher reimbursement than warranted.

 » Don’t bill the wrong patient — confirm every patient’s identity!

 » Taking shortcuts isn’t worth it when preparing claims for submission.

Janet Marcus (Janet.marcus@altegrahealth.com) is Director, Advisory Services 

with Altegra Health, Inc. in Miami Lakes, FL. 
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the claim system set-up process. Verification of 
the information may address any complications 
downstream with either erroneous payment 
received and/or related legal concerns.

National Provider Identification Number
There are numerous places on a claim where 
the NPI number is reported. NPI numbers are 
needed to identify the billing group, the ren-
dering provider, and the referring physician. 
The NPI number is required for most locations 
of service. The National Plan and Provider 
Enumeration system (NPPES) website1 is a 
tremendous resource that is updated on a daily 
basis. It should be used to verify the accuracy 
of NPI numbers. If you eliminate the NPI 
verification step and as a result have incorrect 
NPI numbers on your claim, you may save 
time; however, you also may be misrepresent-
ing who rendered the service and payment 
may be made, based on the NPI number and 
TIN submitted, to the 
incorrect entity. It is 
likely that the need 
to verify and correct 
the information will 
surface. This type of 
error is best identified 
early on. Red flags, 
recoupment/return 
payments, legal and 
compliance con-
cerns can all be minimized by confirming the 
accuracy of all NPI numbers involved during 
the billing set-up and implementation phase 
of the entity.

Place of Service
Where the service took place can impact the 
correct rate of reimbursement. Therefore, 
assigning the correct place of service (POS) 
code on each claim is critical. According to 
MedLearn Matters 7631:

CMS determines whether a MPFS facility 
or non-facility payment rate is appropriate 
for that setting and Medicare contractors 
are required to make payment at the MPFS 
rate designated for each POS code. Under 
the MPFS, physicians and other suppli-
ers are required to report the setting, by 
selecting the most appropriate POS code, 
in which medically necessary services are 
furnished to beneficiaries.2

Patient and insurance demographics
The accuracy of a patient’s demographic infor-
mation is critical to a clean claim. It may seem 
simple to obtain the correct patient name, date 
of birth, and insurance coverage; however, 
there are many times when a common name 
has gone unverified, causing the claim to be 
submitted under an incorrect name and thus 
the wrong patient’s insurance has been billed.

This scenario raises several red flags. First, 
there is protected 
health information 
(PHI) and protected 
personal information 
(PPI) which could be 
erroneously shared 
and, therefore, violate 
HIPAA PHI and pri-
vacy rules. Secondly, 
in this scenario, the 
insurance company 

posts the charges to the incorrect person’s 
account based on the claim received. The incor-
rect patient now has erroneous services and 
diagnoses associated with their healthcare 
financial record and payer’s member profile 
account. Also, payment may be made for a 
service that never occurred for the patient who 
was erroneously identified on the claim.

All of this would need to be reversed and 
the correct patient account billed. This is often 
revealed when the explanation of benefits is 

Where the service took place 
can impact the correct rate  

of reimbursement. Therefore, 
assigning the correct place  
of service (POS) code on  

each claim is critical.
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received by the “incorrect” patient and they 
are being asked to pay their portion of the 
remaining balance (co-pay, deductible and/or 
coinsurance) for a service they never received.

Coding
The accuracy of the Current Procedural 
Terminology (CPT), modifiers and International 
Classification of Diseases (ICD-10-CM) diagnosis 
codes are essential to a clean claim. Ensuring 
all coding is supported by the medical record 
documentation is also critical to producing a 
clean claim. In addition, claims that are incor-
rectly coded without being “scrubbed” via 
billing edits may not even make it through the 
clearinghouse process or to the payer. A few 
examples of coding claim edits are:

 · National Correct Coding Initiative (NCCI) 
edits: the identification of two codes on 
one claim that are generally not allowed 
to be submitted together, bundled 
and/or considered mutually exclusive of 
one another.

 · Modifier and CPT code edits: for example, 
when a visit code and minor procedure 
are performed on the same day, by the 
same provider, on the same patient, and 
no modifier is appended to the visit code. 
It is important to determine if the service 
should be billed exclusively or if the 
visit should also be billed by appending 
Modifier 25 to the visit code.

 · Obsolete and/or incomplete service and 
diagnosis codes: edits that verify all codes 
reported on the claim are current and valid 
for the date of service submitted. Incomplete 
and invalid codes cannot be processed and 
therefore are rejected by the payer.

A pre-claim submission edit scrubber 
identifies errors and should raise coding-
related red flags. The scrubber is essential to 
producing an error-free claim.

False Claims Act
The civil False Claims Act (FCA) expressly 
provides for liability of an entity who know-
ingly submits false claims. Providers and 
health plans should have effective compliance 
plans to ensure, among other things, that they 
are not submitting any false claims or other-
wise violating state or federal laws. Failure to 
develop and maintain such quality assurance 
and compliance systems could increase the 
likelihood of allegations that the entity was 
deliberately indifferent or acted with reckless 
disregard to the accuracy of a claim.

Impact on revenue
These questions should be asked as the 
claim-related revenue cycle processes are 
implemented and/or reviewed:

 · What does “re-work” associated with 
denied and/or unpaid claims do to an 
entity’s bottom line?

 · What does it actually cost?
 · What kind of impact does it have on 

an organization?

Additional resources may be required for 
a costly claim audit and/or an assessment of 
denied claims to identify their root cause.

Eliminating certain steps may support 
an entity in meeting a deadline; however, 
in the long run, extensive rework may be 
required to ultimately submit a clean claim 
and receive payment. The actual cost related 
to this rework far outweighs the relatively 
small amount of time saved. While not all 
of the required claim fields are discussed in 
this article, each of the areas outlined above 
should be verified for accuracy before claims 
are submitted. 
 
 
 
1.  National Plan & Provider Enumeration System: NPI Registry. 

Available at http://1.usa.gov/1HE51Hx
2.  Centers for Medicare & Medicaid Services, MLN Matters: Revised 

and Clarified Place of Service (POS) Coding Instructions. April 9, 
2013. Available at http://go.cms.gov/1MZJXNP
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Remember the old submarine movies 
when there would be a command 
to “up scope” and the captain (for 

ex ample, Clark Gable in Run Silent, Run Deep) 
would take a peek at the activities on the sur-
face? The Periscope app, recently made part of 

the Twitter platform, allows app users 
to “up their Periscope” and give their  
followers a view of the live action.

Periscope users stream live video 
from their smartphones. When linked 
to a user’s Twitter account, it noti-
fies their Twitter followers that they 
are “up scope” for a live broadcast. 
I heard (from another social media 

app, naturally) that a therapy colleague was 
going to do a live “Periscope” with a promo 
for a new eBook on a Medicare compliance 
topic of interest. I downloaded the app from 
Apple’s App Store (also available from the 
Google Play Store), got the colleague’s notifi-
cation for “up scope,” and caught the real-time, 
live video feed. I quickly linked my Twitter 
account, and now get notifications when any 
of my Twitter followers have their Periscope 
up for a live streaming broadcast. I’ve tuned-in 
to a number of Periscopes and delighted at the 
variation of topics, the content, and the gid-
diness of the user doing their first Periscope 
session. (“Hello, can you see me now?”) While 
broadcasting live, the joining members’ Twitter 

handles are scrolled up on the screen, so you 
can see those also tuning in to the live feed. 
Missed the live broadcast? No problem — the 
“Periscoper” may have recorded it.

Immediately I am thinking of all the little 
compliance nuggets and vignettes that can 
be the topic of a live Periscope session — for 
example, a quick debunking of the myth that 
Medicare does not pay for ionotophoresis, or 
perhaps a courtesy “Did you know?” tip on 
HIPAA privacy.

The folks at Periscope describe the tech-
nology in an inviting and enticing way: “What 
if you could see through the eyes of a protester 
in Ukraine? Or watch the sunrise from a hot 
air balloon in Cappadocia? It may sound crazy, 
but we wanted to build the closest thing to 
teleportation.” They further elaborate that 
there is “no better way to experience a place 
right now than through live video.”

Head on over to www.periscope.tv  and explore 
the world through someone else’s eyes.

Oh, and just in case you were wondering, 
Medicare does pay for ionotophoresis; follow 
the guidance in your LCD, because coverage 
varies across the MAC landscape. 

Up Periscope!

CONNECTIVITY

Beckley

Nancy J. Beckley (nancy@nancybeckley.com) is President of Nancy Beckley 

& Associates LLC, a rehab compliance consulting firm in Milwaukee, WI. 

 /in/nancybeckley    @nancybeckley    +NancyBeckley 

by Nancy J. Beckley

What if you could see through  
the eyes of a protester in Ukraine? 
Or watch the sunrise from a hot 

air balloon in Cappadocia?
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http://plus.google.com/+NancyBeckley
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Barnes

By now, most healthcare compliance 
professionals have heard the news 
that, on August 3, 2015, the United 

States District Court for the Southern District 
of New York issued a much-anticipated deci-
sion on the defendants’ motion to dismiss in 

Kane v. Healthfirst, Inc.1 This was the 
first judicial opinion to decide when 
an overpayment has been “identified” 
under the Affordable Care Act, and it 
was not good news for providers.

Specifically, the Court held that 
an overpayment is ”identified” at 
the time “when a provider is put on 
notice of a potential overpayment, 

rather than the moment when an overpayment 
is conclusively ascertained.”2 This starts the 
clock at the earliest possible time, and places 
a heavy burden on providers to investigate 
whether the potential overpayment is an 

actual overpayment, determine the amount 
of the overpayment, and take the steps neces-
sary to report and return the overpayment, all 
within 60 days. Interestingly, by adopting this 
approach, the Court seemed to go even further 
than the U.S. Attorneys prosecuting the case 
asked it to go, and certainly further than the 
Center for Medicare and Medicaid Services 
(CMS) had gone in proposed and final regula-
tions interpreting the rule.

Perhaps most troubling for providers is the 
fact that a violation of this standard, which the 
Court itself acknowledges may be “unworkable” 
in some situations, can lead to reverse False 
Claims Act (FCA) liability and thus, the poten-
tial for treble damages, fines, and penalties.3 
But what about the provider who does every-
thing that you would ask a good and diligent 
provider to do, yet still is not able to complete the 
investigation and repayment by the deadline? 
On this point, the Court was less than clear.

On one hand, the Court notes that a vio-
lation of the 60-day rule does not constitute 

by Jared M. Barnes, JD

Kane v. Healthfirst  
and the concept of  
prosecutorial discretion

 » Kane v. Healthfirst, Inc. was the first judicial opinion to address when an overpayment has been “identified” under the 
Affordable Care Act.

 » The Court held that an overpayment is “identified” at the time “when a provider is put on notice of a potential overpayment.”

 » The Court suggests that well-intentioned providers who are not able to meet this standard, despite acting with reasonable haste,  
may rely on “prosecutorial discretion” in order to avoid a False Claims Act (FCA) case.

 » The FCA applies only to knowing conduct, so well-intentioned providers acting in good faith should not need to rely on 
prosecutorial discretion to avoid a claim where prosecutors lack evidence of bad intent.

 » Nevertheless, providers would be well advised to take the decision seriously and do all they can to report and return 
overpayments within 60 days of identification.

Jared M. Barnes (jared.barnes@bmc.org) is Director of Hospital Compliance 

at Boston Medical Center in Boston. 
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a violation of the FCA unless the provider 
knowingly fails to meet the deadline. Thus, 
“well-intentioned healthcare providers 
working with reasonable haste to address 
erroneous overpayments…would not have 
acted with the reckless disregard, deliberate 
ignorance, or actual knowledge of an overpay-
ment required to support [a False Claims Act] 
claim.”4 In other words, providers who act 
diligently and in good faith should not have 
to worry about the reverse FCA, because they 
would not have acted with the intent that a 
prosecutor would need to make its case.

Prosecutorial discretion
But on the other hand, the Court suggests 
that in order to avoid an FCA case, this same 
diligent provider must rely on “prosecutorial 
discretion,” which it 
says should “counsel 
against the institu-
tion of enforcement 
actions” under these 
circumstances, 
because such a case 
“would be inconsis-
tent with the spirit of 
the law and would 
be unlikely to suc-
ceed.”5 And this is 
where things become unclear, because this 
statement seems to be a departure by the 
Court from what it correctly states in the same 
paragraph — that not only would a diligent 
provider acting in good faith not violate the 
spirit of the False Claims Act, it would not 
violate the letter of the law.

And why should a good faith provider who 
has not violated the letter of the FCA need to 
rely on prosecutorial discretion to avoid being 
hauled in to court? In its traditional concep-
tion, prosecutorial discretion gives prosecutors 
the authority to refrain from bringing a claim 
even though they have a valid case. It does not 

give the reverse power to bring a claim where 
prosecutors have none. This is supported by 
the text of the False Claims Act itself, which 
provides that “[t]he Attorney General diligently 
shall investigate a violation under [the False 
Claims Act]. If the Attorney General finds that 
a person has violated or is violating [the False 
Claims Act], the Attorney General may bring a civil 
action under this section against the person.”6 
As you would expect, the statute does not give 
the Attorney General the authority to bring a 
claim against a provider where investigation 
reveals that the provider acted in good faith 
and with reasonable haste, and thus did not act 
with the knowledge needed to violate the FCA.

On top of all that, the notion of provider 
reliance on prosecutorial discretion becomes 
even more difficult to swallow when you 

consider that whistle-
blowers initiated 
more than 89% of 
the False Claims Act 
cases filed in 2014 
(713 of 804).7 These 
private actors are not 
prosecutors at all, and 
instead may be moti-
vated purely by the 
hope for a potentially 
lucrative financial 

recovery. Such individuals have no incentive 
whatsoever to exercise the prosecutorial dis-
cretion that the Court imagines.

Although the Kane decision may serve to 
empower would-be whistleblowers and pros-
ecutors, perhaps what the Court meant was 
that prosecutors and individuals should think 
carefully before initiating a False Claims Act 
case where there is a factual dispute over the 
intent of the provider and the provider has a 
colorable claim that it was acting with reason-
able haste. But in the situation that the Court 
described, where you have a provider who 
acted with good intentions and reasonable 

…not only would a  
diligent provider acting in 
good faith not violate the 

spirit of the False Claims Act,  
it would not violate the  

letter of the law.
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haste and thus did not violate the False Claims 
Act, the idea that prosecutors would still have 
discretion to initiate costly litigation seems to 
represent an expansion of prosecutorial power. 
Nevertheless, providers would be well-advised 
to take the Kane decision seriously and do all 
they can to report and return overpayments 
within 60 days of identification.

Conclusion
For those well-intentioned providers who act 
with reasonable haste to satisfy the 60-day 
rule and nevertheless find themselves on 
the wrong side of a reverse False Claims Act 

case, there should be some comfort in the fact 
that you have more than the Court’s notion 
of prosecutorial discretion on your side. You 
have the language of the False Claims Act 
itself, under which you will not be liable for 
treble damages, fines, and penalties unless 
you acted knowingly.8 

 
 
1.  Kane v. Healthfirst, Inc., Case 1:11-cv-02325-ER ;Southern District of 

New York, August 3, 2015. Available at http://bit.ly/1MMs3YE
2.  Id. at 23.
3.  See id. at 27.
4.  Id. at 26.
5.  Id. at 26.
6.  See Title 31 U.S.C. § 3730, Civil actions for false claims (emphasis 

added). Available at http://bit.ly/1kQ4Gag
7.  Gibson, Dunn & Crutcher LLP: 2014 Year-End False Claims Act Update, 

January 7, 2015. Available at http://bit.ly/1lm2GqS
8.  See Title 31 U.S.C. § 3729(a)(G):False claims. Available at 

http://1.usa.gov/1Pqz0W1
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by David Hoffman, JD, FCPP

THE COMPLIANCE–QUALITY CONNECTION

R ecently, I bumped into a former col-
league who mentioned that he had 
read several of my Compliance–Quality 

Connection columns. I asked him what he 
thought of them, and he stated that he liked 
the fact that they were short. As I sit here writ-

ing my final column, I certainly will 
continue to oblige him in that regard.

Over the last two years, I have 
written about numerous topics, includ-
ing discharge planning, medication 
issues, informed consent, and medical 
directorship. I have attempted to iden-
tify issues that intersect Compliance 
and Quality concerns, not only in 

the hospital setting, but in nursing homes 
and assisted living facilities as well.

In my practice, I am focused on patient/
resident safety through a regulatory and clini-
cal systems review in order to achieve quality 
care delivery. What troubles me most is that 
we continue to lose sight of the fact that we 
are involved in a service industry; we serve 
patients and residents. Our healthcare organiza-
tions typically provide care to those who cannot 
protect themselves, whether it is frail and 
vulnerable elderly or those with disabilities. 
We cannot forget that as compliance officers, 
in-house counsel, outside consultants, etc., we 
can and should effect change in care delivery 
processes while respecting and promoting the 
rights of our patients and residents. The chal-
lenge remains how best to accomplish this goal.

The time has come for healthcare provid-
ers to move toward the creation of an external 
patient/resident advocacy program that 

actually has standing at a hospital or nursing 
home to effect meaningful change of care deliv-
ery practices. The Long-Term Care Ombudsman 
Program is a model for such advocacy, but it has 
been my experience that this program is under-
funded, under-utilized and, in some instances, 
marginalized by providers and regulators. We 
need a patient/resident advocacy program to 
ensure that quality care is being delivered both 
individually and systemically.

My vision is that an on-site advocate 
would work closely with the organization’s 
compliance officer to evaluate care and to 
intervene, where appropriate. I know that this 
idea will be met with the usual arguments 
against it—cost, risk, effectiveness—but we 
have heard this all before. The time to act is 
now to ensure that the intersection of quality 
and compliance is a safe one.

I wish you all the very best of luck! 

EDITOR’S NOTE:  Compliance Today would like to thank 
David for the time and expertise he has shared with us 
since our September 2013 issue. Beginning with our 
January 2016 issue, The Compliance–Quality Connection 
will be written by HCCA member Donna Abbondandolo, 
CHC, CPHQ, RHIA, CCS, CPC, Senior Director, Compliance 
at Westchester Medical Center Health Network in 
Valhalla, NY.

My final thoughts

Hoffman

David Hoffman (dhoffman@DHoffmanAssoc.com) is President of David Hoffman  

& Associates, PC, a national healthcare consulting firm in Philadelphia. 

We need a patient/resident 
advocacy program to ensure 

that quality care is being 
delivered both individually  

and systemically.
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Lawry

The 340B program, created under section 
340B of the Public Health Service Act,1,2 
was established in 1992 and designed 

to allow certain healthcare providers (covered 
entities) to obtain prescription drugs at prices 
below retail. Oversight of the program rests 

with the Office of Pharmacy Affairs 
(OPA) of the Health Resources and 
Services Administration (HRSA), 
an agency within the Department 
of Health and Human Services.

Operation of the program is con-
trolled by the Public Health Service 
Act and a combination of Federal 
Register notices, HRSA Policy Releases, 

and guidance published on the HRSA website.
The statute includes three major prohibitions 

for Disproportionate Share hospitals (DSH):
 · Diversion prohibition – A covered entity 

may only prescribe or dispense 340B drugs 
to its “patients.”3

 · Duplicate discount prohibition –  
A covered entity must ensure that the 
drug manufacturer is providing only one 
discount — either the 340B discounted 
price to the covered entity or the Medicaid 
drug rebate to the state Medicaid program.4

 · GPO prohibition – Certain covered entities 
may not obtain covered outpatient drugs 
through a group purchasing organization.5

In 2011, in response to questions posed 
by Senator Chuck Grassley, HRSA indicated 
it would begin audits of covered entities in 
fiscal year 2012, focused on (1) eligibility; 
(2) accountability (diversion); and (3) avoid-
ance of duplicate discounts.6 These audits 
are statutorily authorized and violations 
may be addressed through repayment of the 
discounts, interest charges, or removal from 
the 340B program. HRSA has projected it will 
complete 200 audits in fiscal year (FY) 2016, 
up from just under 100 in FY 2015.

Pre-audit notification
After a covered entity is selected for audit, 
HRSA sends an engagement letter. The engage-
ment letter outlines the design and scope of the 
audit. It makes clear that the audit covers not 
only the DSH facility, but also offsite outpatient 
facilities (child sites) and contract pharmacies. 
The stated purpose is to understand the covered 
entity’s policies and procedures, review eligibil-
ity, review drug procurement and distribution 
to determine whether 340B drugs were provided 
appropriately, and determine whether duplicate 
discounts were properly prevented.

by Aletheia Lawry

Lessons learned  
from DSH 340B audits

 » Establish your audit team before notification of an audit.

 » Tell the story of the patient from initial encounter with the facility to the prescription fill.

 » Communicate clearly with the auditor and provide only requested information.

 » Look for patterns in the auditor’s questions and adapt the information you provide.

 » Don’t be afraid to challenge the auditor’s findings.

Aletheia Lawry (alawry@barmc.us) is Vice President/Legal Services at 

Bay Area Regional Medical Center in Webster, TX.    in/aletheialawry 
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HRSA also asks that the following items  
be made available for the auditors:

 · Enclosed, lockable workspace for  
up to three staff members

 · Internet access for three computers
 · Access to phone, fax, and copier
 · Parking for up to two vehicles
 · Access to all financial, transaction 

documents and patient information 
related to the 340B program.

Once an auditor (or audit team) is selected, 
HRSA sets up an introductory teleconference 
(often called the entrance conference). The pur-
pose of the entrance conference is to determine 
the dates for the onsite audit and to transmit 
the list of data being requested. The requested 
information is due before the onsite audit, 
usually by just a few days. For example, a 
data request might include:

 · Policies and procedures for purchasing, 
ordering, invoice processing, 340B 
replenishment, and Medicaid billing

 · Documentation showing if a hospital 
(a) is part of a state or local government; 
(b) has been granted government powers; 
or (c) has a contract with state or local 
government to provide services to low-
income individuals

 · A listing of all 340B drug orders and pre-
scriptions for a 6-month period (preferably 
in Excel or other delimited electronic format) 
including the following data points:
• Unique identifying number  

(typically medical record number)
• Drug/product name
• Date of drug order/prescription fill
• Quantity issued
• Acquisition price
• Patient ID number (can be same as  

the unique identifying number)
• Payer
• Ordering provider’s name
• Location of service

 · Listing of eligible providers
 · Listing of 340B purchase orders during  

the 6-month period, including price paid
 · Pharmacy services agreements for all 

contract pharmacies
 · Medical Enrollment Verification letter
 · Listing of all active purchase accounts for 

drug wholesalers and drug manufacturers

Onsite audit
Typically, the auditor will want to view the 
covered entity’s facility, at least one child 
(off-campus outpatient facility) site, and at 
least one contract pharmacy (if the covered 
entity has contract pharmacies). They will 
also want to do a deep dive into a sample 
pulled from the data previously provided. 
The sample is not provided until the auditor 
arrives on site. During this deep dive, the 
auditor will want to see the medical record 
information that shows that the drug was 
provided in an outpatient setting to an eligible 
patient and by an eligible provider. When 
the audit program began in FY 2012, an exit 
conference took place before the auditor left 
the covered entity’s site, but that practice has 
stopped, and the auditor does not provide 
information about potential findings. Audits 
are generally scheduled for two to four days.

For a covered entity that uses contract 
pharmacies, the HRSA auditor will ask for 
confirmation that there is a written contract 
pharmacy agreement, that the covered entity 
utilizes the contract pharmacy, and that they 
utilized the contract pharmacy prior to reg-
istering the pharmacy on the OPA database; 
how the covered entity oversees the contract 
pharmacy; and what the written policies and 
procedures are for the arrangements.

Audit report
The auditor prepares findings after completing 
the onsite audit. Those findings are provided to 
HRSA, which reviews the auditor’s findings and 
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issues a final report. Organizations have seen 
this report as quickly as within a few weeks, but 
some entities have waited more than one year 
for the report. In previous fiscal years, a pre-
liminary audit report has been issued by HRSA; 
however, the process has changed and covered 
entities are provided only a final report.

Included in the final report are adverse 
findings and areas for improvement (see Table 1). 
Adverse findings could give rise to sanctions; 
areas for improvement are minor deviations 
that are not sanctionable. Covered Entities 
have 30 days to provide a written response 
disagreeing with the findings. 

If the covered entity disagrees with the 
findings, HRSA will respond to the written 
disagreement and may reissue the final report. 
HRSA has overturned findings after receipt 
of letters of disagreement.

Corrective action plans
A covered entity has 60 days to submit a cor-
rective action plan (CAP) after the final report 
is issued (or reissued). There is no guidance on 
the format, so the covered entity has signifi-
cant latitude in designing that CAP. Keep in 
mind, however, that CAPs have been rejected 
as insufficient on several occasions by HRSA. 
Final reports and associated corrective actions 
are summarized on the OPA public website.7 
In addition the covered entity must provide 
a letter to HRSA that outlines any findings 
related to diversion or duplicate discounts, 
states that repayment may be necessary, and 
provides a contact person for further ques-
tions. This letter is also made public. Covered 
entities whose sanctions require repayment 
are subject to an audit in the following year 
(see Table 2).

Table 1: Top five audit findings in FY 2014 (audits may have multiple findings)

# of Audits with Finding % of Audits with Finding

Incorrect 340B database record 49 53%

Diversion 45 48% 

No findings 39 42%

Duplicate discounts 20 22%

GPO purchases 8 9%

Table 2: Top five sanctions in FY 2014 (audits may have multiple sanctions)

# of Audits  
with Corrective Action

% of Audits  
with Corrective Action

Repayment to manufacturer 58 62%

None 31 33%

Removal of contract pharmacy 5 5%

Self-termination of contract pharmacy 3 3%

Removal of ineligible site 1 1%
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Recommendations
The audit process can be arduous, but the 
following steps will help you prepare for the 
audit and help the process run smoothly.

Who should attend
Identify your audit team and an audit lead 
before you receive the letter of engagement. 
At a minimum, the director of pharmacy or 
340B program should attend, along with a 
staff member who is well versed at navigat-
ing medical records. Consider whether you 
want to include legal counsel, compliance 
personnel, or others. The audit lead should 
stay with the auditor 
throughout their visit 
and be the main point 
of contact for ques-
tions. Make a list of 
individuals who have 
responsibility for par-
ticular areas and have 
their contact informa-
tion available — your 
cost report expert, 
warehouse person-
nel who can speak to 
deliveries, and IT support if you run into an 
electronic medical record issue. The CEO 
should plan to attend the introduction, but 
it is not necessary for the CEO to attend the 
entire audit.

Answer the auditor’s questions
Listen carefully to the auditor’s questions 
and only answer what is asked. If you do 
not know the answer to the question, say 
so and offer to contact the individual in the 
organization who can answer the question.

Provide the requested documentation
Provide only the documents requested, and 
do not share old policies or data that is out-
side the requested timeframe.

Review the selected sample
Review the sample selected by the auditor 
with your audit team. This will mean a long 
first day, because the sample won’t be pro-
vided until the auditor arrives, but it is vitally 
important that you know what potential 
weaknesses exist in your ability to demon-
strate an eligible patient, eligible provider, and 
eligible prescription when you begin going 
through the sample with the auditor.

Let the data tell the story
Craft the story to go along with each prescrip-
tion reviewed. Why was the patient at your 

facility? Who wrote the 
prescription? If it wasn’t 
the attending physician, 
show the connection 
to the practitioner. For 
example, “The patient 
received furosemide 
to treat fluid retention 
that was caused by 
congestive heart fail-
ure. The furosemide 
was prescribed by the 
attending physician and 

the patient was sent to follow up with a car-
diologist. The cardiologist is under contract 
with our facility. The patient followed up with 
the cardiologist and the cardiologist wrote the 
prescription as continued care for the under-
lying medical condition (congestive heart 
failure) diagnosed in our facility. The cardi-
ologist documented the prescription in the 
record so that the responsibility for the care 
remained with our facility.” Let the patient’s 
story make each of these points. This is par-
ticularly important for prescriptions filled at 
a contract pharmacy.

Take notes
Oftentimes, you can see where the auditor is 
going from the questions asked. This can help 

Provide only the  
documents requested,  
and do not share old  

policies or data that is  
outside the requested 

timeframe.
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you prepare for subsequent audit days and 
also for your letter of disagreement, if there 
are any findings. If the auditor continually 
asks about whether the provider is employed 
by your facility, you can start telling the story 
to include a statement that the provider, while 
not employed, is on the medical staff and has 
a contract to provide coverage and follow-up 
care to patients seen in the Emergency Room.

Respond to the finding
There are no requirements for your letter of 
disagreement and CAP. Read the findings 
closely and be sure you respond to the find-
ing. Provide all pertinent evidence in the letter 
of disagreement that bolsters your contention 

that the prescription qualifies, and be sure that 
the CAP addresses the specific finding and 
includes timelines for remedial actions.

Conclusion
No one looks forward to a 340B audit, but 
knowing what to expect and being prepared 
will make the process less stressful. 
 
 
 
 
1.  Veterans Health Care Act of 1990, Public Law 102-585 § 602, 

106 Stat. 4943, 4967-71. Available at http://1.usa.gov/1Qynya7 ; 
codified at 42 U.S.C. § 256b

2.  42 U.S.C. § 256b. Available at http://1.usa.gov/1GZ9Hrr
3.  42 U.S.C. §023b(a)(5(B)
4.  Id. § 256b(a)(5)(A)
5.  Id. § 256b(a)(4)(L)(iii)
6.  Letter from Mary K. Wakefield, Ph.D., R.N. Administrator, Health 

Resources and Services Administration to The Honorable Charles E. 
Grassley, October 21, 2011. Available at http://bit.ly/1ks9LWv

7.  HRSA Program Integrity, 340B Drug Pricing Program. Available at 
www.hrsa.gov/opa/programintegrity

HCCA’s Compliance 101 has what you 
need to begin building and maintaining 
an effective health care compliance 
program. This third edition incorporates 
the changes to HIPAA brought about by 
the passage of the Health Information 
Technology for Economic and Clinical 
Health (HITECH) Act, as well as changes 
in the Federal Sentencing Guidelines’ 
Sentencing of Organizations. This book is 
ideal for compliance professionals new to 
the field, compliance committee members, 
compliance liaisons, and board members.

Compliance 101 includes:

 • The Seven Essential Elements

 • Organizational Steps 
for an Effective Program

 • Tailoring Your Compliance Program

 • HIPAA and HITECH 
Privacy and Security Regulations

 • Sample Compliance Materials

 • Glossary of Compliance Terms

softcover available from HCCA: www.hcca-info.org/compliance101
eBook available from Amazon: bit.ly/Comp101Kindle & Kobo: bit.ly/Comp101ePub

Just getting started?

Compliance 101, Third Edition
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A ll indications are that the Office for 
Civil Rights’ (OCR’s) formal audit 
program, as required by HITECH, 

will begin soon. Mention of the upcoming audit 
program sends ripples throughout our industry 
as privacy officers scurry to prepare and begin 

to worry and stress, lest they be chosen 
for an audit. I would like to suggest 
that we all keep in mind the following.

What a great excuse to get  
support for improving your program!
Believe me, OCR is counting on this. 
Even the mere mention of audit 
proto cols gets privacy officers scram-

bling to draft policies and procedures, update 
those that are out of date, ensure training 
statistics are at the level they should be, double-
check that risk assessments are current, etc. 
Use this to your advantage. Ask leadership to 
give, or even loan, you help and resources to 
ensure your compliance program is in tip-top 
shape, lest the government comes a-knocking.

Fear of enforcement is often unfounded
Although OCR is the enforcer of the HIPAA 
regulations, numbers do not lie. Of the 1,224 
compliance reviews the agency has initiated 
(from a total of 118,939 HIPAA complaints 
they have received since April 2003), only 
26 enforcement actions have resulted. The 
data would indicate that they would much 
rather give out “A” grades to a covered entity’s 

response to a breach or complaint investigation 
than to negotiate a settlement agreement based 
on deficiencies found during that investigation.

Let’s face it — isn’t this really   
why you took a role in Compliance?
There is no denying the adrenaline rush  
that comes when receiving a letter in the mail 
from the Department of Health and Human 
Services. Once the initial fear subsides, com-
pliance officers need to remember that many 
of us went into this profession for just this 
moment. This is our opportunity to prove that 
the programs we put in place can survive the 
ultimate test —  an audit or investigation by 
the regulators themselves!

There is no better opportunity  
to improve your HIPAA compliance  
program than to be selected for an audit
Like it or not, there truly is no better learning 
experience than to be assessed by an outside 
entity that is tasked with ensuring you’re doing 
what you should do under the law. So, while 
perhaps it’s not the most “fun” work you’ll 
ever do, look forward to having a much stron-
ger compliance program when the audit is 
over. In addition, you’ll be a seasoned privacy 
professional with lessons and stories to share 
with your peers! 

A privacy officer’s  
golden opportunity

by Erika M. Bol, CHC, CHPC, CIPP/US, CISM

Bol

Erika M. Bol (erika.bol@anthem.com) is Director, Corporate Privacy – 

Incident Program for Anthem, Inc. in Denver.

PRIVACY PONDERINGS

There is no denying the 
adrenaline rush that comes when 

receiving a letter [from HHS].
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On June 9, 2015, the Centers for 
Medicare & Medicaid Services 
(CMS) released the Medicare 

Shared Savings Program: Accountable Care 
Organizations (ACO) Final Rule, the provi-
sions of which have a focus on enabling health 

information technologies. The Final 
Rule raises many compliance impli-
cations. A key provision of the Rule 
is 42 CFR section 425.112: Required 
processes and patient-centeredness 
criteria. In subsection (C), that new 
Rule provides that in an ACO’s appli-
cation to participate in the Shared 
Savings Program, it must:

Describe how the ACO will encourage 
and promote use of enabling technolo-
gies for improving care coordination 

for beneficiaries. Enabling technologies 
may include one or more of the following:

 · Electronic health records and other 
health IT tools.

 · Telehealth services, including remote 
patient monitoring.

 · Electronic exchange of health 
information.

 · Other electronic tools to engage 
beneficiaries in their care.1

Process and plan to coordinate care
CMS wants ACOs to coordinate care among 
all types of providers and suppliers across all 
services, and ensure there is secure, electronic 
exchange of health information in a way that 
will support effective care coordination. An 
ACO should have “a process and plan in place 
to coordinate a beneficiary’s care by electroni-
cally sharing health information”2 across all 
providers in a community. If the ACO has 
employed such a process and plan, how can 

by Paul R. DeMuro, CPA, MBA, MBI, JD, PhD, CHC, FHFMA, FACMPE

Final rule for  
Accountable Care Organizations:  
Enabling technologies, Part 2

 » CMS encourages providers to monitor the degree of interoperability and data exchange across providers in their ACO,  
and compliance professionals need to understand what these concepts mean.

 » CMS wants ACOs to have processes in place to independently identify and produce the data they believe are necessary to  
best serve the health needs of their patient population. 

 » CMS notes that under the data sharing provisions of the Shared Savings Program, data received from CMS can only be used  
for certain purposes. 

 » Limited telemedicine waivers do not apply across the board, and thus compliance professionals will want to know what their  
ACOs can legally do in the telemedicine space.

 » ACOs operate in a fee-for-service world, so compliance professionals must still successfully navigate the minefield created  
by many of the misaligned incentives.

Paul R. DeMuro (pdemuro@broadandcassel.com) is Of Counsel with the  

Broad and Cassel office in Fort Lauderdale, FL.    bit.ly/in-PaulDeMuro 

DeMuro
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a compliance professional ensure that the 
process and plan are being adhered to, that 
it meets the requirements of the regulations, 
and that it does not result in unanticipated 
consequences that raise other compliance 
considerations? The compliance professional 
will need to understand both the process and 
the plan, and the enabling technology that 
supports it.

CMS encourages providers to moni-
tor the degree of interoperability and data 
exchange across providers in their ACO, 
which can include evaluating performance on 
the transition of care. Who in the ACO will 
be responsible for this monitoring function? 
This responsibility might fall to the compli-
ance professionals, or if not the ultimate 
responsibility, some responsibility. If so, the 
compliance professionals will need to under-
stand the concepts of interoperability and data 
exchange, and what they might mean in vari-
ous contexts.

CMS wants ACOs to have or be “working 
towards having, processes in place to inde-
pendently identify and produce the data they 
believe are neces-
sary to best evaluate 
the health needs of 
their patient popula-
tion, improve health 
outcomes, monitor 
provider/supplier 
quality of care, and 
produce efficiencies 
in utilization of ser-
vices.”3 Compliance 
professionals might to need to know whether 
the data produced is necessary to best evaluate 
the health needs of the ACO’s patient popu-
lation and improve health outcomes. They 
also might need to monitor provider/supplier 
quality of care. What about whether the ACO 
is producing efficiencies in utilization of ser-
vices? If these duties and/or responsibilities 

are not the primary responsibility of the com-
pliance professionals, what happens when 
someone walks into the Compliance Office 
and reports a problem in these areas?

With respect to prescription drug informa-
tion, CMS notes that beneficiary-identifiable 
Medicare prescription drug information might 
be used by ACOs to improve the care coordi-
nation of their patient populations. Does the 
ACO have access to all the necessary informa-
tion, and is it reporting the correct information 
in this regard?

Receiving data and data sharing
Has an ACO met the basic requirement to 
receive data? “As a basic requirement, in order 
to receive such data, an ACO that chooses to 
access beneficiary identifiable data is required 
under 42 CFR 425.704 to request the minimum 
data necessary for the ACO to conduct health 
care operations work, either as a HIPAA-
covered entity or as a business associate.”4 
Has the ACO requested only the minimum 
necessary data? If not, and the compliance 
professional is aware of that, what is his/her 

responsibility in this 
regard? Will the min-
imum data necessary 
depend on the health 
information technol-
ogy tools that the 
ACO is employing?

An interesting 
statement made by 
CMS in the new Rule 
is: “We believe that 

with a robust health information exchange 
infrastructure and improved communica-
tion among ACO participants and the ACO’s 
neighboring health care providers, ACOs will 
be better equipped to access data in a time 
frame that is closer to ‘real time.’”5 Thus, CMS 
appears to recognize the value of accessing 
data in real time for the care delivery process.

…compliance professionals 
will need to understand the 
concepts of interoperability 

and data exchange, and  
what they might mean  

in various contexts.
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However, there is a lag between when a ser-
vice is performed and when it is submitted for 
payment to Medicare under the fee-for-service 
(FFS) system. This problem is exacerbated by 
the fact that the data which CMS is providing is 
claims data (data to pay claims in a FFS world), 
not data on the quality of care or data that an 
ACO might really need to manage the quality 
of a beneficiary’s care. How will compliance 
professionals get involved? Perhaps, a clinician 
will come into the Compliance Office and com-
plain that the data he/she has available for 
a Medicare beneficiary is insufficient to pro-
vide quality care in a cost-effective manner, 
noting that it is neither in real time, nor complete 
because it is only claims data. The clinician may 
believe it is necessary to obtain more appropriate 
data. Does this put the compliance professional 
in a conundrum?

This potential lack of adequate and appro-
priate data, coupled with certain limitations 
in how health information technologies might 
be employed, because of the FFS nature of 
Medicare ACOs, could severely limit the 
effectiveness of an ACO in managing care 
of it beneficiaries. As a result, ACOs may 
desire to obtain as much additional data 
about their beneficiaries as possible to better 
manage their care. Will compliance profes-
sionals be expected to monitor the source of 
this additional data the ACO seeks to access 
and obtain? Information about Part D phar-
macy claims might be useful information in 
a patient’s care. Numerous commenters to the 
Rule noted the importance of receiving cer-
tain other types of data, including this type 
of data, but CMS does not specifically say if 
and how it will be made available, although 
it noted that there are regulations governing 
the release of Part D data. An ACO’s ability to 
manage care will depend, in large part, on the 
data it has on its beneficiaries. If it has insuf-
ficient data, it will not be able to manage care 
as well.

ACOs will want the health information 
technologies they use to be able to facilitate 
access not only to this data in some form, but 
also to data on the care that their beneficiaries 
receive from providers and suppliers that are 
not affiliated with the ACO. Given the nature 
of the Medicare FFS system, beneficiaries 
have the freedom to choose their healthcare 
providers and suppliers, and are not required 
to receive services from providers and sup-
pliers that are participating in the ACO. How 
an ACO seeks to access this information cer-
tainly could affect the care and management 
of care provided to an ACO beneficiary. Once 
again, will ACOs seek to obtain this informa-
tion through some form of health information 
exchange? What privacy, security, and patient 
confidentiality issues apply?

CMS notes that under the data sharing 
provisions of the Shared Savings Program, 
data received from CMS may only be used 
for the purposes of clinical treatment, care 
management and coordination, quality 
improvement activities, and provider incentive 
design and implementation. Each of these four 
areas creates a treasure trove of compliance 
considerations. Is the data being used only for 
these purposes? How is it being used for these 
purposes? Certain data may be needed to set 
the baseline or benchmarks for provider incen-
tive design and implementation. The ACO 
might want access to as much data as possible, 
but then may only use part of it in the design 
and implementation. This could create an 
issue for compliance professionals, because it 
might not be “the minimum necessary.”

Beneficiaries can express their prefer-
ences with respect to sharing of their data. 
What if their preferences are to not share their 
data? Could this affect the care that might 
be provided to them, or the baseline and 
benchmarks that might be developed and 
implemented by the ACOs? Without such data, 
the best health information technology tools 
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may have difficulty assisting in improving 
care coordination for beneficiaries.

Beneficiary-identifiable information “will 
exclude any information related to the diag-
nosis and treatment of alcohol or substance 
abuse.”6 This information could be useful in 
treating a beneficiary. CMS notes that it expects 
“ACOs will have, or will be working towards 
having, processes in place to independently 
identify and produce the data they believe are 
necessary to best evaluate the health needs of 
their patient population.”7 Undoubtedly, ACOs 
will seek to use their health information tech-
nologies to identify and produce this data. Will 
they do it in a way that comports with appli-
cable laws and regulations? Such activities may 
well come under the purview of the compliance 
professional from time to time.

The Next Generation ACO and the Tracks
An area that can raise many compliance issues 
is in the context of the Next Generation ACO 
Model. CMS notes in the discussion of the 
Rule: “Central to the Next Generation ACO 
Model are several ‘benefit enhancements’ tools 
to help ACOs improve engagement with ben-
eficiaries, including:

 · Greater access to home visits, telehealth ser-
vices, and skilled nursing facility services;

 · Opportunities to receive a reward payment 
for receiving care from the ACO and certain 
affiliated providers;

 · A process that allows beneficiaries to 
confirm their care relationship with ACO 
providers; and

 · Greater collaboration between CMS and 
ACOs to improve communication with 
beneficiaries about the characteristics and 
potential benefits of ACOs in relation to 
their care.”8

How will this greater access be made 
available? What might be the nature and 
extent of the reward payment?

All of the above can be facilitated with 
health information technologies, but raise 
compliance considerations that may not have 
been thought of in the past. These technologies 
can assist ACOs participating in the Track 1, 
one-sided model (“only upside” risk model) in 
transitioning to Track 2, the two-sided model 
(both upside and downside risk). The Rule 
provides that an ACO in Track 2 has the abil-
ity to choose from a menu of options in setting 
its proposed risk and reward. In addition, the 
new Track 3 provides for prospective assign-
ment of beneficiaries, with a Shared Savings 
rate of up to 75% in conjunction with accepting 
risk for up to 75% of all losses.

In the new Rule, CMS declares:

Under the current Medicare FFS system, 
providers have a financial incentive to 
increase their volume of services. As a 
result, many current Medicare regulations 
are designed to prevent overuse of services 
and the resulting increase in Medicare 
spending in this context…. However, [it is 
believed] that moving ACOs to two-sided 
performance-based risk under the Shared 
Savings Program would provide strong 
incentives for organizations to control 
costs, which should, in turn, open up the 
opportunity for regulatory relief across a 
broad range of issues. Removing certain 
regulatory requirements may provide 
ACOs with additional flexibility to inno-
vate further, which could in turn lead to 
even greater cost savings.9

Thus, CMS believes that certain waivers 
may be necessary to carry out the provisions 
of the Shared Savings Program and to permit 
effective implementation of the two-sided 
performance-based risk tracks. CMS was 
encouraged to consider a number of poten-
tial waivers, including of the skilled nursing 
facility (SNF) 3-day rule, telehealth waivers, 
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homebound requirement waiver, and a post-
acute referral waiver. However, CMS seemed 
to believe it should waive only a limited 
number of requirements in limited settings. 
It waived the SNF 3-day rule for certain SNF 
services furnished to eligible beneficiaries 
who are prospectively assigned to ACOs that 
participate in Track 3. Thus, compliance pro-
fessionals will need to ensure that there is a 
tracking mechanism to determine which bene-
ficiaries are and are not eligible for this waiver 
of the SNF 3-day rule, whether any other 
waivers might apply to these ACO’s activities, 
and in what manner.

Perhaps one of the most disconcerting 
decisions was CMS’s failure to broadly waive 
its quite limited telemedicine provisions. 
CMS declared:

At this time, we anticipate that we would 
initially limit any waiver to ACOs in 
Track 3 because under the prospective 
assignment methodology used in Track 3, 
beneficiaries will be assigned to the ACO 
for the entire performance year, and it will 
be clearer to the ACO as to which benefi-
ciaries the waiver applies than it would be 
to an ACO in Track 1 or 2 where benefi-
ciaries are assigned using a preliminary 
prospective assignment methodology.10

Although being clearer to the ACO as to 
which beneficiaries the waiver applies may 
be laudable, the failure of the waiver to apply 
across the board severely limits the ability of 
an ACO to meet the requirements of 42 CFR 
section 425.112, as noted above. That is, an 
ACO is supposed to discuss in its applica-
tion how it will encourage and promote the 
use of enabling technologies for improving 
care coordination for beneficiaries, includ-
ing in the area of telehealth services with 
remote patient monitoring. However, many 
of the benefits of telehealth may not be able 

to be realized by beneficiaries who are not in 
Track 3. Compliance professionals will want 
to know what their ACOs can do in the tele-
health space, consistent with applicable laws 
and regulations, to ensure that their ACO is 
meeting the narrow requirements.

ACOs are required to report all quality mea-
sure data on their public websites. Of course, it 
is incumbent on ACOs to report this informa-
tion accurately and not in a misleading manner. 
Compliance professionals should be vigilant 
about what is being reported and its accuracy.

Conclusion
Health information technology tools, such as 
EHRs, Clinical Decisions Support Systems, 
Computerized Physician Order Entry, 
e-prescribing, telehealth services (including 
remote patient monitoring), health informa-
tion exchanges and other electronic tools that 
engage beneficiaries in their care (e.g., as smart-
phones coupled with mHealth applications and 
social media) have much promise to assist in 
the provision of quality care in a cost-effective 
manner. CMS’s recognition of the importance 
of these tools in the management of patient 
care goes only so far. It reminds us that ACOs 
operate in a fee-for service area, not a capitated 
world. As such, there are a plethora of legal 
impediments to the effective implementation 
and use of such health information technolo-
gies. Compliance professionals will have to 
successfully navigate the minefield created by 
many of these misaligned incentives. Their 
failure to understand the applicable health 
information technologies and data sharing 
considerations can result in draconian conse-
quences to their ACOs down the line. 
 
 
1.  42 CFR section 425.112(b)(4)(ii)(C). Available at http://1.usa.gov/1fcdjZn
2.  Id. at 32,724
3.  Id. at 32,732
4.  Id. at 32,733
5.  Id. at 32,734
6.  Id. at 32,742
7.  Id.
8.  Id. at 32,758
9.  Id. at 32,799
10.  Id. at 32,807
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I believe no series on helping someone 
become more comfortable and efficient 
in using a computer is complete without 

touching on what is arguably one of the most 
frustrating (and thankfully, avoidable) situations 
that one may encounter when using a computer.

Sound familiar?
You are just about finished creating 
one of the best charts or graphs you’ve 
ever designed, or are on the last para-
graph of a long document that has all 
the earmarks of being a masterpiece, 
when suddenly you notice your com-
puter monitor suddenly goes blank. 

You immediately realize that when your com-
puter lost power, you also lost your document. 
Despite attempts to see if the computer saved 
a copy, you find such is not the case, and what-
ever you were working on is lost forever.

Rule of thumb
When or how often should you save your work? 
The answer is going to be based on your per-
sonal preference. The thought I want to share 
with you in answering this question is, if you 
are working on a document that you don’t 
want to risk losing for whatever reason, then 
save it periodically.

Take control — literally
All right, so you decided that you want to 
start taking steps to regularly save your 
work. You will be glad to know that to save 

your work is a very quick and easy process. 
It also happens so quickly that your work-
flow is minimally impacted.

Simply use the Control + S  key sequence 
to save your document. The first time you 
use this key sequence, you are prompted 
to name the file and identify the location 
where it is going to be stored. Subsequent 
uses of the key sequence save the document 
immediately and don’t require any prompts. 
It happens very quickly. People who start 
using this tip for the first time often wonder 
if their document actually got saved. If you 

look closely, you will see your cursor change 
briefly into an hourglass. This is how you 
know your document was saved. It is 
common for people who want to trust and 
verify the process to use the Control + S  key 
sequence and then purposely close their 
document and reopen it just to make sure 
it was saved.

Personally, I use this tip whenever I am 
reading a document and thinking about 
what I am going to do next. I can confi-
dently say that over the years, this tip, 
which literally takes a second or two, has 
saved many people significant time and 
frustration. 

Save time by saving your work

COMPUTER TIPS

by Frank Ruelas

Ruelas

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

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

…if you are working on a 
document that you don’t want to 
risk losing for whatever reason, 

then save it periodically.

http://bit.ly/in-FrankRuelas
http://twitter.com/Frank__Ruelas
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Hirsch

Self-denial of inpatient admissions with 
Part B rebilling has recently become a 
common occurrence and the timeline 

that took us here is worth reviewing:
1. The Medicare regulations have always 

allowed self-denial and rebilling, but the 
list of services eligible for rebilling was 

 limited, so the option was 
rarely used.

2.  The Conditions of Participation 
require hospitals to review 
admissions for medical necessity; 
hospitals commonly use 
commercial screening criteria to 
perform that function.

3.  Screening criteria were combined 
with physician judgment of risk to

 improve the accuracy of inpatient 
admissions with an increased number of 
short inpatient stays.

4. Condition Code 44 was established in 
2004, allowing hospitals to “roll back” 
a medically unnecessary inpatient 
admission to outpatient, if the four 
conditions for its use were met.

5. The Recovery Audit Contractor (RAC) 
program began as a demonstration project in 

2005 and recouped $992 million in two years. 
The nationwide RAC rolled out in 2010.

6. Fearing denials, some hospitals reacted 
by leaving patients in “observation status” 
for days on end.

7. Seven Medicare beneficiaries filed suit 
(Bagnall v. Sebelius1), claiming that allowing 
hospitalized Medicare beneficiaries to be 
placed in “observation status,” rather than 
formally admitting them, deprives them 
of their Part A coverage in violation of 
the Medicare statute, the Administrative 
Procedure Act, the Freedom of Information 
Act, and the Due Process Clause.

8. The RACs continue to deny admissions 
and hospitals appeal, overwhelming the 
appeal process.

9. Several administrative law judges (ALJs) 
began “awarding” Part B payment to 
denied Part A claims, allowing hospitals 
to receive a “consolation prize” rather than 
their full Part A payment.

10. The 2013 Office of Inspector General (OIG) 
report on Hospitals’ Use of Observation 
Stays2 reported that in 2012 there were 
more than 600,000 observation stays that 
lasted three nights or more.

11. On March 13, 2013, the Centers for 
Medicare and Medicaid Services (CMS) 
issued CMS-1455-R3 which allows hospitals 

by Ronald L. Hirsch, MD, FACP, CHCQM

Observation stays, inpatient stays, 
self-denial, and rebilling

 » Self-denial of claims was rarely used until recently.

 » Condition Code 44 allows a change from inpatient to outpatient status prior to discharge.

 » Hospitals may now self-deny medically unnecessary admissions and rebill them.

 » Lack of medical necessity is not lack of documentation of medical necessity.

 » Lack of documentation limits rebilling options significantly.

Ronald L. Hirsch (rhirsch@accretivehealth.com) is Vice President, Regulations 

and Education at Accretive Health in Chicago.    @signaturedoc 
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to rebill Part A claims that were denied 
for lack of medical necessity and get full 
Part B payment “as if the patient was 
treated as an outpatient.”

12. The Two-Midnight Rule4 was adopted on 
October 1, 2013, stating that “the decision 
to admit becomes easier as the time 
approaches the second midnight, and 
beneficiaries in necessary hospitalizations 
should not pass a second midnight prior to 
the admission order being written.”

13. The Two-Midnight Rule also allows 
hospitals to self-deny inpatient admissions 
that are determined to be not medically 
necessary after review per 42 CFR 482.30.5

Hospital rights vs. beneficiary rights
Throughout this process, CMS has been forced 
to balance the rights of the hospitals to get 
paid for care they provided with the solvency 
of the Medicare Trust Fund, and the rights 
of the beneficiary. CMS has always stressed 
beneficiary rights in their rule-making. The 
use of advance beneficiary notices (ABNs), 
the Important Message from Medicare 
(CMS-R-193), and hospital-issued notices of 
non-coverage are all governed by exacting 
policies, so if there is beneficiary liability, 
they are aware of it. In the notice establishing 
Condition Code 44, MLN Matters SE0622,6 
CMS explained their rationale, saying:

Medicare beneficiaries have the right to par-
ticipate in treatment decisions and to know 
their treatment choices. Beneficiaries are 
also entitled to receive information about 
co-insurance and deductibles. CMS has a 
duty to protect these rights. Requiring that 
the decision resulting in a change in patient 
status be made before the beneficiary is 
discharged is intended to ensure that the 
patient is fully informed about the change 
in status and its impact on the co-insurance 
and deductible for which the beneficiary 

would be responsible. For example, if a 
patient has already met her Part A deduct-
ible, informing the beneficiary a month 
after discharge that that she will now be 
responsible for additional coinsurance as 
an outpatient could impose a financial 
hardship.

With the perspective that CMS wants 
patients to be informed of their financial 
liability at the time it is incurred, it is clear that 
CMS must have been under great pressure to 
allow hospitals to rebill Part B after discharge, 
because that rebilling can take place months 
or even years later. If a patient was admitted 
as inpatient in 2011 and the admission was 
denied by the RAC, with a subsequent appeal 
by the hospital that is now sitting in the 
ALJ backlog, and the appeal eventually gets 
denied, it may not be until 2016 or beyond that 
the patient receives a bill for their Part B costs 
and their self-administered medications. And, 
unfortunately, hospitals are not allowed to 
write off the patient’s portion; CMS stated that 
such a decision can only be made by the OIG.

Self-denial and rebilling
Unlike the rebilling of denied claims that 
takes place only after the claim has been 
submitted and processed, many hospitals 
have now established internal programs or 
contracted with vendors to audit their short 
stays and perform self-denial relatively soon 
after discharge, but before claim submission, 
to quickly catch susceptible claims, self-deny, 
and then rebill to avoid lengthy cash-flow 
delays. But even a week after discharge still 
goes against CMS’s stated goal of ensuring the 
patient is “fully informed.” Because of this, 
the use of the self-denial process should be 
one that is carried out thoughtfully and delib-
erately. And with that, we must look to the 
regulations to determine when self-denial is 
appropriate and how rebilling should be done.
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The Two-Midnight Rule section on 
rebilling states:

that payment of Part B inpatient services 
may be made if a hospital determines under 
§482.30(d) or §485.641 after a beneficiary is 
discharged that the beneficiary’s inpatient 
admission was not reasonable and neces-
sary, and the beneficiary should have been 
treated as a hospital outpatient rather than 
admitted as an inpatient, provided the bene-
ficiary is enrolled in Medicare Part B and 
that the hospital submits the Part B inpatient 
claim by the deadline for timely filing.

The criterion for determining if self-denial 
is appropriate is therefore the medical necessity 
of inpatient admission. But in reality, most hos-
pitals use the self-denial process not because 
of the lack of medical necessity of inpatient 
admission (meeting the two midnight expec-
tation), but because of the lack of adequate 
documentation of medical necessity of inpa-
tient admission (i.e., 
the documentation 
does not adequately 
describe the patient’s 
illness and plans for 
care). In other words, 
the hospital staff 
feels that the patient 
required hospital 
care that met the two 
midnight expectation, 
but the doctor did not document it well enough 
to survive an audit, so they are choosing to 
self-deny and rebill rather than submit a Part A 
inpatient claim and risk an auditor denial.

CMS does feel that “the physician is in a 
unique position to incorporate complete medi-
cal evidence in a beneficiary’s medical records, 
and has ample opportunity to explain in detail 
why the expectation of the need for care span-
ning at least two midnights was appropriate 

in the context of that beneficiary’s acute condi-
tion.” Clearly that is the expectation, but when 
the physician falls short of achieving that level 
of detail, should the patient be penalized? In 
other words, when determining if self-denial 
is appropriate, is lack of documentation of 
medical necessity for two midnights the same 
as lack of medical necessity itself? Clearly, the 
answer is no.

Example cases
Imagine a patient who is admitted as an 
inpatient, based on an expectation of a two-
midnight stay, but unexpectedly improves 
dramatically, and is able to be discharged 
after one midnight. The regulations allow that 
admission to be billed as a Part A inpatient 
admission. But if the physician does not docu-
ment that the patient made an unexpected 
recovery, the hospital may fear a denial and, 
therefore, choose to self-deny and rebill. But it 
is not only these unexpected recoveries that 
are at risk for poor documentation.

Take for 
example an 
elderly patient 
who presents to 
the Emergency 
Department with 
an acute exacerba-
tion of systolic heart 
failure. The patient 
has no tachycardia 
or hypoxemia and 

receives treatment, but is felt to require further 
care in the hospital. At that point, the patient 
is placed as “outpatient with observation ser-
vices” and further treatment is provided. The 
next day, the patient has not improved enough 
to be discharged, with an increased heart rate, 
significantly low potassium, and very little 
relief of symptoms. The physician documents 
“feeling a little better, see orders” and orders 
inpatient admission, realizing that the patient 

…if the physician does not 
document that the patient 

made an unexpected recovery, 
the hospital may fear a denial 

and, therefore, choose to  
self-deny and rebill.
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has medical necessity for additional hospi-
tal care that will pass the second midnight. 
The patient is then formally admitted as an 
inpatient and given a copy of the Important 
Message from Medicare that informs him 
that he is an inpatient and outlines his appeal 
rights. The next day, the patient is improved, 
back to his baseline status, and is discharged 
home with equally scant documentation in 
the discharge sum-
mary. Because this 
was a two-midnight 
stay with only one 
inpatient midnight, 
the case is reviewed 
by the Utilization 
Review (UR) staff. 
The documentation 
does not support the 
medical necessity for the inpatient admission, 
even though the patient did indeed have medi-
cal necessity for inpatient admission, and the 
decision is made to consider rebilling.

If this case were to be submitted as 
ordered, a Part A inpatient admission, the 
patient will be responsible for a $1,260 deduct-
ible (unless they had an admission within 
the previous 60 days), whereas if the hospital 
self-denies and rebills, the patient will be 
responsible for the part B deductible of $147 
plus 20% of approved charges and the charges 
for any self-administered medications over the 
course of the two-midnight stay. And although 
the Part B costs incurred on a one midnight, 
Part B outpatient visit are likely to be less than 
the inpatient deductible, the longer the Part B 
stay, the higher the patient liability, which is 
exactly what CMS and the OIG wants to avoid.

The Two-Midnight Rule outlined above 
addresses the rebilling of medically unneces-
sary inpatient admissions, but one has to turn 
to the Medicare Benefit Policy Manual7 to see 
how rebilling of medically necessary inpatient 
admissions that are self-denied is handled. 

The Manual, Chapter 6, section 10.2, states 
that if an inpatient admission is not payable 
for circumstances other than medical necessity, 
only a certain subset of services may be billed 
and paid under Part B. In other words, if the 
self-denial is for lack of medical necessity of 
inpatient admission (e.g., admitting as inpa-
tient a patient who has chest pain with plans 
to check some blood tests and then perform 

a stress test the next 
day), the hospital may 
rebill for all ordered 
services. But, if the 
self-denial is for lack 
of documentation to 
support an audit of 
appropriately admit-
ted inpatients, then 
the hospital can self-

deny but can bill the patient only for a limited 
number of services specified in section 10.2.

The same circumstance would apply to 
a patient who is properly admitted as an 
inpatient based on an expectation of two 
midnights, but is discharged prior to authenti-
cation of the inpatient admission order. In this 
case, inpatient admission was correct, but the 
Medicare Conditions of Payment were not met 
without a signed admission order prior to dis-
charge. (CMS has indicated that an unsigned 
admission order means “the admission never 
occurred” but the patient who received the 
Important Message from Medicare and who 
spent several days in the hospital would dis-
pute that, as do I.) With medical necessity for 
inpatient admission present, self-denial and 
full Part B rebilling would not be appropriate.

Utilization Review
The role of the UR committee in self-denial 
is also involved in this discussion and varies 
depending on the type of self-denial. If an 
admission is reviewed because it was felt that 
the inpatient admission was not medically 

…the longer the Part B stay,  
the higher the patient 

liability, which is exactly 
what CMS and the OIG 

wants to avoid.
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necessary, then 42 CFR 482.30 defines the 
process.7 The review must go through the UR 
committee, be discussed with the attending, 
and the patient must be notified within two 
days. But, if the admission is felt to be appro-
priate but the documentation would not pass 
auditor scrutiny, or the order is not authenti-
cated prior to discharge (as illustrated with the 
cases above), then UR committee review is not 
needed and any hospital staff member may 
determine that the claim should be submitted 
as a self-denied inpatient claim. The attend-
ing does not need to be notified, nor does the 
patient. But with this denial, only the limited 
number of services can be rebilled.

One tactic to avoid this self-denial dilemma 
(that anecdotally appears to be adopted all 
too often) is for hospitals to allow patients to 
remain in outpatient status with observation 
beyond the second midnight, unless it is likely 
that the patient will require several more 
days of care. In other words, they choose to 
disregard Medicare regulation, violate benefi-
ciary rights, and impose upon the beneficiary 
a higher financial obligation in addition to 
forfeiting the full Part A Medicare payment 
that comes with an inpatient admission.

The solution to these dilemmas is easy; 
ensure that every patient who warrants inpa-
tient admission is admitted as inpatient and 
the physician documentation clearly docu-
ments the patient’s condition and plans, so 
that need for inpatient admission is obvious 
to any reviewer. If an outpatient requires a 
second midnight, admit them as inpatient with 
documentation of why they need that second 
midnight; because the reviewers are instructed 
to consider the entirety of the medical record, 
this can easily be accomplished by having the 
physician or the nurse indicate the reason for 
inpatient admission in the admission order, 
such as “admit as inpatient due to dropping 
hemoglobin.” Do not ever leave patients who 
require hospital care as outpatient status with 

observation past the second midnight. If the 
patient is staying beyond the second midnight 
but it is not a medically necessary stay (e.g., 
lack of a ride home or awaiting placement), 
then inform the patient that they are staying 
as a convenience and that the care will not be 
paid for by Medicare. If you plan to charge 
them for the care, provide the patient an ABN 
informing them in writing that they will be 
responsible for costs.

If self-denial is contemplated, determine 
if it is being done because of the lack of medi-
cal necessity for admission, in which case the 
process in 42 CFR 482.30(d) must be followed, 
or if the admission was medically necessary 
but the denial is for poor documentation or lack 
of a signed admission order, in which case any 
hospital representative can make the decision 
to self-deny and rebill. But remember that self-
denial for other than medical necessity reasons 
means the hospital can only rebill for the lim-
ited list of services. If a surgical procedure was 
performed, that cannot be billed. The loss of 
revenue associated with even one major proce-
dure is often enough to cover the cost of staff to 
ensure that such errors do not take place.

Conclusion
The regulations are complex and there 
are always nuances that cannot be easily 
answered. Simple decisions such as whether to 
admit and whether to rebill are no exception. 
What you don’t want to do is knowingly break 
the rules or violate beneficiary rights. 
 
 
 
1.  Bagnall et al v. Sebelius, U.S. District Court of Connecticut, September 

2013. Available at http://bit.ly/1iXGT6W Appealed as Barrow v. 
Burwell, 13-4179, U.S. Court of Appeals, Second Circuit. January 2015. 
Available at http://1.usa.gov/1HE7SjD

2.  Office of Inspector General: Hospitals’ Use of Observation Stays 
and Short Inpatient Stays for Medicare Beneficiaries. Report 
OEI-02-12-00040. July 29, 2013. Available at http://1.usa.gov/1MZM8kJ

3.  CMS Rulings: CMS-1455-R: Medicare Hospital Insurance (Part A) 
 and Medicare Supplementary Medical Insurance (Part B) Clarification 
of Billing Under Medicare Parts A and B. March 13, 2013. Available at 
http://go.cms.gov/1MEk2sZ

4.  CMS: Inpatient Hospital Reviews, update August 2015. The Two-
Midnight Rule. Available at http://go.cms.gov/20PtmAF

5.  42 CFR 482.30: Condition of Participation; Utilization review. 
Available at http://1.usa.gov/1PEyXob

6.  CMS: MLN Matters SE0622. Available at http://go.cms.gov/1NNZG1z
7.  Ibid, Ref #5.
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Hospitals face significant compliance 
risk for the submission of claims 
to federal healthcare programs for 

services that turn out to be medically unnec-
essary. To identify patterns associated with 
fraud, the Centers for Medicare & Medicaid 
Services (CMS) applies predictive algorithms 
and other sophisticated analytics to identify 
billing patterns associated with Medicare 
fee-for-service claims that could expose 
high-volume producers of high-risk invasive 
procedures to government investigations.1

For example, in July 2015, CMS issued a 
report regarding its implementation of the 
Fraud Prevention System, which uses predic-
tive analy tics to manage government fraud and 
False Claims Act investigations. According to this 
report, CMS identified or prevented $820 million 
in inappropriate payments in the program’s 
first three years. Moreover, CMS identified or 
prevented $454 million in 2014. In the future, 
CMS plans to expand its algorithms to identify 

even lower thresholds of non-compli-
ance among healthcare providers.2

These compliance risks require 
that providers, especially high-volume 
producers, proactively identify and 
understand any outlier data. Because 
the findings of any internal review 
may be sought by the government or 
potential whistleblowers, it is critical 
that a provider take the necessary 
steps to ensure the confidentiality of 
its review. As more fully discussed 
below, neither the attorney-client privi-
lege nor state peer review protections 
are ideal for this type of surveillance 
review. This article identifies the 
advantages to health systems and 
medical groups using Patient Safety 
Organizations (PSOs) and the Patient Safety 
and Quality Improvement Act’s3 (Patient Safety 
Act’s) nationally uniform privilege in surveil-
lance review. Collectively, a PSO and the Patient 
Safety Act’s privilege can be used to create a 
confidential learning system that promotes 
information sharing, physician education, and 
cost-effective patient outcomes based on medi-
cally necessary procedures.

by Peggy Binzer, JD and Jonathan Rosen, JD

The future of  
medical necessity peer review:  
The Patient Safety Act

 » Use the National Health Care Privilege under the Patient Safety Act to improve patient safety by sharing “lessons learned.”

 » Build an effective medical necessity surveillance system using the privilege to improve care quality.

 » Create a learning system to prevent the same mistakes from being repeated by other health care professionals.

 » Build an effective communication bridge between the Patient Safety Evaluation System and the compliance/legal team.

 » Learn the role of the compliance group in ensuring that the Patient Safety Evaluation System is compliant.

Binzer

Rosen

Peggy Binzer (pbinzer@allianceforqualityimprovement.org) is Executive 

Director of the Alliance for Quality Improvement and Patient Safety in 

Washington DC. Jonathan Rosen (Jnrosen@polsinelli.com) is Co-chair  

of the False Claims Act Practice Team at Polsinelli in Washington DC. 
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Driving quality of patient care  
through the False Claims Act
Medicare requires healthcare providers to 
assure that health services ordered for gov-
ernment patients are “provided economically 
and only when, and to the extent, medically 
necessary.”4 Medically necessary care is 
patient care that is provided in accordance 
with generally accepted standards of medi-
cal practice or that is clinically appropriate. 
In 1998 the American Medical Association 
defined medical necessity as:

health care services or products that a pru-
dent physician would provide to a patient 
for the purpose of preventing, diagnosing 
or treating an illness, injury, disease or its 
symptoms in a manner that is: (a) in accor-
dance with generally accepted standards 
of medical practice; (b) clinically appro-
priate in terms of type, frequency, extent, 
site, and duration; and (c) not primarily…
for the convenience of the patient, treating 
physician, or other health care provider.5

In the event of a pattern of Medicare 
claims for unnecessary procedures, the gov-
ernment typically will investigate whether or 
not the hospital had an effective peer review 
program or otherwise audited the medical 
necessity of the procedures for which it billed. 
In the absence of an effective peer review pro-
gram, hospitals face potential liability under 
the False Claims Act, which could result in 
treble damages (i.e., three times the amount of 
reimbursement received for the procedures), 
additional per-claim monetary penalties, and 
administrative sanctions up to and including 
exclusion from federal healthcare programs.

Not only is there liability risk from the 
federal government, private payers can also 
demand reimbursement for claims paid, and 
medical malpractice claims and class action 
lawsuits may be filed to compensate patients 

for their injuries related to the unnecessary care 
provided. To ensure such penalties are avoided, 
it has now become a best practice for hospitals 
to implement systematic medical necessity 
reviews, particularly for high-risk invasive 
procedures, including but not limited to cardi-
ology, orthopedic, and obstetric procedures.

There are clear drawbacks to using the estab-
lished peer review process and attorney-client 
privilege to conduct medical necessity reviews. 
Preserving the state peer-review protection may 
limit the dissemination of root cause analyses 
and, thereby, frustrate the provider’s ability to 
leverage “lessons learned” from past instances 
of non-compliance. Failing to prevent future 
quality problems involving similar instances 
of past non-compliance is an invitation to a 
federal investigation, based on the theory that 
the provider exhibited “deliberate ignorance” 
to the risks of medically unnecessary proce-
dures. Equally important, medical necessity 
reviews, which are conducted at the direction 
of counsel, can be expensive, resource intensive, 
and, like state peer protections, fail to promote 
system-wide learning, which prevents the risk 
or recidivism for a health system consisting of 
different physicians and different hospitals. As 
a result, not every review of cases, even those 
performed by high-volume providers, ought to 
be conducted under attorney-client privilege. In 
cases where there are no allegations of wrong-
doing against the provider, or when a health 
system simply wants to ensure that the physi-
cians are providing high-quality care to patients, 
the surveillance review should be conducted 
under the Patient Safety Act’s learning system.

Improving medical procedure quality  
through the Patient Safety Act
The Patient Safety Act was enacted as the corner-
stone of the federal effort to reduce preventable 
injuries and deaths in the United States’ health-
care system. Congress designed the Patient 
Safety Act to foster a “learning environment” 
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that would allow all licensed healthcare provid-
ers to assess their quality of patient care without 
fear that their data and analyses will be subject 
to discovery in medical malpractice actions or 
cause harm to their professional reputations.6 
Such protections are critical to creating a learn-
ing environment that fosters continual quality 
improvement and the development of high 
reliability in the quality of patient care.

The Patient Safety Act provides three 
separate protections for “patient safety work 
product,” which means any data, reports, 
records, memoranda, analyses (such as 
root-cause analyses), deliberations, or writ-
ten or oral statements which could result in 
improved patient safety, healthcare quality, 
or healthcare outcomes.7

First, the information is protected by a 
privilege. The privilege runs with the quality 
information and cannot be intentionally or 
unintentionally waived by any provider. The 
Patient Safety Act privilege is national in scope 
and is stronger than any state peer privilege. 
The privilege protections in the patient safety 
work product include:

(a) …Notwithstanding any other provision 
of Federal, State, or local law, and subject to 
subsection (c), patient safety work product 
shall be privileged and shall not be-
(1) subject to a Federal, State, or local civil, 
criminal, or administrative subpoena or 
order, including in a Federal, State, or local 
civil or administrative disciplinary pro-
ceeding against a provider;
(2) subject to discovery in connection with 
a Federal, State, or local civil, criminal, or 
administrative proceeding, including in a 
Federal, State, or local civil or administrative 
disciplinary proceeding against a provider;
(3) subject to disclosure pursuant to section 
552 of Title 5, United States Code (commonly 
known as the Freedom of Information Act) or 
any other similar Federal, State, or local law;

(4) admitted as evidence in any Federal, 
State, or local governmental civil proceed-
ing, criminal proceeding, administrative 
rulemaking proceeding, or administrative 
adjudicatory proceeding, including any 
such proceeding against a provider; or
(5) admitted in a professional disciplinary 
proceeding of a professional disciplinary 
body established or specifically authorized 
under State law.8

The privilege can be used to share quality 
information among hospitals and medical 
groups across state lines. The privilege also 
protects providers, such as primary care pro-
viders, who may not have typically conducted 
a quality improvement peer review process, 
because their states do not provide a privilege 
to conduct such activities.

Second, the statutory confidentiality pro-
visions are similar to the Health Insurance 
Portability and Accountability Act (HIPAA) 
and provide privacy rights for providers and 
patients. According to the Patient Safety Act: 
“Notwithstanding any other provision of 
Federal, State, or local law, and subject to sub-
section (c), patient safety work product shall 
be confidential and shall not be disclosed.”9 
It is well recognized that if information could 
be used to harm the providers’ professional 
reputation, they would be less willing to par-
ticipate in the learning system.

Finally, Congress placed a limitation on 
actions against a PSO. A PSO cannot be com-
pelled to disclose information it collected or 
developed, whether or not such information is 
privileged patient safety work product, unless 
such information is identified, is not patient 
safety work product, and is not reasonably 
available from another source.10 This added 
protection prevents the mining of the rich 
database of confidential quality information 
that is collected and aggregated for the benefit 
of patients.
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The Patient Safety Act provides a system 
to collect, manage, and analyze informa-
tion for reporting to or by a PSO. The Patient 
Safety Evaluation System (PSES) provides a 
paradigm to evaluate complaints and incident 
reports that is removed from potential conflict 
of interest, bias, and institutional financial 
pressures. An internal PSO removes the need 
to employ external review agencies that are 
expensive and may vary in quality or lack 
standardization. 
Even if an external 
PSO is used for the 
review, the program 
can be designed 
by the provider to 
yield a standard-
ized quality review 
and to develop best 
practices to solve any 
quality or technical 
issue that may be identified during the review. 
The Patient Safety Act requires that the health 
system educate providers about best practices 
and implement processes that will foster the 
continual improvement of the standards of 
care that are applicable to their practice.

Using a Patient Safety Organization
As an alternative to having external agencies 
conduct surveillance peer reviews, numerous 
health systems and medical groups have been 
forming system-wide PSOs in order to take 
advantage of the federal protections provided 
by the Patient Safety Act. The advantages of a 
PSO include the ability to draw upon internal 
resources throughout the system to remove 
bias that can be caused by using medical staff 
of a hospital, and to share information enter-
prise-wide to promote system-wide learning 
and establishment of systemized reliable care.

Because of the compliance risks implicated 
by medically unnecessary procedures, and 
because the PSO focuses on quality concerns 

or outcomes and not compliance, it is criti-
cal that an effective bridge of communication 
exists between the hospital or medical group’s 
PSES and the Compliance department on one 
hand, and the medical staff on the other. In 
addition, it is critical that that the PSES process 
be audited periodically by the Compliance 
department to ensure that the process is 
not biased; the policies and procedures are 
followed; cases are randomly selected and 

blinded; reviewers are 
appropriately trained 
and, if appropriate, 
certified to conduct 
the review; and that 
quality issues identi-
fied that may signal 
potentially unneces-
sary care are referred 
to the medical staff 
and Compliance 

department, as appropriate, for separate, inde-
pendent follow up and investigation.

PSOs are not intended to hide poor per-
forming doctors through the veil of the Patient 
Safety Act privilege. The Patient Safety Act 
was drafted during the discovery of the New 
Jersey “Angel of Death.” A nurse who worked 
at ten different hospitals in New Jersey and 
Pennsylvania admitted to killing as many as 
45 patients between 1988 and 2003 with over-
doses of drugs.11 Congress designed PSOs to 
collect and aggregate data from many sources 
and believed that a PSO should be able to 
identify potential patient safety issues, such 
as overdoses connected to a single provider. 
The PSO would inform all of the hospitals or 
medical groups at which the provider was 
employed or maintained privileges, to inves-
tigate the quality of the patient care related 
to the quality-of-care issue that was uncov-
ered. Bear in mind that the PSO likely would 
not have enough information to substantiate 
that the provider is consistently providing 

…it is critical that  
the PSES process be 

audited periodically by the 
Compliance department to  

ensure that the process  
is not biased…
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substandard care, intentionally causing the 
injury to patients, or engaging in a pattern of 
unnecessary medical procedures. The PSO 
would simply see a relationship that needs to 
be investigated by the hospital.

The PSO’s primary mission is to provide 
best practices and education to resolve any 
quality-of-care issues that are uncovered 
during its analysis, while serving as the 
“canary in the coal mine” to share information 
that triggers a separate, independent investiga-
tion into the provider’s care. The privileged 
patient safety work product could not be dis-
closed to the Compliance department, unless 
there is a reasonable belief that a crime had 
been committed, such as in the New Jersey 
Angel of Death case. Nonetheless, the PSES 
can share feedback from the PSO indicating 
that the provider appears to need education 
on the medical necessity of a particular medi-
cal procedure. This signal should raise a duty 
on the part of the hospital to investigate the 
patient care provided by that physician. If 
appropriate, the PSO or PSES should develop 
education, clinical solutions, updated clini-
cal protocols, and lessons learned to prevent 
future occurrences of the quality issue uncov-
ered during the review. This training should 
be given to the errant physician, as well as 
other physicians within that specialty. At this 
juncture, a separate, independent audit for 
medical necessity should be conducted at the 
direction of counsel and with the assistance of 
the Compliance department.

Conclusion
Congress carefully constructed the Patient 
Safety Act to balance the need for providers to 
have confidentiality protections for self-critical 
analysis, and the need for accountability to fed-
eral programs. Importantly, the Patient Safety 
Act privilege and confidentiality protections 
are intended to provide a means for healthcare 
providers to candidly review and discuss how 
to improve patient care. Therefore, if the initial 
probe by the PSO or hospital PSES uncovers 
information that suggests that medically unnec-
essary procedures were performed, the PSES 
would alert the hospital compliance group, who 
would then conduct a separate, independent 
investigation. It is up to the compliance group 
to ensure that the PSES is operating properly, 
that confidentiality of the patient safety work 
product is maintained, and that communica-
tion bridges are working. Lives can be saved 
by ensuring that incidents are not repeated 
and that no harm comes to other patients in 
other healthcare facilities. This transparency is 
intended to raise the level of care by all provid-
ers and make patient care more reliable across 
the entire health system or medical group. 
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multimillion-dollar fraud investigations. In 
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in The First Information Is Almost Always 

Wrong, he offers an insider’s guide, 

detailing the tactics he knows work best.
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In Part 1 of this article, we discussed the 
U.S. Department of Health and Human 
Services (DHHS) Report to Congress: 

Plan to Implement a Medicare Skilled 
Nursing Facility Value-Based Purchasing 
Initiative in the context of the Centers for 

Medicare and Medicaid Services 
(CMS) Quality Reporting and Value-
Based Purchasing Programs. In 
Part 2 of this article, we discuss the 
Improving Medicare Post-Acute Care 
Transformation Act of 2014 (IMPACT 
Act), along with the Medicare 
Program; Prospective Payment 
System, and Consolidated Billing for 

Skilled Nursing Facilities (SNFs) for FY 2016, 

SNF Value-Based Purchasing Program, SNF 
Quality Reporting Program, and the Staffing 
Data Collection Final Rule (Medicare PPS and 
SNF VPB final rule).

Data exchange
The IMPACT Act requires the Secretary of 
DHHS to require post-acute care (PAC) facili-
ties, including home health agencies, skilled 
nursing facilities (SNFs), inpatient rehabilita-
tion facilities (IRFs), and long-term care (LTC) 
hospitals to report standardized patient 
assessment data, data on quality measures, 
and data on resource use and other measures, 
and to require that that data be:

standardized and interoperable so as to 
allow for the exchange of such data among 
such post-acute care providers and other 

by Paul R. DeMuro, CPA, MBA, MBI, JD, PhD, CHC, FHFMA, FACMPE

Skilled Nursing Facilities: 
Quality Reporting and  
Value-Based Purchasing 
programs, Part 2

 » The IMPACT Act requires that post-acute care (PAC) providers report standardized patient assessment data, data on 
quality measures, and data on resource use and other measures.

 » The Secretary of DHHS must promulgate regulations by January 1, 2016. On July 13, 2015, Proposed Rules were issued  
that would require comprehensive, person-centered care as part of the pre-planning admission process.

 » The Affordable Care Act requires the Secretary to establish a SNF Value-Based Purchasing (VBP) program under which  
incentive payments are made in a fiscal year to SNFs for services furnished on or after October 1, 2018.

 » For the FY 2018 SNF Quality Reporting Program, CMS proposed to adopt three post-acute care cross-setting measures,  
including functional assessment and care plan, pressure ulcers, and falls with major injury.

 » Post-acute care is different than acute care, and thus the measurement of quality and cost-effectiveness likely will differ  
in many respects.

Paul DeMuro (pdemuro@broadandcassel.com) is Of Counsel with the Broad 

and Cassel office in Fort Lauderdale, FL.    bit.ly/in-PaulDeMuro 

DeMuro
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providers and the use by such providers 
of such data that has been so exchanged, 
including by using common standards 
and definitions, in order to provide access 
to longitudinal information for such 
providers to facilitate coordinated care 
and improved beneficiary outcomes….”1

It focuses on standardized patient assess-
ment data2 with respect to the following 
categories:

 · Functional status, such as mobility and 
self-care at admission to a PAC provider and 
before discharge from a PAC provider;

 · Cognitive function, such as ability to express 
ideas and to understand, and mental status, 
such as depression and dementia;

 · Special services, treatments, and interven-
tions, such as need for ventilator use, dialysis, 
chemotherapy, central line placement, 
and total parenteral nutrition;

 · Medical conditions and co-morbidities, 
such as diabetes, congestive heart failure, 
and pressure ulcers; and

 · Impairments, such as incontinence and an 
impaired ability to hear, see, or swallow.

The Secretary of DHHS must set forth:

specific quality measures on which 
PAC providers are required…to submit 
standardized patient assessment data…
and other necessary data…. Such measures 
shall be with respect to at least the 
following domains:

 · Functional status, cognitive function, 
and changes in function and 
cognitive function.

 · Skin integrity and changes 
in skin integrity.

 · Incidence of major falls.
 · Accurately communicating the 

existence of and providing for the 
transfer of health information and 

care preferences of an individual 
to the individual, family care-giver 
of the individual, and providers 
of services furnishing items and 
services to the individual, when the 
individual transitions [from certain 
settings to another].3

Interestingly, the IMPACT Act requires that 
not later than January 1, 2016, the Secretary:

promulgate regulations to modify condi-
tions of participation and subsequent 
interpretive guidance applicable to PAC 
providers, hospitals, and critical access 
hospitals. Such regulations and interpre-
tive guidance shall require such providers 
to take into account quality, resource use, 
and other measures under the applicable 
reporting provisions…in the discharge 
planning process.4

Thus, the focus is shifting for PAC providers 
from payment for the volume of services under 
a fee-for-service system, to payment for quality 
and cost-effectiveness.

On July 13, 2015, Proposed Rules were 
issued that would require comprehensive 
person-centered care planning as part of the 
pre-admission process within 48 hours of 
admission and certain compliance program 
requirements.

The Secretary, in consultation with the 
Medicare Payment Advisory Commission 
(MedPAC) and other appropriate stakeholders, 
is supposed to submit a report to Congress 
that includes recommendations and a technical 
prototype on a post-acute care prospective 
payment system. That system would base 
payments according to the characteristics of 
individuals, such as cognitive ability, functional 
status, and impairments, in lieu of the post-acute 
setting in which the individual is furnished such 
items and services. The prototype must:
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 · account for the clinical appropriateness 
of items and services so furnished and 
Medicare beneficiary outcomes;

 · be designed to incorporate (or otherwise 
account for) standardized patient 
assessment data; and

 · further clinical integration, such as by 
motivating greater coordination around a 
single condition or procedure to integrate 
hospital systems with PAC providers.5

Thus, the IMPACT Act seeks to have our 
healthcare system move to a major shift in 
the payment mecha-
nisms for PACs, based 
on patient-centered 
care, the quality of 
care rendered to 
patients, and the 
cost-effectiveness 
of that care.

The Medicare PPS 
and SNF VPB final 
rule was published in 
the Federal Register 
on August 4, 2015. 
In the preamble to the 
final rule, CMS notes that in addition to updat-
ing the payment rates for SNFs for FY 2016:

it specifies a SNF all-cause all-condition 
hospital readmission measure, as well 
as adopts that measure for a new SNF 
Value-Based Purchasing (VBF) Program 
and includes a discussion of SNF VBP 
Program policies [CMS is] considering 
for future rulemaking to promote higher 
quality and more efficient healthcare for 
Medicare beneficiaries.6

CMS notes in the Federal Register that its 
overarching goal with its initiatives such as 
demonstration projects, quality reporting pro-
grams, and value-based purchasing programs 

has been to transform the Medicare program 
from a passive payer of claims to an active pur-
chaser of quality healthcare. The Affordable 
Care Act required the Secretary to develop a 
value-based purchasing program under the 
Medicare program for SNFs. In doing so, many 
issues must be considered, including measures, 
reporting, collection, and validation of quality 
data, and the structure of value-based payment 
adjustments. The SNF VBP Program should help 
to align efforts to improve care coordination and 
be consistent with the National Quality Strategy 
and its aims of better care, healthier people and 

communities, and 
affordable care.

Value-based 
performance 
standards
The Affordable Care 
Act “requires the 
Secretary to estab-
lish a SNF VBP 
program under 
which value-based 
incentive payments 
are made in a FY 

to SNFs, and … that the Program apply to 
payments for services furnished on or after 
October 1, 2018.”7 There must be a readmission 
measure and performance standards for the 
measure, including levels of achievement and 
improvement. The Secretary must develop a 
methodology to assess each SNF’s total perfor-
mance on the basis of performance standards 
for the applicable measure and period.

One of the key focuses of CMS is the 
reduction in hospital readmissions, because 
of its importance in the quality of care for 
patients and patient safety. CMS believes that 
financial incentives to reduce readmissions are 
important in reducing preventable readmis-
sions. CMS notes in the Preamble to Final Rule 
that it:

CMS notes in the  
Federal Register that  

its overarching goal… 
has been to transform the 
Medicare program from a 
passive payer of claims to 

an active purchaser of  
quality healthcare.
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proposed to specify the SNF 30-Day 
All-Cause Readmission Measure 
(SNFRM) (NQF #2510) as the skilled 
nursing facility all-cause, all-condition 
readmission measure…. [CMS believes] 
this measure will (1) incentivize SNFs 
to make quality improvements that 
result in successful transitions of care for 
patients discharged from the hospital… 
setting to a SNF, and subsequently to 
the community or to another post-acute 
care setting; (2) reduce unplanned 
readmission rates of these patients to 
hospitals; and (3) align the SNF VBP 
Program with the National Quality 
Strategy priorities of safer, better 
coordinated care and lower costs.8

The Affordable Care Act also requires 
the Secretary to establish performance stan-
dards for the SNF VBP Program. CMS is 
considering adopting a methodology for the 
SNF VBP Program which would be similar 
to the Hospital Value-Based Purchasing 
Program. CMS is seeking to align its pay-
for-performance and quality reporting 
programs as much as possible. CMS reiter-
ates that health information technology 
facilitates the secure, efficient, and effective 
sharing and use of health-related informa-
tion when and where it is needed for settings 
across the continuum of care, including SNF 
as an important tool.9

CMS proposed to adopt for the SNF 
Quality Reporting Program (SNF QRP) three 
measures under the Affordable Care Act for 
the purposes of meeting the following three 
domains:

 · functional status, cognitive function, 
and changes in function and 
cognitive function;

 · skin integrity and changes in 
skin integrity; and

 · incidence of major falls.

As a result, for the FY 2018 SNF QRP and 
subsequent years, [CMS] proposed to adopt 
three cross-setting quality measures to meet 
the requirements of the IMPACT Act. These 
measures address the above three domains, 
and include:

 · Percent of LTC hospital patients with 
an admission and discharge Functional 
Assessment and a Care Plan that addresses 
function (NQF #2631).

 · Percent of residents or patients with 
pressure ulcers that are new or worsened 
(Short Stay) (NQF #0678).

 · Percent of residents experiencing one or 
more falls with major injury (Long Stay) 
(NQF #0674).10

Conclusion
The IMPACT Act and the Commentary to the 
August 4, 2015 Federal Register, coupled with 
certain provisions of the Affordable Care Act, 
provide much insight into how CMS plans to 
transform its current fee-for-service prospective 
payment system for SNFs to a SNF value-based 
purchasing program. Although many of the 
lessons in the transformation of the acute care 
system to a system based on payment for qual-
ity and cost-effectiveness will be useful, it must 
be realized that post-acute care is different than 
acute care, and thus the measurement of quality 
and cost-effectiveness likely will differ in many 
respects. Also, many of the health information 
technologies employed in an acute setting to 
better manage care in this new patient-centered 
care environment will need to be adapted to 
the post-acute care setting. 
 
 
 
1.  Improving Medicare Post-Acute Care Transformation Act of 2014, 

H.R. 4994, January 3, 2014, Section 1899B of Title XVIII of the Social 
Security Act. Available at http://1.usa.gov/1HKPCQs

2.  Id.
3.  Id.
4.  Id.
5.  Id.
6.  Centers for Medicare & Medicaid: CMS-1622-F. Available at 

http://1.usa.gov/1RRMmbD
7.  Id. at p. 46409.
8.  Id. at p. 46411.
9.  Id. at p. 46426.
10.  Id. at p. 46432.



888-580-8373  www.hcca-info.org 67

C
om

p
li

an
ce

 T
od

ay
 

 D
ec

em
be

r 2
01

5

In memory of Mary.

R estraints are necessary in many 
circumstances to protect patient 
safety and health, and at times, 

to protect other patients and staff.
The use of mechanical and chemical 

restraints has many downsides — risks to the 
patient, regulatory risks, and reputational risks 
for the organization.1–3 All providers must 
understand the regulations as applied to each 
type of facility, be aware of specific state regu-
lations, and be constantly vigilant for proper 
clinical practices and proper documentation.

Long-term care (LTC) facilities have had 
the most operational and reputational issues 
with physical and chemical restraints, so 
the nursing home regulations included in 
the Omnibus Budget Reconciliation Act of 
1987 became an important foundation for 
regulations, consumer expectations, and best 
practices for providers. Other facilities face 
detailed regulations as well.4

In 1991, the Food and Drug 
Administration became active in 
regulating restraints and tracking 
restraint complaints, injuries, and 
deaths.5 There are no “routine” uses 
of restraints. Every use of restraints is 
a major clinical and regulatory event. 
The use of patient seclusion (involun-
tary confinement) is also regulated 
as a form of restraint and can only be 
used for the management of violent 
or self-destructive behavior.6

Defining restraints
Restraints are separated into two 
categories, mechanical/physical 
and chemical.

Mechanical/physical
Mechanical/physical restraints are those 
devices immobilizing or reducing the patient’s 
ability to move his/her arms, legs, body, 
or head freely. Examples would be jacket 
restraints, vest restraints, four- and five-point 
restraints, cuff restraints, net restraints, lap 
restraints, and bed safety devices.

Skilled nursing facilities (SNFs) work 
under stricter interpretations than other 

by Elizabeth Cameron, MBA, JD and Tom Ealey, MAcc, CPA

Restraints: Patient safety  
and regulatory compliance

 » Providers will understand the critical nature of compliance with restraint regulations and protocols.

 » Restraints are separated into two categories: mechanical/physical and chemical.

 » Compliance programs must focus on both clinical performance and documentation.

 » Clinicians and compliance personnel should understand why there is zero tolerance for errors in restraint usage and 
documentation.

 » Readers will understand the regulatory regimes and the critical nature of compliance in long-term care (LTC) facilities.
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facilities, and personnel should be aware of 
those interpretations. In long-term care, geri-
atric chairs are considered restraints, as are 
wheelchair lap restraints. Framed wheeled 
walkers are restraints unless the resident can 
open a gate and exit the walker. Orthopedic 
devices (e.g., slings, casts, dressings, and 
traction), surgical positioning, positioning 
for imaging, dressings, bandages, gait belts, 
and other therapeutic devices are not con-
sidered mechanical/physical restraints.7

Bed rails are complicated; a more detailed 
discussion follows.

Chemical
Chemical restraints are medication of the type 
and dosage beyond normal therapeutic dos-
ages, being meant to restrict behavior and/or 
movement.8 A proliferation of dementia and 
Alzheimer’s diagno-
ses, countered by a 
proliferation of anti-
psychotic and mood 
altering medications, 
has created new clini-
cal options and new 
regulatory risks.

There are often 
difficult judgments 
here; what the patient 
needs for symptom-
atic relief versus what 
might be useful in 
quelling difficult behaviors. Hospitals, largely 
self-regulating, have some flexibility here; LTC 
facilities face aggressive regulatory activity 
from powerful nurse surveyors.

Anyone interested in a clinical research 
topic might want to consider: Are patients 
transferred from hospitals to nursing homes 
being forced to go “cold turkey” rather than 
being properly weaned from psychiatric 
medications due to differing orders and 
regulations?

Rules for using restraints
The 1987 Omnibus Budget Reconciliation Act, 
fully effective in 1990, created specific and 
detailed regulations for the use of restraints in 
LTC facilities. The State Operations Manuals 
cited above are a useful guide for providers, 
both as regulatory guidelines and as a risk 
management standard.

Restraints may not be used for coercion, 
discipline, convenience, or retaliation by staff 
and must be discontinued at the earliest 
possible time. Restraints and/or seclusion may 
be used only when less restrictive means are 
determined to be ineffective. The restraint 
selected must be the least restrictive of viable 
restraint options.

Any physician or licensed independent 
practitioner (often a physicians’ assistant or 
family nurse practitioner) who is allowed to 

treat the patient can 
order a restraint, but 
if not prescribed by 
the attending, then the 
attending physician 
should be notified as 
soon as possible.

If the restraint is 
applied due to self-
destructive behavior 
and/or an imminent 
threat to the safety 
of others, the patient 
must be seen face-to-

face by a qualified clinician. If the clinician is 
not a physician, then a consult with the attend-
ing physician is required as soon as possible.

The patient’s plan of care must be modified 
in writing, the restraint must be in accordance 
with facility policy, and the restraint must be 
in accordance with an order from a physician 
or other “licensed independent professional” 
(most likely a physicians’ assistant or nurse 
practitioner) in accordance with federal and 
state law and facility policy.

There are often  
difficult judgments here; 
what the patient needs  
for symptomatic relief 
versus what might be 

useful in quelling  
difficult behaviors.
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Prohibition of PRN orders
PRN (Latin for pro re nata, which means 
“as needed”) and standing orders are used 
regularly for a wide range of clinical situa-
tions, allowing professional nursing staff to 
use judgment in the absence of a physician. 
This does not flow to the use of restraints.

PRN restraint or seclusion orders for 
restraints are prohibited by federal regulations, 
including a very narrow exception for repeti-
tive self-mutilating behavior, and a discussion 
of what constitutes release from restraint.9

Emergency restraints
There are two criteria justifying emergency 
restraints, created by an “imminent danger” 
standard, (1) patient is going to harm himself/
herself, or (2) the patient has a likelihood of 
harming another patient. These are “last resort” 
measures which require the exhaustion or non-
feasibility of other options. These standards 
cover episodic care and are not a justification 
for restraints past the immediate emergency.

The attending physician should be notified 
as quickly as possible if the episode is likely to 
last longer than one hour. If this occurs, a face-
to-face consult should be arranged and standard 
restraint orders should be put into place.

Restraints and falls
Fall prevention used to be a common justifi-
cation for restraints, especially in long-term 
care, keeping in mind that even seemingly 
benign devices, such as geriatric chairs with 
trays, were forms of restraint. Since the mini-
mal restraint movement gathered momentum, 
there is a great deal of published advice on 
alternatives to restraint and prevention of falls.

Bed rails
Bed rails may or may not be restraints, depend-
ing on the circumstances, the type of rail, and 
the condition of the patient.10 Bed rails have 
become controversial, because there are a large 

number of documented cases of serious injury 
or death from entanglement or attempted 
hurdling of bed rails. There is no data on 
injuries prevented by bed rails. The Food and 
Drug Administration has issued guidance on 
the pros and cons of rails.

Bed rail policies can best be approached 
as if all bed rails are restraints. The facility 
should ask, “What are the clinical indications, 
and what are the risks?” and most impor-
tantly, “What are the alternatives?”

Short-term use of bed rails may be obvious 
in some cases. Heavily medicated post-operative 
patients will need at least a short-term use of 
rails. Hospital inpatients will often have differ-
ent needs than long-term care, psychiatric, or 
rehab patients, making rails context specific.

Bed rails are often useful as patients need 
support getting in and out of bed. The use of 
half rails or enabler bars could provide the 
assistance required while minimizing the risks.

Thorough clinical assessments and clear 
designation of patients with fall risks are 
useful in any clinical setting as a starting 
point for determining protective measures.

Patients and concerned families
Patients or families may want restraints in 
place, particularly bed rails. The request of 
a patient or concerned family is not per se 
justification to use restraints or to use more 
restrictive restraints. Ignore families at your 
peril though, because they have an interest 
and history that may be relevant.

These issues should be discussed at care 
planning conferences, allowing the family 
to address their concerns, and the alterna-
tives should be explored. In the interim, 
staff nurses should be properly oriented and 
trained as to policy, procedures, and family 
relations. In a non-scientific survey of several 
dozen information sites published by nursing 
home malpractice law firms, damages from 
use of restraints were mentioned more often 
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than damages from failure to use restraints, 
although both were mentioned frequently.

Policies, procedures, and training
Each provider must review federal and state 
regulations relevant to the facility. State regu-
lations may be stricter or add requirements. 
Regulations combined with best clinical prac-
tices should be used to develop operational 
policies and procedures, keeping in mind both 
what is best for the patient and what is neces-
sary for facility risk management.

Physicians and clinical staff must be ori-
ented on organizational policies and trained 
on detailed procedures, including alternatives 
to restraints and 
minimizing fall risks. 
Nursing standards are 
very clear and should 
be reemphasized 
through training and 
supervision.11

Management 
must guarantee con-
stant supervision of 
assessments, care 
planning, documentation, and clinical 
implementation. The senior medical officer 
must work with physicians to guarantee best 
practices throughout the organization. Given 
the regulatory and reputational risks, LTC 
facilities must be constantly vigilant and 
always creative in managing inherent risks.

Death or injury while restrained,  
malpractice risks
Each provider type should check applicable 
regulations for reporting requirements for 
patient death or injury while restrained. 
Providers should also check for applicable 
state regulations. The incident reporting 
process, hopefully guided by legal counsel, 
should determine whether there was a “death 
while restrained” or a “death due to restraint.”

To help avoid malpractice claims, provid-
ers must make sure all employees are properly 
trained and understand the restraint policy 
and procedure. In addition, the care admin-
istered should be holistic in its approach and 
include the entire care team to address the 
patient’s physical, mental, psychological, and 
comprehensive well-being. An appropriate 
care plan should be created in consultation 
with the patient (when competency exists) 
or with the patient’s healthcare advocate. 
Not only must providers comply with the 
appropriate state and federal laws, but it 
is important to understand the customary 
industry practices as well, because this infor-

mation is frequently 
used as a comparison 
during litigation.

Providers are 
advised to maintain 
detailed documenta-
tion that supports the 
use of restraints (physi-
cal or chemical). These 
details should include 
things such as dosing 

schedules, physician orders, observations, etc. 
Incomplete or absentee charting can support 
a plaintiff’s claim for damages.

Regular review and training regarding 
the appropriate use of physical and chemi-
cal restraints will reduce injury and death to 
patients and thereby reduce and eliminate 
malpractice claims.

Long-term care specifics
Nursing homes have a long and often unpleas-
ant history with restraints, resulting in specific 
regulations from the 1987 Omnibus Budget 
Reconciliation Act of 1987.12 LTC facilities 
have seen a major transition toward minimal 
restraint or restraint-free facilities.

Decades ago the perception was restraints 
were used to “tame” patients and make 

An appropriate care 
plan should be created 
in consultation with the 

patient (when competency 
exists) or with the patient’s 

healthcare advocate.
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life easier for the staff, and sometimes 
this was true. As everywhere in healthcare, 
regulations fall not on the culpable, but 
on every provider.

SNFs have a difficult population — frail 
elderly with a mix of serious medical and 
cognitive problems, and many residents who 
have imminent fall risks. SNFs have another 
problem — protecting residents from each other. 
Cognitive and behaviorally impaired residents 
often lash out at each other. SNFs are supposed 
to protect Patient B from Patient A, yet are 
prevented from restraining Patient A until 
violent tendencies are displayed. SNFs that 
admit residents who have primary mental 
health diagnoses must understand and plan 
for substantial risks.

The government requires minimal 
restraints, and some facilities have joined 
a “restraint-free” movement. LTC facilities 
are using many creative options, including 
low beds, floor mats, electronic alarms, and 
close supervision to counter falls.

Compliance program issues
First and foremost, a monitoring system must 
be in place to ensure clinical decisions and 
orders are in accordance with regulations and 
best practices. This includes follow-up care 
after the initiation of restraints.

The regulations are very specific, hold 
physicians and independent practitioners to 
very high standards, and do not readily allow 
the substitution of alternate clinical judgments 
or solutions. Physicians may chafe at the rules, 
but the rules are clear. Physician executives 
and leaders must create and enforce a culture 
of compliance.

Second, the documentation regulations 
are stringent and the only way to prove com-
pliance with the clinical standards. Monitoring 
systems should verify compliance with the 
regulations. Consider every use of restraints 
a “red flag” case requiring extra scrutiny.

With regard to restraints, better care 
and better compliance do go hand in hand. 
Provider and state specific legal advice 
should always be obtained from qualified 
legal counsel. 

The authors wish to thank Jean Ealey, RN;  
Judith McKenna, DNP, RN; and Samantha Fisher  
for assistance with our research.
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In mid-July, the Centers for Medicare & 
Medicaid Services (CMS) proposed a 
comprehensive revision to Part 483 to 

Title 42 of the Code of Federal Regulations: 
the Requirements for States and Long Term 
Care Facilities (the requirements)1 for the first 
time since 1991. CMS’s proposed revisions (the 
proposed regulations)2 cover the full swath of 
regulatory requirements for long-term care facil-
ities and skilled nursing facilities (collectively 
referred to as SNFs in this article) and create 
new compliance obligations for providers.

The goals of the proposed regulations seek 
to target rehospitalizations, facility-acquired 
infections, overall quality, and resident safety. 
Acknowledging the significant changes in 
technology, resident care, and facility demo-
graphics since 1991, CMS is hoping the 
proposed regulations will help to modernize 
the SNF industry.

This attempt at modernization 
is not without downsides, however. 
CMS states the anticipated fiscal 
impact of this modernization will be 
nearly $730 million the first year and 
nearly $630 million each year thereaf-
ter for providers. With nearly 16,000 
SNFs in the country, that works out 
to more than $45,000 for the first year 
and nearly $40,000 each year there-
after in additional costs per facility.

CMS extended the comment 
period on the proposed regulations 
until mid-October. With the sheer 
enormity of the proposed changes, 
CMS probably received an ava-
lanche of industry comments. This 
article discusses some of the larger 
compliance-related issues in the proposed 
regulations as originally released by CMS in 
July 2015. The finalized version is expected to 
be released after considering the comments 
submitted. It is very likely that some items 
will materially change in the final version.
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Proposed regulations
In the proposed regulations, CMS has created 
some entirely new requirements for SNFs. 
Many of these are to further the goals of 
the proposed regulations and many are 
long-awaited regulatory implementations of 
requirements found in the Affordable Care 
Act and later legislation. Finally, some changes 
are updates to existing regulations that are 
designed to realign SNFs with CMS’s goals.

Facility responsibilities
One of the first new regulations proposed is 
titled Facility Responsibilities. This new sec-
tion consolidates some existing requirements 
that are currently found in other regulations 
and creates new responsibilities for SNFs.

In the commentary of the proposed regu-
lations, CMS stated they have concerns that 
SNFs may frequently defer decisions to a 
resident’s representative that exceed the scope 
of the resident’s representative’s authority. 
In a revision to the facility’s responsibility to 
permit residents to exercise their rights, CMS 
clarifies that a facility must exercise caution 
when dealing with a resident’s representa-
tive. Although a facility must treat decisions 
of the resident’s representative as those of the 
resident, the facility should be careful not to 
extend any more authority to the representa-
tive than is permitted by law or a court order.

Another clarification of the facility’s obli-
gation to provide person-centered care is a 
new requirement that expands the permissi-
bility of resident self-administered treatment. 
In the proposed regulations, the facility will 
be required to permit the resident to self-
administer or take part in other healthcare 
practices, such as dialysis.

The proposed regulations expand resident 
visitation rights to be consistent with the recent 
revisions to the Conditions of Participation for 
hospitals. The facility will be required to have 
written policies and procedures that address 

access that is not limited on any traditional 
discriminatory basis, as well as gender iden-
tity or sexual orientation. The visitation rights 
also extend to same-sex spouses and domestic 
partners.

Acknowledging the widespread adoption 
of technology by SNF residents, the proposed 
regulations also require a facility to provide 
a resident with access to information via the 
Internet rather than a paper copy. Additionally, 
blind or visually impaired residents may 
request an audio file of the information. 
CMS stated facilities will have flexibility in 
implementing this requirement.

SNFs will be required to appoint a 
grievance officer and adopt a policy to ensure 
resident grievances are promptly resolved. 
The grievance officer would be responsible 
for overseeing the grievance process from 
receipt to conclusion and leading any necessary 
investigations at the facility.

Comprehensive person-centered care planning
In another regulatory shuffle, CMS has taken 
the existing comprehensive care planning 
requirements and added new requirements in 
a new section, Comprehensive Person-Centered 
Care Planning. This section is a significant 
expansion of the requirements of the facility 
to generate comprehensive care plans. Person-
centered care is reflected throughout the 
proposed regulations as a means to improve 
the quality of care and life for residents.

An entirely new requirement for the facil-
ity will be the creation of a baseline interim care 
plan for each new resident. Recognizing that 
the current regulations for care planning can, 
in some cases, permit up to 21 days for a facil-
ity to develop a care plan, CMS proposes a new 
requirement for a baseline interim care plan that 
must be devised within 48 hours of admission.

The baseline plan must include, at a 
minimum, the initial resident goals based on 
admission orders, the physician orders, dietary 
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orders, therapy orders, social services, and 
Medicaid pre-admission screening and resi-
dent review (PASARR) recommendations. The 
facility will still need to complete the compre-
hensive care plan, but the new baseline plan 
is meant to fill the gaps between admission 
and the completion of the comprehensive care 
plan. As an alternative, the facility can com-
plete the full comprehensive care plan within 
48 hours of admission and not have to com-
plete a baseline plan.

The comprehensive care plan requirements 
are also revised to reflect person-centered care 
goals. The proposed regulations add care plan-
ning requirements for the inclusion of any 
specialized services or specialized rehabilita-
tion that the facility would provide pursuant 
to the PASARR recommendation. The facility 
would have to document their reasons for any 
disagreement with the PASARR recommenda-
tion in the resident’s medical record.

Another goal for 
CMS is community 
re-integration for SNF 
residents. This goal adds 
additional requirements 
for SNFs to assess a 
resident’s potential for 
future discharge on an 
ongoing basis to ensure 
residents are afforded 
every chance to attain their highest quality of 
life. The comprehensive care plan will have 
to address potential for discharge, including 
exploring community living options and the 
available resources and support services that 
could help a resident live outside the SNF.

In addition to assessing all residents for 
discharge potential, CMS added new dis-
charge planning requirements to improve the 
continuity of care between different providers. 
The proposed regulations implement aspects 
of the IMPACT Act of 2014 that require reports 
on patient assessment data, quality measures, 

and resource utilization in a standardized and 
interoperable format to allow for the exchange 
of data between different post-acute providers.

Behavioral health services
The proposed regulations add a new section 
titled Behavioral Health Services that addresses 
behavioral health services and facility staffing 
qualifications.

Current requirements state SNFs with 
more than 120 beds must have at least one 
full-time social worker. However, CMS recog-
nizes that SNFs with fewer than 120 beds still 
are obligated to provide the necessary care 
and services required for residents to attain 
or maintain their highest practicable physical, 
mental, and psychosocial well-being.

Without mandating a certain staffing level, 
the proposed regulations require sufficient 
direct care staff with the appropriate com-
petencies and skills to provide the necessary 

care to residents with 
mental illness and 
cognitive impairment.

The required 
competencies for 
these direct care 
staff members 
include specific 
knowledge and 
training, including 

non-pharmacologic interventions, necessary 
to provide care for such residents. This could 
include social workers and other staff members.

Physician services
The proposed regulations add a new and 
significant obligation under Physician Services 
that requires the SNF to provide or arrange 
for an in-person evaluation of a resident prior 
to an unscheduled transfer to a hospital. CMS 
believes this requirement can help reduce 
unnecessary hospitalizations and rehospitaliza-
tions from SNFs. The evaluation will have to be 

CMS added new discharge 
planning requirements  

to improve the continuity  
of care between different 

providers.
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performed by a physician, physician assistant, 
nurse practitioner, or a clinical nurse specialist. 
If the hospital transfer is an emergency or the 
in-person evaluation would endanger the health 
or safety of the resident, the facility would not 
have to provide the evaluation, but would be 
required to document the emergent conditions 
that prevented the in-person evaluation.

Abuse, neglect, and exploitation
To advance CMS’s goal of maximizing over-
all quality of care and resident safety, the 
current abuse and neglect regulations have 
been revised to prevent resident exploitation 
and ensure a safe environment. SNFs now 
are specifically prohibited from employing 
individuals who have had disciplinary action 
taken against their professional license by 
a state licensure body for findings of abuse, 
neglect, and mistreatment of residents or 
misappropriation of residents’ property. 
Further, SNFs must develop and implement 
written policies and procedures that prohibit 
abuse, neglect, and mistreatment of residents 
or the misappropriation of their property.

The proposed regulations include 
updated definitions for abuse, sexual abuse, 
neglect, exploitation, and misappropriation 
of residents’ property to provide clarity 
and eliminate confusion. These definitions 
reflect the increase in the use of technology 
in the exploitation of the elderly and specifi-
cally include technological intrusions into 
residents’ privacy.

Nursing services
CMS did not specify mandated staffing levels for 
nursing in the proposed regulations. However, 
CMS did ask for comments on whether or not 
they should seek to establish minimum staffing 
levels based on the number of nursing hours per 
resident day. Additionally, CMS requested com-
ments on the cost of mandating 24-hour nursing 
and the benefits of 24-hour nursing.

Despite this, the proposed regulations 
do require SNFs to maintain a sufficient 
number of nursing staff based on the needs 
of the residents. Also, CMS will require 
the staff to have appropriate competencies 
and skills (considering the number, acuity, 
and diagnosis of the resident population) to 
ensure the provision of necessary care.

Laboratory, radiology,  
and other diagnostic services
The proposed regulations added a new regu-
lation titled Laboratory, Radiology and Other 
Diagnostic Services. This regulation does not 
pose significant compliance concerns except 
for one area. Currently, the regulations allow 
laboratory, radiology, and diagnostic services 
to be ordered only by the attending physician. 
Under the proposed regulations, CMS will 
expand who can order these services to a phy-
sician, a physician assistant, nurse practitioner, 
or clinical nurse specialist. The proposed 
regulation expands who may order laboratory, 
radiology and diagnostic services, but these 
services can be ordered only by practitioners 
acting in accordance with state law, including 
any scope-of-practice laws. Therefore, SNFs 
should ensure physician assistants, nurse prac-
titioners, or clinical nurse specialists who are 
ordering laboratory, radiology, or diagnostic 
services are properly licensed and in compli-
ance with state scope-of-practice laws.

Quality Assurance and  
Performance Improvement
In what should come as no surprise to any 
SNF, the proposed regulations added a new 
regulation addressing Quality Assurance and 
Performance Improvement (QAPI). The pro-
posed regulations incorporate many aspects 
of QAPI currently in effect for other healthcare 
providers. The proposed QAPI regulation 
replaces the current regulation that requires a 
SNF to have a Quality Assessment Assurance 
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(QAA) committee. CMS maintained the QAA, 
but it was not confident it went far enough to 
ensure SNFs have a proactive QAPI program. 
CMS believes a properly functioning QAPI 
program must ensure SNFs utilize objective 
data with a focus on ways the facility can 
improve its operations and services.

The proposed regulations require SNFs to 
develop, implement, and maintain an effective, 
comprehensive, data-driven QAPI program 
(reflected in its QAPI plan) that focuses on sys-
tems of care, outcomes, and services for resident 
staff. One compli-
ance issue that SNFs 
face is the governing 
body oversight of the 
QAPI program. The 
proposed regulations 
would require the 
SNF’s governing body, 
or designated persons 
functioning as a gov-
erning body, to ensure 
that the QAPI program is defined, implemented, 
and maintained and that it addresses identified 
priorities. Therefore, governing body buy-in of 
the SNF’s QAPI program is critical.

It is also noteworthy that the proposed 
regulations require submission of the QAPI 
plan to the state survey agency or federal 
surveyor during the first annual recertification 
survey which occurs at least one year after 
the date the proposed regulations become 
effective. It is almost certain the proposed 
QAPI regulation will be part of the final 
regulations. Therefore, SNFs should begin 
developing a QAPI program now in prepara-
tion for the final regulations, because QAPI 
will be a clear area of focus by surveyors.

Another key element of the QAPI regula-
tion addresses program feedback, and data 
and systems monitoring. The proposed regula-
tions require the SNF QAPI program to obtain 
and use feedback and input from direct care/

direct access workers and other staff and resi-
dents, resident representatives, and families 
to identify opportunities for improvement. 
SNFs will also be required to implement poli-
cies and procedures showing how it identifies, 
reports, analyzes, and prevents adverse events 
and potential adverse events from occurring 
in the facility.

CMS believes adverse events remain a 
very serious issue in SNFs. As stated in com-
mentary to the proposed regulations, the 
Office of Inspector General stated that 22% 

of Medicare benefi-
ciaries experienced 
adverse events during 
a SNF stay. With the 
CMS focus on adverse 
events, SNFs must pay 
particular attention, 
not just to the imple-
mentation of QAPI 
policies and proce-
dures, but to ensuring 

that the policies and procedures are followed 
as implemented, given this will be a focus for 
surveyors. Adverse events that SNFs should 
pay careful attention to would include resident 
injury due to falls, abuse or neglect by care-
givers or other residents, resident change in 
condition, and pressure ulcers that are avoid-
able. One problematic aspect of the proposed 
QAPI regulations is that the SNF must focus 
not only on preventing adverse events that 
actually happened, but also any near misses 
that could be considered a potential adverse 
event. By requiring the SNFs’ QAPI program 
to address near misses, surveyors will have 
the opportunity to cite a facility for failure 
to prevent an adverse event, even though the 
SNF may have addressed the issue.

QAPI programs will also have to include 
performance improvement projects (PIPs). 
SNFs will be required to conduct at least one 
project annually that focuses on a high-risk 

…SNFs should begin 
developing a QAPI program 
now in preparation for the 
final regulations, because 
QAPI will be a clear area  

of focus by surveyors.
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or problem-prone area identified through the 
required data collection and analysis. In the 
proposed regulations, CMS stated that it 
would welcome comments on whether there 
should be a minimum requirement for PIPs 
or whether the PIPs required would be based 
upon the size of the facility.

From a compliance perspective, it should 
be noted the proposed regulations state CMS 
may not require disclosure of the records of 
the QAA, except so far as required to ensure 
the QAA is in compliance with the regula-
tions. Good faith attempts by the QAA to 
identify and correct deficiencies will not be 
used as a basis for sanctions. This is not dras-
tically different from the current regulation 
with regard to QAAs, but from a compliance 
standpoint, SNFs should be careful not to 
disclose confidential information to surveyors 
and be prepared to utilize and cite this regula-
tion in the event that surveyors ask for quality 
assurance information or QAPI information.

Compliance and ethics program
In the proposed regulations, CMS finally imple-
mented Section 6102 of the Affordable Care 
Act, which requires SNFs to have a compliance 
and ethics program in place. The proposed 
regulations build on previous guidance by 
the OIG (issued on March 16, 2000) that set 
forth voluntary compliance guidance for SNFs. 
The proposed regulations eliminate the vol-
untary nature of SNF compliance programs. 
Additionally, because the compliance program 
requirements as set forth in the proposed 
regulations will likely be included in the final 
regulation, SNFs that do not have a compliance 
program should implement one. SNFs that have 
compliance programs should pay close atten-
tion to the proposed regulations and fine-tune 
their compliance programs accordingly.

SNFs will be required to establish, in 
writing, compliance and ethics policies and 
procedures tailored to the SNF’s operations. 

Among other things, the written compliance 
plan should address financial disclosure obli-
gations, conflict-of-interest standards, and 
requirements for promptly reporting any 
abuse or neglect of a resident. The compliance 
program must also have in a place a policy for 
promptly reporting any abuse and/or neglect 
of a resident.

The SNF’s compliance program policies 
and procedures must be communicated not 
only to facility staff directly employed by 
the SNF, but also to service providers under 
contract and to volunteers. If a compliance 
violation is detected by the SNF, it must take 
reasonable steps to address the violation. The 
proposed regulations suggest that reasonable 
steps would differ, depending upon the size 
of the facility and resources available.

The proposed regulations require SNFs 
that operate five or more facilities to designate 
a compliance officer and require that such indi-
viduals be designated as high-level personnel 
of the organization with overall responsibility 
to oversee the compliance and ethics program. 
SNFs should note the compliance officer should 
not be subordinate to the general counsel (GC), 
chief financial officer (CFO), or the chief oper-
ating officer (CEO). SNFs with five or fewer 
facilities are not required to have a designated 
compliance officer, because these SNFs may not 
have adequate staff for a separate compliance 
officer position. Regardless of title, CMS makes 
it clear all SNFs should have an individual on 
staff who serves as the compliance contact for 
the facility. The proposed regulations also give 
the compliance officer direct access to the board 
of directors, president, CEO, and GC or their 
equivalents in the operating organizations. 
Again, this illustrates the belief by CMS that the 
SNF’s governing body should have active input 
on the SNF’s operations.

The proposed regulations are also care-
ful to point out that appointing a compliance 
officer is not a one-size-fits-all proposition. 
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The proposed regulations specifically state 
that some organizations will be required to 
have a full-time compliance officer and others 
will not, depending on the size and complex-
ity of the organization.

The compliance officer should avoid any 
and all conflicts of interest. For example, a 
compliance officer who is also the director of 
Accounting may have a conflict of interest if 
a billing error is identified.

The compliance program must be reviewed 
at least annually, and any changes must be 
made that will help improve its performance 
and, more importantly, promote quality care 
for its residents.

Training requirements
The proposed regulations also set forth a 
number of new training requirements for 
SNFs. SNFs will be required to maintain an 
effective training program for all new and 
existing staff, individuals providing services 
under a contractual arrangement, and volun-
teers consistent with their expected roles. The 
training programs will have to cover commu-
nications for direct care staff, resident rights 
training, QAPI training, and dementia train-
ing. These training programs will be ongoing 
and not a single-time event. CMS states that 
facilities will have flexibility in the content and 
implementation of the training programs.

Conclusion
The proposed regulations discussed may 
undergo significant changes as a result of 
comments provided to CMS. However, the 
majority of the regulations proposed are 
expected to be implemented in some fashion, 
similar to how they are described here. SNFs 
will likely feel a financial impact as they react 
to comply with these new regulations. 
 
 
1.  42 C.F.R. §483.1-483.480
2.  80 Fed. Reg. 42167:Reform of Requirements for Long-Term Care 

Facilities. July 16, 2015 (amending 42 C.F.R. §483.1-483.480)
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the opportunity to learn from compliance 
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 · Rosemary Reeve, Cambia Health Solutions, Inc
 · Mari Stout, Adapt

PENNSYLVANIA
 · Tracy Butryn, St. Luke’s University Health Network
 · Joan Caruso, Einstein Healthcare Network
 · Elizabeth Icenhour, Pentec Health
 · Misty Ingram, Concordia Visiting Nurses
 · Kellie Leonard, Capital BlueCross
 · Delphine O’Rourke, Hall Render
 · Craig Ratner, Abington - Jefferson Health
 · Robert Snyder, PANTHERx Specialty Pharmacy

RHODE ISLAND
 · Tracy Feeney, BAMSI

SOUTH DAKOTA
 · Julie Huwe, Avera McKennan Hospital

TENNESSEE
 · Kim Friar, University Physicians Association., Inc
 · Jason Hale, Touchstone Medical Imaging, LLC
 · Kitty Locke, National HealthCare Corporation
 · Robin Roberts, Butler Snow LLP

TEXAS
 · Annalisa Bellavia, Aimsllc
 · Greg Brooks, RxEDO, Inc
 · Karen Carney, Baylor Scott & White Health
 · Matthew Foglia, Children’s Health System of Texas
 · Michael Gorfinkle, Texas Childrens Hospital
 · Yolanda Hill, City of Dallas
 · Sam Palermo, Nobilis Health Corp
 · Vanessa Rodriguez-Bustamante, Sierra Medical Center (Tenet Healthcare)

UTAH
 · Shota Aivazishvili, Intermountain Health Care

VIRGINIA
 · Mitka Baker, DLA Piper

WASHINGTON
 · Mary Giannini, Medication Review
 · Casey Moore, Colville Confederated Tribes
 · Erica Wingard, Konica Minolta Business Solutions

WEST VIRGINIA
 · Jamie Parker, West Virginia University Health Sciences Center

WYOMING
 · Fran Cadez, Cheyenne Regional Medical Center
 · Jackie VanCleave, Cheyenne Regional Medical Center

PUERTO RICO
 · Marcos Melendez, Salud Integral en la Montana, Inc

BRAZIL
 · Sergio Sztajnbok, Takeda Pharmaceuticals

CANADA
 · Tanya Jelley, Federal Public Service Health Care Plan  
Administration Authority

QATAR
 · Dowser Alani, Weill Cornell Medical Collage in Qatar
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Socialize
Join the online conversation with HCCA 
and your compliance colleagues

hcca-info.org/hccanet

Blog

hcca-info.org/linkedin

hcca-info.org/google

instagram.com/thehcca

twitter.com/theHCCA

slideshare.net/thehcca

YouTube.com/ComplianceVideos

facebook.com/HCCA

pinterest.com/thehcca

complianceandethics.org
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December 2015Takeaways
Tear out this page and keep for reference, or share with a colleague. Visit www.hcca-info.org for more information.
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Clean claims:  
There are no shortcuts
Janet Marcus (page 27)

 » Confirm the correct Tax Identification Number 
(TIN) so payment is received by the correct 
entity.

 » Data accuracy enables timely claim 
processing so payment is made upon initial 
submission.

 » An incorrect place of service (POS) could 
prompt higher reimbursement than warranted.

 » Don’t bill the wrong patient — confirm every 
patient’s identity!

 » Taking shortcuts isn’t worth it when preparing 
claims for submission.

Kane v. Healthfirst  and the concept 
of  prosecutorial discretion
Jared M. Barnes (page 33)

 » Kane v. Healthfirst, Inc.  was the first judicial 
opinion to address when an overpayment has 
been “identified” under the Affordable Care Act.

 » The Court held that an overpayment is 
“identified” at the time “when a provider is 
put on notice of a potential overpayment.”

 » The Court suggests that well-intentioned 
providers who are not able to meet this 
standard, despite acting with reasonable haste, 
may rely on “prosecutorial discretion” in order 
to avoid a False Claims Act (FCA) case.

 » The FCA applies only to knowing conduct, 
so well-intentioned providers acting in good 
faith should not need to rely on prosecutorial 
discretion to avoid a claim where prosecutors 
lack evidence of bad intent.

 » Nevertheless, providers would be well advised 
to take the decision seriously and do all they 
can to report and return overpayments within 
60 days of identification.

Lessons learned from  
DSH 340B audits
Aletheia Lawry (page 38)

 » Establish your audit team before notification 
of an audit.

 » Tell the story of the patient from initial encounter 
with the facility to the prescription fill.

 » Communicate clearly with the auditor and 
provide only requested information.

 » Look for patterns in the auditor’s questions 
and adapt the information you provide.

 » Don’t be afraid to challenge the auditor’s 
findings.

Final rule for Accountable  
Care Organizations:  
Enabling technologies, Part 2
Paul R. DeMuro (page 45)

 » CMS encourages providers to monitor the 
degree of interoperability and data exchange 
across providers in their ACO, and compliance 
professionals need to understand what these 
concepts mean.

 » CMS wants ACOs to have processes in place 
to independently identify and produce the 
data they believe are necessary to best serve 
the health needs of their patient population. 

 » CMS notes that under the data sharing 
provisions of the Shared Savings Program, 
data received from CMS can only be used for 
certain purposes. 

 » Limited telemedicine waivers do not apply 
across the board, and thus compliance 
professionals will want to know what their 
ACOs can legally do in the telemedicine space.

 » ACOs operate in a fee-for-service world, 
so compliance professionals must still 
successfully navigate the minefield created 
by many of the misaligned incentives.

Observation stays, inpatient stays, 
self-denial, and rebilling
Ronald L. Hirsch (page 52)

 » Self-denial of claims was rarely used until 
recently.

 » Condition Code 44 allows a change from 
inpatient to outpatient status prior to 
discharge.

 » Hospitals may now self-deny medically 
unnecessary admissions and rebill them.

 » Lack of medical necessity is not lack of 
documentation of medical necessity.

 » Lack of documentation limits rebilling options 
significantly.

The future of medical necessity  
peer review: The Patient Safety Act
Peggy Binzer and Jonathan Rosen (page 57)

 » Use the National Health Care Privilege under 
the Patient Safety Act to improve patient 
safety by sharing “lessons learned.”

 » Build an effective medical necessity 
surveillance system using the privilege to 
improve care quality.

 » Create a learning system to prevent the same 
mistakes from being repeated by other health 
care professionals.

 » Build an effective communication bridge 
between the Patient Safety Evaluation System 
and the compliance/legal team.

 » Learn the role of the compliance group in 
ensuring that the Patient Safety Evaluation 
System is compliant.

Skilled Nursing Facilities:  
Quality Reporting and Value-Based 
Purchasing programs, Part 2
Paul R. DeMuro (page 63)

 » The IMPACT Act requires that post-acute care 
(PAC) providers report standardized patient 
assessment data, data on quality measures, 
and data on resource use and other measures.

 » The Secretary of DHHS must promulgate 
regulations by January 1, 2016, to require 
that PAC providers take into account quality, 
resource use, and other measures in the 
discharge planning process.

 » The Affordable Care Act requires the Secretary 
to establish a SNF Value-Based Purchasing 
(VBP) program under which incentive payments 
are made in a fiscal year to SNFs for services 
furnished on or after October 1, 2018.

 » For the FY 2018 SNF Quality Reporting 
Program, CMS proposed to adopt three post-
acute care cross-setting measures, including 
functional assessment and care plan, 
pressure ulcers, and falls with major injury.

 » Post-acute care is different than acute care, 
and thus the measurement of quality and cost-
effectiveness likely will differ in many respects.

Restraints: Patient safety  
and regulatory compliance
Elizabeth Cameron and Tom Ealey (page 67)

 » Providers will understand the critical nature 
of compliance with restraint regulations and 
protocols.

 » Restraints are separated into two categories: 
mechanical/physical and chemical.

 » Compliance programs must focus on both 
clinical performance and documentation.

 » Clinicians and compliance personnel should 
understand why there is zero tolerance for 
errors in restraint usage and documentation.

 » Readers will understand the regulatory 
regimes and the critical nature of compliance 
in long-term care (LTC) facilities.

CMS issues proposed  
comprehensive revisions for  
skilled nursing facility regulations
Todd Selby and David Bufford (page 72)

 » Proposed comprehensive revisions to SNF 
regulatory requirements add significant costs.

 » CMS is focusing on resident safety and 
quality-of-life improvements.

 » Proposed regulations attempt to modernize 
SNF requirements.

 » CMS proposes long-awaited regulations 
for compliance and Quality Assurance and 
Performance Improvement (QAPI).

 » Final regulations will likely reflect significant 
industry comments.

Compliance
TODAY



HCCA’s Upcoming Events

Dates and locations are subject to change. 

Managed Care Compliance Conference
January 31–February 3 • Las Vegas, NV

Audit & Compliance Committee Conference
February 29–March 1 • Scottsdale, AZ

20th Annual Compliance Institute
April 17–20 • Las Vegas, NV

Research Compliance Conference
June 5–8 • Baltimore, MD

Clinical Practice Compliance Conference
October 23–25 • Scottsdale, AZ

Healthcare Enforcement Compliance Institute
October 23–26 • Washington, DC

Regional Conferences
December 4 • San Francisco, CA
December 11 • Houston, TX
January 22 • Atlanta, GA
February 5 • Orlando, FL
February 12 • Portland, OR
February 19 • Dallas, TX
February 25–26 • Anchorage, AK
March 4 • St Louis, MO
March 11 • Washington, DC
March 18 • Charlotte, NC
April 28–29 • San Juan, PR
May 6 • Columbus, OH
May 13 • New York, NY
June 3 • Philadelphia, PA
June 10 • Seattle, WA
June 17 • Santa Ana, CA
September 9 • Boston, MA
September 16 • Minneapolis, MN
September 23 • Kansas City, MO
September 30 • Indianapolis, IN
October 7 • Pittsburgh, PA
October 13–14 • Honolulu, HI
October 21 • Denver, CO
November 4 • Louisville, KY
November 11 • Phoenix, AZ
November 18 • Nashville, TN
December 2 • San Francisco, CA
December 9 • Houston, TX

Basic Compliance Academies
January 18–21 • New York, NY
January 25–28 • San Juan, PR
February 8–11 • Scottsdale, AZ
March 7–10 • New Orleans, LA
April 25–28 • Boston, MA
June 13–16 • San Francisco, CA
June 20–23 • Scottsdale, AZ
August 8–11 • New York, NY
September 12–15 • Chicago, IL
October 3–6 • Las Vegas, NV
October 24–27 • Nashville, TN
November 14–17 • Orlando, FL
December 5–8 • San Diego, CA

Healthcare Privacy  
Basic Compliance Academies
March 14–17 • Orlando, FL
June 20–23 • Scottsdale, AZ
October 24–27 • Nashville, TN
November 7–10 • San Diego, CA

Research Basic Compliance Academies
March 14–17 • Orlando, FL
November 7–10 • San Diego, CA

Learn more about HCCA’s educational opportunities at www.hcca-info.org/events

January 2016
 Sunday Monday Tuesday Wednesday Thursday Friday Saturday

27 28 29 30 31 1 2

3 4 5 6 7 8 9

10 11 12 13 14 15 16

17 18 19 20 21 22 23

24 25 26 27 28 29 30

31 1 2 3 4 5 6

Epiphany

Basic Compliance Academy
New York, NY CHC Exam

Martin Luther King Jr Day

Regional 
Conference
Atlanta, GA

December 2015
 Sunday Monday Tuesday Wednesday Thursday Friday Saturday

29 30 1 2 3 4 5

6 7 8 9 10 11 12

13 14 15 16 17 18 19

20 21 22 23 24 25 26

27 28 29 30 31 1 2

International  
Anti-Corruption Day

Regional 
Conference
Houston, TX

Christmas Eve

Regional 
Conference
San Francisco, CA

HCCA OFFICE CLOSED

Healthcare Privacy Basic Compliance Academy
San Diego, CA CHPC Exam

Basic Compliance Academy
San Diego, CA CHC Exam

New Years DayNew Years Eve

HCCA OFFICE CLOSED

WEB 
CONFERENCE 

Analytics Can Proactively 
Detect Drug Diversion

WEB 
CONFERENCE 

The DOJ is Pursuing Individuals 
for Corporate Misconduct: 
What Healthcare Organizations 
Should Know

WEB 
CONFERENCE 

ICD-10: How to Obtain 
Accurate Documentation  
in Home Health and Hospice 

Hanukkah begins

Hanukkah ends

First Day of Winter

WEB 
CONFERENCE 

Integrated Risk Function: 
Coordinated Compliance  
and Internal Audit

HCCA OFFICE CLOSED

HCCA OFFICE CLOSED

New Years Day

Managed Care Compliance Conference
Las Vegas, NV CHC Exam

Christmas

HCCA OFFICE CLOSED

Basic Compliance Academy
San Juan, PR CHC Exam

WEB 
CONFERENCE 

Fraud and Abuse: 
Year in Review  



� e Health Care Compliance Professional’s 
Manual gives you all the tools you need to plan 
and execute a customized compliance program 
that meets federal standards. Available via print 
or the Internet, the Manual walks you through 
the entire process, start to � nish, showing you 
how to dra�  compliance policies, build a strong 
compliance infrastructure in your organization, 
document your e� orts, apply self-assessment 
techniques, create an e� ective education 
program, pinpoint areas of risk, conduct 
internal probes and much more.

The Health Care Compliance 
Professional’s Manual

• Con� dently use OIG publications and 
Federal Sentencing Guidelines to help you 
plan and execute a customized compliance 
strategy that meets strict federal standards

• Perform risk assessments within your 
program to help you uncover possible 
areas of risk

• Dra�  your own compliance policies that 
will form the basis for your organization’s 
program

• Develop and reinforce a solid 
infrastructure, including guidelines for 
hiring the right personnel

• Design an e� ective education program that 
instills the importance of compliance

• Conduct your own internal probes to 
surface and cure questionable activities, 
thus mitigating possible penalties

• Keep continually up-to-date with the latest 
regulatory changes, including practical 
coverage of federal and state laws

SUBSCRIPTION SERVICE INCLUDED WITH 
PERIODIC UPDATES

• Hard-copy subscribers receive quarterly 
updates

• Internet subscribers receive updates as 
soon as they are issued

MEMBER PRICE: $419
NON-MEMBER PRICE: $459

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

The Health Care Compliance Professional’s Manual shows you how to:

HCCPMflyer_1pg_4c.indd   1 6/12/15   10:45 AM



Be a part of HCCA’s 10th Annual
VOLUNTEER PROJECT

Clean the World

Enjoy live SpeedMentoring 
and SpeedNetworking 
sessions on Sunday, April 17, 
at the Compliance Institute

Saturday, April 16 | 7:30 AM – 12:00 PM

For more information and to register, contact Jennie Nguyen 
at jennie.nguyen@corporatecompliance.org

About Clean the World: Clean the World is a global nonprofit that 
partners with the hotel industry to recycle and repurpose gently used soaps 
and amenities. They have a two-part mission: to divert landfill waste and to 
prevent diseases/illness by getting soap into the hands of people in need. 
To date, they have diverted more than 3,800 tons of landfill waste, and 
distributed 25 million bars (and counting!) of soap to 99 countries. 40% of 
their distribution stays in North America through ONE project hygiene kits.

Take advantage of 
these opportunities 
to help your peers 
and the community

Sign up today at hcca-info.org/speedmentor 
DON’T WAIT TO ENROLL. SPACE IS LIMITED. 

SpeedNetworking: 
7:30–8:30 AM

SpeedMentoring: 
12:00–1:00 PM

Earn
1.5 CEUS

APRIL 17–20, 2016 ✴ ARIA ✴ LAS VEGAS

20th Annual
Compliance
Institute
REGISTER AT COMPLIANCE-INSTITUTE.ORG

Help the profession. BECOME A MENTOR 
or find a mentor, and connect with your peers.
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