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As the compliance and risk landscape changes, compliance professionals are tasked with keeping
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The Complete Compliance and Ethics Manual
Are compliance and ethics issues keeping you up at night? Make sure you get the most up-to-date
information—from a trusted source—The Complete Compliance and Ethics Manual.
This manual is authored, updated, and revised by a diverse group of experienced compliance professionals
and provides detailed analysis, practical tools, checklists, policies, and procedures to get you started on
your compliance and ethics program.
New content includes:
y Compliance training for targeted audiences
y Cybersecurity and cyber-risk mitigation
y And more
In addition, we’ve upgraded content in 23 areas, including:
y Governing directives and standards around the world
y Environmental law and compliance
y And more

AVAILABLE FORMATS:

Print manual: Members: $429 / Non-members: $519
COSMOS access: Members: $399 / Non-members: $479
Print manual + COSMOS access: Members: $629 / Non-members: $759
compliancecosmos.org/ccem

Purchase at: corporatecompliance.org/products
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DEVELOPING AND IMPLEMENTING COMPLIANCE PROGRAMS

International Compliance 101,
Second Edition

by Debbie Troklus, Sheryl Vacca, and Louis Perold
This book provides the basic information you need
to establish a global compliance and ethics program
and keep it active and growing. Written by compliance
and ethics experts in the field, this book is an ideal
resource for a range of professionals, from those who
are new to the field to senior leadership.

Compliance 101, Second Edition
by Debbie Troklus and Sheryl Vacca

The compliance and risk landscape continues to
evolve, so authors Debbie Troklus and Sheryl Vacca
have updated this classic text with new insights and
more tips on how to build an effective program that
meets federal standards. Its coverage includes:

This edition covers the seven essential elements of a
compliance program, the steps needed to implement
an effective one, and more.

y The importance of compliance and ethics
y The seven essential elements of a compliance
program
y Organizational steps for an effective program
y Tips for tailoring your compliance plan
y Sample compliance materials

AVAILABLE FORMATS:
Softcover book: Members $55 / Non-members $70
COSMOS access: Members $55 / Non-members $70
Softcover book + COSMOS access: Members $85 / Non-members $105

AVAILABLE FORMATS:
Softcover book: Members $55 / Non-members $70
COSMOS access: Members $55 / Non-members $70
Softcover book + COSMOS access: Members $85 / Non-members $105
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NEW!

NEW!

Compliance Risk Assessments:
An Introduction

Creating Great Compliance
Training in a Digital World

This book includes a sample compliance risk
assessment survey and will walk you through the
compliance risk assessment process step by step.
Learn how to build a robust process, avoid common
pitfalls, and work toward continuous improvement.

This book can help you to “sell compliance” to your
workforce through proven strategies and tactics. In
these pages, compliance meets content marketing,
journalism, and advertising.

by Judith W. Spain

Topics include:
y Understanding the nature of risk and importance of
risk management
y Defining the compliance risk universe
y Determining the likelihood and impact of a risk’s
occurrence
y Creating and conducting the risk assessment survey
y Compiling and evaluating results
y And more
AVAILABLE FORMATS:
Softcover book: Members: $55 / Non-members: $70
COSMOS access: Members: $55 / Non-members: $70
Softcover book + COSMOS access: Members: $85 / Non-members: $105
compliancecosmos.org/riskintro

by Kirsten Liston

Learn the five key principles behind great
compliance training:
y Focus on what the law means, not what the
law says
y Think like a lawyer, talk like a human
y Aim for persuasion, not just information
y Master the nuts and bolts
y Measure and manage your impact
AVAILABLE FORMATS:
Softcover book: Members $55 / Non-members $70
COSMOS access: Members $55 / Non-members $70
Softcover book + COSMOS access: Members $85 / $105
compliancecosmos.org/cgct

Purchase at: corporatecompliance.org/products
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INVESTIGATIONS AND AUDITS

“

#63:
WHAT DIDN’T
HAPPEN IS AS
IMPORTANT
AS WHAT
DID....YOUR
INVESTIGATION
FINDINGS MUST
TELL A STORY.

“

The First Information Is Almost
Always Wrong: 150 Things to Know
About Workplace Investigations
by Meric Craig Bloch, Esq., CCEP, PCI, CFE

In this book, Meric Bloch details the strategies and tactics
he knows work best. His practical guidance will help
readers learn to plan and conduct thorough investigations
and turn the results into valuable knowledge for their
organizations. His insightful approach is mapped out in
three sections:
y Protect your career — How to think like a workplace
investigator
y Protect your company — How to integrate your
investigations into your company’s operations
y Protect your case — How to conduct an effective
workplace investigation
AVAILABLE FORMATS:
Softcover book: Members: $90 / Non-members: $110
COSMOS access: Members: $90 / Non-members: $110
Softcover book + COSMOS access: Members: $135 / Non-members: $165
Three-book set: Members: $220 / Non-members: $270
compliancecosmos.org/fiiaaw
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Workplace Investigations: Techniques Investigative Interviewing:
and Strategies for Investigators and
It’s Not Just What You Ask, But
Compliance Officers
How You Ask It—A Q&A Guide
by Meric Craig Bloch, Esq., CCEP, PCI, CFE

by Meric Craig Bloch, Esq., CCEP, PCI, CFE

Let this book be your guide, and you will learn how to
effectively handle the entire investigations process.

In this book, Meric Bloch has gathered the most useful
questions posed to him and provided his expert answers.

This book walks you through every step of an internal
investigation and covers how to:

He covers seven key areas of investigative interviewing:

y Structure the process
y Select an
investigations team
y Plan the investigation
y Interview reporters
and witnesses
y Interview implicated
employees

y Secure relevant
documents
y Evaluate evidence
y Reach conclusions
y Write a final report
and move forward

AVAILABLE FORMATS:
Softcover book: Members: $100 / Non-members: $120
COSMOS access: Members: $100 / Non-members: $120
Softcover book + COSMOS access: Members: $150 / Non-members: $180
Three-book set: Members: $220 / Non-members: $270
compliancecosmos.org/wi

y Preliminary
considerations
y Fine-tuning your
approach
y The interview process
y Interviewing the
reporter

y Interviewing the
subject
y Assessing credibility
and detecting
deception
y Writing the interview
memo
This book offers effective strategies and tactics that can
help you become a better workplace investigator.
AVAILABLE FORMATS:
Softcover book: Members: $55 / Non-members: $70
COSMOS access: Members: $55 / Non-members: $70
Softcover book + COSMOS access: Members: $85 / Non-members: $105
Three-book set: Members: $220 / Non-members: $270
compliancecosmos.org/ii

SAVE WHEN YOU BUY ALL THREE OF MERIC BLOCH’S BOOKS AS A SET: Members $220 / Non-members $270

Purchase at: corporatecompliance.org/products
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RUNNING EFFECTIVE COMPLIANCE & ETHICS PROGRAMS

501 Ideas for Your Compliance
and Ethics Program: Lessons from
30 Years of Practice
by Joseph E. Murphy, JD, CCEP

Author Joseph Murphy has spent his career collecting
great ideas for building an effective compliance and
ethics program. He shares 501 of them here to help
others find new ways to improve their programs. Print
and web citations are included next to each idea.
Topics covered in this collection include:
y Identifying compliance
and ethics risks
y Preparing for
investigations
y Establishing and
enforcing a program

y Evaluating
effectiveness
y Conducting audits
y Benchmarking against
industry practices
y And much more!

AVAILABLE FORMATS:
Softcover book: Members: $55 / Non-members: $70
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Ethics and Compliance on the Job
As the beacon of business ethics publications, ethikos
has shined a spotlight on ethics and compliance for
more than 25 years. This anthology of articles brings
together highly relevant and practical ideas, insights,
and advice for today’s practitioners.
Articles for this collection were selected to cover five
key subject areas:
y Establishing/promoting an ethical and
compliant culture
y Implementing effective programs
y Communicating ethics and compliance
y Training and education for ethics and compliance
y Assessing and measuring program effectiveness

AVAILABLE FORMATS:
Softcover book: Members: $75 / Non-members: $90

SCCE & HCCA 2020 Product Catalog

PUBLICATIONS FROM

INDUSTRY INSIGHTS

The Accidental Compliance
Professional: Lessons Learned from
23 Years in the Industry
by Roy J. Snell

What does 23 years in the compliance and ethics industry
teach you? In this book, former CEO and cofounder of SCCE
& HCCA Roy J. Snell tells his personal and compliance war
stories, and how they can help any compliance professional
succeed.
In an entertaining yet practical way, you’ll learn:
y The emotional intelligence and interpersonal skills
needed to succeed.
y The tools needed to fully attack and fix a compliance
problem.
y Many more lessons that you can use in your career!
AVAILABLE FORMATS:
Hardcover book + COSMOS access: Members: $39.95 / Non-members: $49.95
Softcover book + COSMOS access: Members: $29.95 / Non-members: $35.95
compliancecosmos.org/tacp

“

A thoroughly enjoyable
must-read for every
compliance professional.
The book is a wonderful
combination of all of
Roy’s best qualities:
wisdom, passion,
experience, humor, and
just the right amount of
wise cracker. I’ve known
Roy for almost 20 years
and still found I had
more to learn from him.

“

—Margaret Hambleton, CHC, CHPC,
President, Hambleton Compliance

Purchase at: corporatecompliance.org/products
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ETHICS & INTEGRITY IN THE COMPLIANCE PROFESSION
M O N T H L Y NEWSLETTER

DEMONSTRATING THE VALUE OF BUSINESS ETHICS

FEBRUARY 2020
Vol. 34 | No. 2
DEMONSTRATING THE VALUE OF BUSINESS ETHICS

+1 952.933.4977
corporatecompliance.org

A PUBLICATION FROM THE SOCIET Y OF CORPOR ATE COMPLIANCE AND ETHICS (SCCE) ®

in this issue
review of corporate
1 DOJ
compliance programs
Ethics, cognitive
3 dissonance,
and
mindfulness

On ethics:
5 Mary
C. Gentile, PhD

7 News briefs

DOJ review of corporate compliance programs
by Ron Miller
Corporate compliance programs serve an important purpose in
establishing safeguards to protect the corporation and instill a
culture of ethical and legal behavior throughout the organization.
In the worst case, corporate compliance programs may be
evaluated by U.S. Department of Justice (DOJ) attorneys to
determine mitigating factors in corporate wrongdoing.
In April 2019, DOJ issued updated guidance for prosecutors1 to
help in evaluating the role of corporate compliance programs
and whether those programs should influence prosecution
of any offenses. In particular, the guidance focused on three
primary questions. First, whether the compliance program was
well-designed; second, whether the program was being applied
earnestly and in good faith; and third, whether the program
worked in practice.

Ron Miller

A well-designed program

Prosecutors are encouraged to evaluate compliance programs on a variety of factors,
including how well the company has identified its risk profile, how well the compliance
program addresses those risks, and whether the program would be expected to detect the
sort of misconduct expected to occur in the company’s business operations.

Story Editor:
Margaret Dragon
margaret.dragon @
corporatecompliance.org
Business Manager:
Adam Turteltaub
adam.turteltaub @
corporatecompliance.org
Copy Editors:
Patricia Mees
Bill Anholzer
Design & Layout:
Pete Swanson
Contributing Editors:
Lee Essrig and Gerry Zack

STOCK PHOTOS BY STOCK.ADOBE.COM
Page 2: © Flamingo Images

Building an Ethical Culture
edited by Art Weiss

This book is for compliance and ethics professionals
who want to understand what fuels unethical behavior
in the workplace and how to build a culture that
prevents it.
This step-by-step guide shows you how to embrace
shared core values to create lasting change. You’ll
learn:
y What it means to have an ethical culture and why
it’s critical to your organization’s survival,
y How to build a solid foundation for a compliance
and ethics program that thrives,
y And more!

AVAILABLE FORMATS:
Softcover book: Members: $55 / Non-members: $70
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Assessment of risk involves analyzing business operations on a number of parameters.
The location of the business, the type of business in which the company is engaged, the
competitive pressures on the company in the marketplace, the regulatory framework
involved in the company operations, and the type of transactions in which the company
is engaged are all significant factors. Corporate compliance programs should engage in
“risk-tailoring,” which applies metrics to risk management activities and then tailors the
allocation of resources to high-risk and low-risk areas. Finally, risk assessment should be
appropriately updated and revised as circumstances change, and particularly as lessons are
learned through compliance activities.
Well-designed programs also memorialize best practices in policies and procedures. This
should include a corporate code of conduct that establishes a culture of compliance. The
manner in which the company designs and implements policies, the comprehensiveness
of the policies, employee access to policies, determining who in the organization has
responsibility for integrating policies and procedures into corporate operations, and
assessing whether key employees have been appropriately trained on their role are all
factors that are important for prosecutors assessing a compliance program.
Additionally, prosecutors should evaluate the extent to which training of employees and
communication has been designed to effectively communicate policies and procedures
based on the audience, subject matter, and sophistication of both what is communicated
and the intended audience. In this evaluation, training that employees in key control
positions have received, particularly in the context of risk-based training, and the form and
content — of both resources readily available and ongoing training — are critical. Training
and reference resources should be evaluated for effectiveness using tools such as pre- and
post-testing, as well as other metrics that show data over time.
Another parameter that can help define a well-designed compliance program is the
existence of a confidential reporting mechanism and an investigative process. Prosecutors
are encouraged to consider whether the company has a confidential reporting system,
whether it is used, how the company assesses the seriousness of reported issues, whether
investigations are properly scoped, whether investigations are conducted by qualified

ethikos
This monthly newsletter features articles by ethics and
compliance professionals, case studies, and interviews with
leaders who are shaping today’s corporate ethical cultures.
Topics include:
y Ethics and compliance training campaigns:
What are the key success factors?
y Rebuilding a diminished brand: A look at
regaining the public’s trust once it’s lost
Articles are written with the ethics and compliance
professionals’ needs in mind. They offer tips and
how-to information and provide helpful details ethics
professionals can use.

ANNUAL SUBSCRIPTION (12 MONTHLY ISSUES):
Print newsletter + COSMOS access: Members: $125 / Non-members: $135
compliancecosmos.org/ethikos
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NEW!

IntegrityWorks: Tools and Skills to
Build Integrity
by Roy J. Snell

In this book, author Roy J. Snell describes four areas we can
all work on to act with more integrity:
y Being honest with ourselves about our core beliefs
y Recognizing cognitive biases and how they affect our
decision-making abilities
y Having respectful, civil debates and listening to all sides
of an issue
y Going through a critical thinking process when solving
problems and making important decisions
Through practical tips and helpful exercises, interviews
with ethical leaders, and personal stories, Snell challenges
readers to change their thinking and do the work it takes to
build one’s integrity in their professional and personal lives.

“

THIS IS A
PROFOUNDLY
READABLE,
PRACTICAL,
EMPOWERING,
AND ENABLING
BOOK FOR ALL
OF US WHO
WOULD LIKE
TO BRING OUR
WHOLE AND BEST
SELVES TO OUR
PROFESSIONAL
ENDEAVORS.

“

—Mary C. Gentile, PhD, Author of
Giving Voice to Values: How to Speak
Your Mind When You Know What’s
Right

AVAILABLE FORMATS:
Softcover book + COSMOS access: Members $12.95 / Non-members $15.95
compliancecosmos.org/integrityworks

Purchase at: corporatecompliance.org/products
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B I W E E K L Y DIGITAL NEWSLETTER
REPORT ON

SUPPLY CHAIN
COMPLIANCE

Report on Supply Chain Compliance
In today’s competitive world, your supply chain faces an unlimited number of risks. Let Report on Supply
Chain Compliance (RSCC) keep you informed.
RSCC is a biweekly e-newsletter featuring the latest news on regulation enforcements, compliance tools,
and the evolving standards for supply chain management, covering:
y Regulation guidance
y Trade agreements and sanctions
y Data privacy and security management
y Third-party due diligence and more
Stories are written by compliance experts and knowledgeable journalists. An annual subscription includes
1.0 non-live continuing education unit (CEU) requirement for each issue read, and online access to all RSCC
articles, full of easily searchable, rich information relevant to your practice.

Biweekly annual subscription (22 issues)
Members: $300 / Non-members: $375
compliancecosmos.org/rscc
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Simplify Your Research
Get comprehensive compliance and ethics information from one reliable
online resource. Continually-updated information is available 24/7 on
COSMOS, our content platform with powerful search capabilities.

Expert Sources

Proven Practical Content

In-Depth Information

Find your answers
compliancecosmos.org

13

PUBLICATIONS FROM

PRIVACY
M O N T H L Y NEWSLETTER

Volume 20, Number 2 • February 2020

Practical News and Strategies for Complying With HIPAA

Contents

4

Judge Invalidates
OCR’s Third-Party
Requirements Under
Access Rights

4

With Support Gone for
Windows 7, Patches,
Other Steps Now
Required

6

Given Previous Efforts,
Experts Warn Of
More State-Based
Enforcement

10 Privacy Briefs

‘Any of Us Could Lose Our Deepest Secrets’:
Privacy Attorney Shares View From Trenches

HIPAA privacy and security officers might not remember his name, but they’ve
no doubt felt the ripple effects of what Neal F. Eggeson, and others like him, have
achieved. Eggeson, a solo practitioner in Fishers, Indiana, is the attorney whose client
won $1.8 million after a Walgreen Co. pharmacist illegally accessed her records.
The Walgreen case was the second of this type that Eggeson successfully brought
alleging a HIPAA violation—despite the fact that the law permits no private right of action.
In 2010, after a six-year legal battle, he won $1.25 million against a medical practice after a
patient’s HIV status was entered into a court document seeking payment for a $326 bill.
Successful privacy cases remain rare, but they do occur. Just last year, borrowing similar
legal strategies, a California man in July won a $1 million award1 against a psychiatrist who
thought he was suicidal and told his boss, which led to loss of employment.
Eggeson’s been out of the news since the Walgreen case, but that doesn’t mean
he has not been busy. Previously an appellate attorney, today privacy cases comprise
his entire practice. But Eggeson hasn’t had to go to court and is, instead, reaching
settlements for victims of privacy breaches.
Each year, hundreds of people who believe their privacy rights have been
violated contact Eggeson, and he keeps an active case load of 30, all on contingency.
As such, he has perhaps a rare if not unique perspective to share with covered entities
and business associates who don’t want to get a call from him or similar attorneys.
In this first part of a Q&A with RPP, Eggeson discusses the significance and
background of the two cases for which he is best known, personalizing in concrete
terms some of the harms that can result when privacy is violated, a concept that might
be somewhat abstract for HIPAA officials. Among the surprises: Eggeson offered to
settle his first case for $10,000, but the medical practice turned him down. And also of
note: taking appropriate actions after a breach can thwart damages.
continued on p. 7

Amid Release of Framework, HHS Pledges
Access to Records, Privacy, Interoperability

Editor
Theresa Defino

theresa.defino@hcca-info.org

Senior Writer
Jane Anderson
Copy Editor
Bill Anholzer

bill.anholzer@hcca-info.org

The year is still young, but the federal government has announced a
potentially far-reaching privacy effort that should catch HIPAA compliance
officers’ attention. And HHS Secretary Alex Azar, speaking at the recent annual
meeting of the Office of the National Coordinator (ONC) for Health Information
Technology, signaled1 his department’s intention to push forward with the
administration’s efforts to make medical records access easier for patients and to
increase interoperability of electronic health records (EHRs).
Likely of most immediate interest is the first (but finalized) version of the
“National Institutes of Standards and Technology Privacy Framework: A Tool for
Improving Privacy Through Enterprise Risk Management,” which NIST officials

continued

Published by the Health Care Compliance Association, Minneapolis, MN • 888.580.8373 • hcca-info.org

Report on Patient Privacy
Report on Patient Privacy (RPP) examines the most
pressing patient privacy issues. From HIPAA to
cybersecurity to privacy cases moving through
courts, RPP provides in-depth analysis and practical
compliance strategies from industry professionals.
Annual subscriptions include 12 issues of RPP
delivered electronically and by First-Class mail, as well
as access to a subscriber-only platform, COSMOS,
with a searchable library of past issues. Subscribers
can earn up to 12 non-live CEUs per year toward CCB
certification.

ANNUAL SUBSCRIPTION (12 MONTHLY ISSUES):
Print newsletter + COSMOS access: Members $485 / Non-members $565
compliancecosmos.org/rpp
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The HCCA HIPAA Training
Handbook, Third Edition
This handbook is for anyone who needs a basic
understanding of the privacy and security regulations
launched by HIPAA, the HITECH Act, and the Omnibus
Rule. Suitable for staff training courses, it covers:
y Who must comply with the regulations?
y When and by whom is the use or disclosure of
protected health information (PHI) permitted?
y What are the basic safeguards required to protect
the security of ePHI?
y What happens if a breach occurs?
y What are the penalties for noncompliance?

AVAILABLE FORMATS:
Softcover book: Members $25/ Non-members $30
HCCA member bulk discounts (price per copy):
10–24: $23 / 25–49: $20 / 50–74: $18 / 75–99: $16 / 100+: $15
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“
Health Care Privacy Compliance
Handbook, Second Edition
As the United States continues moving toward nationally
standardized electronic health care records to more
effectively share health information nationwide, it is
incumbent on all privacy professionals to speak the same
language. This second edition will help sort through the
complex regulatory framework and significant issues about
privacy facing health care organizations. Written by the
faculty of HCCA’s Privacy Compliance Academy, it covers:
y HIPAA Privacy and Security
y HITECH and the
Omnibus Rule
y FERPA
y The Federal Privacy Act

y
y
y
y
y

DATA PRIVACY
AND SECURITY
ARE SIGNIFICANT
ISSUES IN
VIRTUALLY
EVERY DEAL
OR DECISION
MADE BY LARGE
AND SMALL
HEALTHCARE
COMPANIES.

“

42 C.F.R. § 2
Privacy and research
Vendor relations
Payor privacy issues
And more

AVAILABLE FORMATS:
Softcover book + COSMOS access: Members: $165 / Non-members $200
compliancecosmos.org/Health-Care-Privacy-Compliance-Handbook

Purchase at: hcca-info.org/products
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DEVELOPING & IMPLEMENTING COMPLIANCE PROGRAMS

Compliance 101, Fourth Edition
by Debbie Troklus and Sheryl Vacca

Compliance 101, Fourth Edition, covers the fundamentals of healthcare compliance. Get the knowledge and tools
you need to build and enhance your organization’s compliance program. Content includes:
y The seven essential elements of an effective compliance program
y Changes in HIPAA, HITECH, the Omnibus Rule, and other federal regulations
y Step-by-step instructions for building a compliance program
y Sample compliance tools
This book is ideal for compliance professionals new to the field, compliance committee members, compliance
liaisons, board members, and others who need a foundation in compliance principles.

AVAILABLE FORMATS:
Softcover book: Members $55 / Non-members $70
COSMOS access: Members $55 / Non-members $70
Softcover + COSMOS access: Members $85/ Non-members $105
compliancecosmos.org/hcca101
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RESEARCH COMPLIANCE
M O N T H L Y NEWSLETTER

Volume 17, Number 2 • February 2020

News and Analysis for Colleges, Universities, AMCs and Other Non-Federal Entities

Contents

4

Direct Impact on
Animal Welfare Among
Noncompliance in
Studies

6

Group Offers
‘REAPPRAISE’ Checklist
to Help Ensure
‘Publication’ Integrity

7

The ‘Reappraised’
Checklist for Evaluation
of Publication Integrity
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In This Month’s E-News

As NIH Ponders Data Plan Requirement,
Stakeholders Seek Details, Long Lead Time

In what would be a major shift from what NIH has proposed, a leading
nonprofit research and open science organization is recommending that NIH require
investigators to submit a data management and sharing plan as part of their funding
applications, and to be scored on the quality of the DMSP.
As proposed in a new policy NIH issued1 in draft form in November, DMSPs
wouldn’t be due until an award has been approved and would be handled during the
agency’s “just-in-time” (JIT) process. But Sage Bionetworks of Seattle says that’s not
good enough.2
“This signals that the plan is not a valued part of the application and is, in fact,
an afterthought. NIH should factor the quality of the DMSP in its funding decision
process,” Sage leaders argue in their comments to NIH. “We recommend that the
DMSP be required as a scorable part of the application so that appropriate sharing
costs can be budgeted for at the time of application, and the plan can be included as
part of the review process.”
Sage Bionetwork’s comments are among the approximately 200 NIH has received
on the draft plan, and because NIH has not yet posted any, it is not possible to know
if this position has other supporters. However, other comments reviewed by RRC,
particularly those from the Council on Governmental Relations (COGR), offered
praise for the JIT requirement.3
Ryan Bayha, director of strategic engagement for the NIH Office of Science Policy,
which issued the draft, told RRC in January NIH is “preparing the comments for
continued on p. 8

After $5.5M FCA Settlement, Institutions Face
Bigger Risks for Mishandling Foreign Support

Editor
Theresa Defino

theresa.defino@hcca-info.org

Copy Editor
Bill Anholzer

bill.anholzer@hcca-info.org

Acting with “deliberate ignorance” and “reckless disregard” are not words that
any institution wants to hear associated with its name. But these are at the heart of
allegations—now settled—the federal government made1 against Van Andel Research
Institute (VARI), which recently became the first organization to feel the financial
sting of a crackdown on inappropriate or nondisclosed foreign involvement in U.S.
research. Previously the government has pursued only investigators, and those cases
have been rare.2
VARI agreed to pay the Department of Justice (DOJ) $5.5 million to resolve
allegations that nondisclosures and omissions violated the False Claims Act (FCA).3
Of the $5.5 million, slightly more than half is restitution and the balance is penalties.
Of note: the government specifically called out VARI’s use of a consultant, which it
said gave wrong information about what was required to be disclosed.
The independent research institution in Grand Rapids, Michigan, did not
admit to wrong-doing, and in its settlement agreement, DOJ argued only that the
organization repeatedly failed to disclose recent employment and other support that
continued
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Research Compliance Professional’s Report on Research Compliance
Handbook, Third Edition
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News Briefs

Integrity Is Seen as ‘Backbone’ of Compliance,
with ROI; Hospitals Foster Speak-Up Culture

It takes hospitals almost three months to recruit a registered nurse and last
year cost $53,600-$138,600 in recruitment, labor and overtime, according to the NSI
National Health Care Retention & RN Staffing Report.1 After all that time and money,
hospitals have a big stake in keeping nurses and other good employees by showing
them they work for an ethical organization, which means addressing compliance
and quality-of-care concerns and making clinical and business decisions that are in
the best interests of patients and consistent with the mission statement, experts say.
Otherwise, organizations risk an expensive and demoralizing revolving door, in
addition to the omnipresent threat of whistleblowers.
“If it takes $56,000 to onboard a nurse and that nurse comes into a system where he
or she feels it’s not a safe place to raise concerns, that nurse will leave, and you have to
spend another $56,000 to recruit another nurse,” said Loree Simmons, assistant director
of compliance and integrity at Novant Health, which has hospitals and clinics in North
and South Carolina and Virginia. While multiple factors contribute to an employee’s
departure, one study2 from Bentley University found that more than 80% of millennials
believe it’s a priority to work for a socially responsible and ethical company.
Encouraging a speak-up culture, which means employees report problems
without fear of retaliation, is one dimension of the emphasis on integrity and ethics.
Confidence in reporting should go hand in hand with faith in your organization’s
integrity, because it’s not always obvious what the right answer is to a compliance
question, Simmons said. But the words can’t ring hollow. “Most organizations

continued on p. 6
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At least two Medicare administrative contractors (MACs) have set their sights on
observation services, and there may be more to come. WPS is auditing observation
stays that are longer than 48 hours in a Targeted Probe and Educate review, but even
without drawn-out stays, observation billing can go awry because it’s based partly
on reporting the hours correctly, which isn’t always a straightforward proposition.
Meanwhile, National Government Services (NGS) said late last month it will deny
claims when there are errors on the Medicare Outpatient Observation Notice
(MOON). That was a shocker because compliance with the MOON—which informs
patients they are outpatients receiving observation services and not inpatients—is a
condition of participation, not a condition of payment, experts say.
“There are patients in observation who need to be there and there are patients in
observation who don’t need to be there, and we want to separate the necessary hours
from the unnecessary hours,” said Ronald Hirsch, M.D., vice president of R1 RCM,
at a Feb. 6 webinar sponsored by RACmonitor.com. The National Correct Coding
Initiative has an edit that kicks in at 72 hours, although Medicare limits coverage of
observation services to 48 hours by way of the two-midnight rule, he noted.
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