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At Presstime

New Rule Protects Patient
Privacy, Secures Information
The U.S. Department of Health and
Human Services (HHS) has moved
forward to strengthen the privacy and
security protections for health information
established under the Health Insurance
Portability and Accountability Act of 1996
(HIPAA). The final omnibus rule greatly
enhances a patient’s privacy protections,
provides individuals new rights to their
health information, and strengthens the
government’s ability to enforce the law.
The HIPAA privacy and security
rules have focused on health care pro-
viders, health plans, and other entities
that process health insurance claims.
The changes announced recently
expand many of the requirements to
business associates of these entities
that receive protected health informa-
tion, such as contractors and subcon-
tractors. Some of the largest breaches
reported to HHS have involved business
associates. Penalties are increased for
noncompliance based on the level of
negligence with a maximum penalty of
$1.5 million per violation. The changes
also strengthen the Health Information
Technology for Economic and Clinical
Health (HITECH) Breach Notifica-
tion requirements by clarifying when
breaches of unsecured health
information must be reported to HHS.
For additional information,
go to www.hhs.gov. l
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National Payers Adopt PTPN’s
Pay-for Outcomes Program for
Physical Therapy and Occupational
Therapy Services

A growing number of managed care organizations are replacing
“pay for performance” with “pay for outcomes” to ensure that
providers are delivering greater value and improved quality of
care. In response to this trend, PTPN, a national network of
rehabilitation professionals in private practice, is now working
with three of its largest contracted health plans to adopt a
first-of-its-kind pay for outcomes program for outpatient physical
therapists (PTs) and occupational therapists (OTs). In addition,
PTPN has developed a comprehensive quality report card for
rehab therapists as a tool to identify high-performing providers.

PTPN recently announced the adoption of its pay-for-
outcomes program by three of its largest contracted health

(See National Payers Adopt... page 3)

Hospital Acquisition of Physicians
and Pricing Power

David Gruber

The ongoing transformation of health care delivery led by
hospital systems is based more on the potential for pricing power
rather than care delivery innovation. The acquisition of private phy-
sician practices, ambulatory surgery centers, and diagnostic imaging
centers by hospitals has increased reimbursement payments through
Medicare and negotiated insurer rates. Outpatient departments
will increasingly subsidize inpatient activities. In addition, hospital
consolidation into larger systems has increased their ability to price
hyper-competitively with commercial insurers. Employer-sponsored
health insurance, currently providing coverage for 166 million

(See Hospital Acquisition... page 5)



Page 2 B Managed Care Outlook B February 15, 2013

EDITOR
Reba L. Kieke
Phone: 512/336-7262
Email: rebakieke@austin.rr.com

GROUP PUBLISHER
Paul Gibson

EDITORIAL DIRECTOR,
NEWSLETTERS
Ellen Ros

Editorial Advisory Board

Garry Carneal
President
Schooner Healthcare Services, LLC
Annapolis, Md.

Norbert Goldfield, MD
Goldfield & Associates,
Northampton, Mass.

James M. Jacobson
Senior Healthcare Counsel
Fresenius Medical Care North America
Waltham, Massachusetts

Peter R. Kongstvedt, MD, FACP
P.R. Kongstvedt Company, LLC
McLean, Va.

Charles Stellar
Executive Vice President
America’s Health Insurance Plans
Washington, D.C.

Maureen E. Sullivan
Senior V.P, Strategic Services
BlueCross BlueShield Assoc.

Chicago, lII.

Richard P. Kusserow
President, Chief Executive Officer
Strategic Management
Alexandria, Va.

Copyright © 2013 CCH Incorporated.
All Rights Reserved.
Managed Care Outlook (ISSN: 0896-
6567) is published twice-monthly by
Aspen Publishers, 76 Ninth Avenue,
New York, NY 10011. Send editorial
correspondence to 2107 Old Mill Road,
Cedar Park, Texas 78613. Send address
changes to Managed Care Outlook,
Aspen Publishers, 7201 McKinney

Circle, Frederick, MD 21704.

To subscribe, call 800/638-8437. For
customer service, call 800/234-1660.
Annual Subscription Rate: $632, plus
postage, handling, and appropriate
state sales tax. Single issues: $24, plus
postage, handling, and appropriate state
sales tax. Multiple-copy rates available.
This material may not be used, pub-
lished, broadcast, rewritten, copied,
redistributed or used to create any
derivative works without prior written
permisson from the publisher.
Permission requests: For information
on how to obtain permission to
reproduce content, please go to the
Aspen Publishers website at www.
aspenpublishers.com/permissions.
Purchasing reprints: For customized
article reprints, please contact Wright's
Media at 1-877-652-5295 or go to
the Wright’s Media website at www.
wrightsmedia.com.

www.aspenpublishers.com

National Briefs

New Commission to Focus on Developing State Policies to
Contain Costs: A new commission, whose members include a
former secretary of Health and Human Services; former gov-
ernors; health insurance, hospital, and physician group CEOs;
and representatives of the major purchasers of health care in the
United States, including Medicare, Medicaid, the private sector,
and consumers, has begun work to develop practical state
policies to contain health care costs. The State Health Care Cost
Containment Commission is being organized by the University of
Virginia’s Miller Center. For more details, go to millercenter.org/
policy/commissions/healthcare.

New Study Shows Ways Quality of Care Measures Can Be
Improved for EHRs: Health care providers and hospitals are
being offered up to $27 billion in federal financial incentives to
use electronic health records (EHRs) in ways that demonstrably
improve the quality of care. The incentives are based, in part, on
the ability to electronically report clinical quality measures. A new,
federally funded study by Weill Cornell Medical College Internal
Medicine demonstrates ways in which quality measurement from
EHRSs can be improved. In a large cross-sectional study in New
York state, researchers demonstrated that the accuracy of quality
measures can vary widely.

New Certification Program Identifies Medical Home Experts:
The National Committee for Quality Assurance (NCQA) has
launched a credential program — Patient-Centered Medical
Home (PCMH) Content Expert Certification — that gives
individuals a way to demonstrate their knowledge of the NCQA
PCMH Recognition program. PCMH Content Expert Certifica-
tion offers PCMH advocates and coaches a way to stand out from
their peers by demonstrating their knowledge and understanding
of the NCQA PCMH model. The new program gives practices
seeking NCQA Recognition as medical homes a way to gauge the
qualifications of the growing numbers of consultants and other
professionals who often help practices become medical homes.

Commission Offers New Strategy to Slow Spending Growth:
A synergistic set of policies that would accelerate health care
delivery system innovation could slow health spending growth by $2
trillion from 2014 to 2023, according to an analysis released by the
Commonwealth Fund Commission on a High Performance Health
System. The report, Confronting Costs: Stabilizing U.S. Health
Spending While Moving Toward a High Performance Health Care
System, describes a comprehensive set of policies to change the
way public and private purchasers pay for care, enhance consumers’
choices of high-value care, and address the market forces driving up
costs and estimates their potential to reduce cost growth. B
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National Payers Adopit...

(from p. 1)

plans in California — Cigna, HealthNet,

and Aetna. The pay-for-outcomes program
recognizes and rewards providers who meet
the highest standards in getting patients better
efficiently. The incentive plan is based on the
PTPN Rehab Outcomes Index (ROI), a com-
prehensive quality report card for outpatient
PTs and OTs. Providers who earn the incentive
are paid on fee schedules ranging from 5 per-
cent to 12.5 percent higher than normal.

The PTPN ROl is a proprictary evaluation
system that combines key quality and perfor-
mance data on PTPN therapists into a provider
report card format. The index includes seven
quality measures collected through the PTPN
Outcomes Program, Quality Assurance Program,
and Credentialing Program. To qualify for a
bonus from payers, PTPN offices must meet cri-
teria that demonstrate excellent patient outcomes
and lower than predicted visits. Rewarding the
providers who rank highest in these categories —
and therefore are the most efficient providers —
saves insurers money on a per patient basis, even
if the therapists are paid more per visit.

“The program looks at two key benchmarks:
outcomes and efficiency,” explains PTPN Vice
President Nancy Rothenberg. “The outcomes
benchmark measures the difference between
how well the patient got compared to how well
other similar patients got nationally — given
what he or she came into the clinic with and any
related issues; all of the data are risk adjusted.
The efficiency benchmark measures how well
the patient got per visit — again, compared to
how well other similar patients got. The goal
is to have the same or better results in terms of
both therapy outcomes and visits.”

A convincing piece of data for Cigna, Aetna,
and HealthNet is that those offices that scored
above the benchmark for both outcomes and
efficiency — which means they got the patient
better than expected and did it more quickly
than expected — had a third fewer visits per case
than those who do not meet those benchmarks,

says Rothenberg. “We were able to show these
payers that, even if you pay the providers more
per visit, you are still going to save money if you
are saving on the amount of visits per case. That
not only rewards good outcomes, but it incentiv-
izes the other offices to have good outcomes and
efficient treatment because they see they can get
paid more per visit. The eventual goal is to have
all the providers meeting benchmarks and being
rewarded, which would bring costs down and
outcomes up.”

Rothenberg stresses that visits are only part
of the equation. “If a therapy office treats
patients for many visits, but that is appropri-
ate given the nature of the patients’ cases as
compared to similar patients in the database,
they can still qualify for the bonus program
if they get good outcomes. Conversely, an office
that treats patients for only a few visits but does
not get good outcomes will not qualify.”

Rothenberg states that PTPN also discusses
the impact of good therapy outcomes on down-
stream costs with payers. “Effective therapy can
save the payers money on physician visits, addi-
tional surgeries, and pharmacy costs. The costs
of higher reimbursement for a therapy visit, or
even for longer treatment if needed, is more than
offset by the savings on extra health care costs
for therapy that does not get the patient back to
an acceptable level of function.”!

Practices in the ROI are compared to
national benchmarks, not to each other, notes
Rothenberg. This means they have to achieve
actual goals, not just be better than the next guy.
“When you only look at an average, there will
always be someone below or above that average.
When you look at actual benchmarks, however,
all of the practices can meet the goals and
achieve success, and we feel that is important.”

One highlight of the third-party software
engine that drives the PTPN Outcomes
Program is its ability to provide risk-adjusted
measurements. Benchmark and outcome
expectations are based on comparing a patient

(See National Payers Adopt... page 5)
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Northeast

Indigo Insurance Services
Expands Stop-Loss Protections
for Employers: Indigo Insurance
Services, a wholly owned
subsidiary of Blue Cross Blue
Shield of Massachusetts, has

Regional Briefs

South

Aetna, Univita Health Work
Together to Help Reduce
Hospital Readmissions: Aetna
and Univita Health will be
offering a transitional care
program to Aetna Medicare

added health care compliance
services to its growing suite of Stop-Loss cov-
erage benefits. Through a new partnership with
Enquiron, a provider of high-touch consulta-
tive solutions for employers nationwide, Indigo
will help businesses that self-fund health care
for their employees navigate the labyrinth

of related laws and regulations. Enquiron’s
consultative health care compliance approach
combines legal advice with online tools and
resources, not only for the employer but for
brokers and third-party administrators as well.
Compliance attorneys will answer employers’
legal and compliance questions while guiding
them through new laws and regulations.

Midwest

Cigna, Franciscan Alliance Join in
Collaborative Accountable Care Initiative
in Indianapolis: Franciscan Alliance and
Cigna have launched an accountable care
initiative aimed at improving the quality of
care for Cigna customers in the Indianapolis
area. The collaboration will focus on provid-
ing coordinated, cost-efficient health care to
improve the overall health status of the Cigna
population in Central Indiana. To achieve
enhanced care coordination, healthier people,
and lower overall costs for patients, the
collaboration will focus on identifying and
implementing long-term strategies aimed at
ensuring health care remains accessible and
affordable for Cigna customers in Indianapolis.
Franciscan Alliance and Cigna will work
together, sharing clinical and care management
information to provide coordinated, compre-
hensive health care services. Each organization
will have aligned incentives to improve
health care quality and patient service while
reducing costs.

Advantage members in Texas.
The program began in January for Medicare
Advantage eligible members who are dis-
charged from selected hospitals in Houston,
Dallas, Fort Worth, Austin, and San Antonio.
The transitional care program will help Aetna
Medicare Advantage members to transition
smoothly from a hospital or skilled nursing
facility to their home and prevent avoid-

able hospital readmissions. Similar programs
administered by Aetna and Univita use
evidence-based approaches and have been
shown to reduce avoidable hospital
readmissions significantly.

Amerigroup to Expand in Florida: Ameri-
group, a wholly owned subsidiary of WellPoint,
Inc., recently announced that Amerigroup
Florida, Inc. has been selected by the Agency
for Health Care Administration (AHCA) to
provide services for the Long-Term Care
Managed Care program in Miami-Dade and
Broward counties, two of the largest service
areas in Florida. Amerigroup has provided
health care coverage in Florida since 2003 and
currently serves members in the Medicaid,
Children’s Health Insurance Program,
Supplemental Security Income/Aged, Blind
and Disabled, and Long-Term Care programs
in 61 counties. The company also offers
Medicare Advantage plans in several counties.

West

Premera Blue Cross Joins the Benefitfocus
Cloud: Premera Blue Cross has selected the
Benefitfocus® Platform for integrated deci-
sion support and online enrollment for new
and existing employer customers. As a leading
health plan provider in the Pacific Northwest
and independent licensee of the Blue Cross Blue
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Shield Association, Premera adopted Benefitfocus
cloud-based technology for an end-to-end
solution that allows customers to shop and
compare benefits in an online marketplace
setting. Premera will also leverage Benefitfocus
claims analysis tools to help consumers explore
plan options while providing more visibility
into out-of-pocket costs. Premera went live on
the Benefitfocus Platform January 15, 2013.

Health Net Awarded Medi-Cal Dental
Contracts: The California Department of

Health Care Services has awarded Health Net
of California, Inc., a subsidiary of

Health Net, Inc., five-year contracts to
continue providing Medi-Cal managed care
dental benefits in Los Angeles and Sacramento
counties. Health Net began providing

services under the Sacramento contract

on January 1, 2013, and is scheduled

to begin providing services under

the Los Angeles contract by July 1, 2013,
subject to the parties agreeing to final

terms and conditions. B

National Payers Adopit...

(from p. 3)

to the experience of similar patients — similar
in gender, age, diagnosis, acuity, other health
issues, and many other factors that influence a
patient’s ability to improve.

“You can’t just compare a specific patient
to the aggregate data of millions of therapy
patients. It has to be more focused,” says
Rothenberg. “We have actually seen large
organizations say things like, “The average visit
in your area took X length of time, and that is
what you should be aiming for.” But looking at
the ‘average visit’ likely isn’t going to tell you
what you need to know about a specific, indi-
vidual patient. There are different comorbidites
and age factors and a host of other influences
that may impact the level of therapy that a
patient receives. Risk adjustment allows real
comparison and real measurement.”

PTPN’s mandatory outcomes measurement
system is powered by Focus on Therapeutic

Outcomes (FOTO), a third-party software
engine. Patients complete computerized sur-
veys at intake and discharge, which are uploaded
to FOTO for comparison to a national data-
base. Both PTPN and its member offices receive
reports from FOTO based on these data.

“The use of a third-party system to measure
outcomes has two benefits,” notes Rothenberg.
“First, we are comparing our providers to a
larger universe, not just to ourselves. Second,
we cannot game the system. If you have your
own data, presumably you could do whatever
you want with that data to make it look like
you want, but our data goes from the providers
to FOTO, and then we receive reports contain-
ing the data. We simply take the information
we get and go from there.”

For additional information about the program,
£0 to www.ptpn.com.

Endnote:
1. For additional information on downstream cost savings,
go to www.ncbi.nlm.nih.gov/pubmed/22614792. B

Hospital Acquisition...

(from p. 1)

Americans, is likely to see a rebound in premium
growth during the next few years."!

Hospitals are increasing their focus
on outpatient visits and procedures.

Hospital profit margins, as a percentage of
revenue generated by private (commercial)
insurance, are higher for outpatient services
than those of inpatient services. The opposite
is true for Medicare margins; outpatient mar-
gins in 2008 of —12.9 percent were lower than
inpatient margins of —4.9 percent.”> Hospital
system leadership increasingly recognizes the
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importance of outpatient service growth due
to cost containment measures being applied to
inpatient care, a segment that still accounts for
the majority of hospital net revenues.’ Lower
inpatient margins are likely. For example,
Brigham and Women’s Hospital in Boston,

a Partners Healthcare and Harvard Medical
School affiliate, generated $1,506 million in
revenues in 2009; $993 million (66 percent)
inpatient, and $513 million (34 percent) outpa-
tient. In 2010, revenues reached $1,541 million,
up 2.4 percent, though with a different service
line mix — $878 million (57 percent) inpatient,
$664 million (43 percent) outpatient.*

Physician practice acquisitions are central to
increasing outpatient services. According to the
Advisory Board, 40 percent of primary care
physicians and 25 percent of physicians were
employed by hospitals in 2010 as compared
with 20 percent and 5 percent just 10 years ago,
respectively.’

For most outpatient services, hospitals
receive significantly higher reimbursement
than office-based in their outpatient facilities
than private physicians.

Fee-for-service (FFS) spending by Medicare
for outpatient services across all settings has
substantially increased from $27 billion ($811
per beneficiary) in 2005 to $37 billion (§1,181 per
beneficiary) in 2010, reflecting a compound
annual growth rate (CAGR) of 6.5 percent.®
Outpatient volume continued to grow, whereas
inpatient admissions per FFS beneficiary
declined 1 percent per year during the past five
years. Outpatient spending growth reflects a
combination of continued shift from inpatient to
outpatient services and the acquisition of inde-
pendent physician practices by hospital systems.
Hospital outpatient department (OPD) volume
increased 6.7 percent from 2009 to 2010, while
hospital discharges declined 1.1 percent.’

“Provider-based” or “hospital-based out-
patient” payments refer to the billing process
for services rendered in a hospital outpatient
department, including hospital clinics or non-
hospital locations. Upon acquisition, physician

practices are considered an outpatient hospital
department and, therefore, subject to higher
reimbursement.

According to a Medicare Payment Advisory
Commission (MedPAC) report, evaluation and
management (E&M) office visits (CPT 99213)
are reimbursed 80 percent higher by Medicare
if they are performed in a hospital outpatient
department, as compared with free-standing
physician clinic. Two charges are issued to
Medicare patients visiting an outpatient
department: a professional (physician) fee and
a facility (hospital) charge. The professional fee
is $49.27, whereas the facility charge is $75.13
for a total payment of $124.40. The same
E&M service from a free-standing, office-based
physician results in a payment of $68.97.

The MedPAC report also claims Medicare
payment rates for surgical services are 74 per-
cent higher in hospital outpatient departments
(OPDs) than in ambulatory surgery centers
(ASCs). Ambulatory surgical centers furnish
outpatient surgical services to patients who do
not require hospitalization and do not expect
an overnight stay after surgery. In 2010, 5,300
Medicare-certified ASCs served 3.3 million fee-
for-service beneficiaries at a cost of $2.7 billion
or $818 per beneficiary.®* An OPD premium of
74 percent implies a new cost of $4.7 billion or
$1,423 per beneficiary.

The Medicare fee schedule is also higher for
OPD diagnostic imaging studies. A blended
technical (facility) fee reimbursement analysis
of diagnostic imaging services, irrespective of
the type of payer (government, commercial)
further highlights the revenue disparity between
hospital outpatient department and freestand-
ing outpatient imaging centers, with an average
reimbursement disparity of 141 percent.’

In part, Medicare unintentionally provides
hospitals an economic incentive to acquire
physician practices and joint venture with
ambulatory surgery centers and imaging
centers, despite its impact on local market
competition, pricing, and total health care
expenditures.
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Large hospital systems also obtain higher
reimbursement rates for physician services
from commercial insurers.

In a major research brief by the Center for
Studying Health System Change, Paul Ginsburg
highlighted the pricing power of provider
systems within eight health care markets. An
analysis of payment rates by Aetna, Anthem
BCBS, Cigna, and United Health highlighted
a wide variation in reimbursement across
markets. The average inpatient reimbursement
rate, as a percentage of Medicare, ranged from
147 percent (Miami-South Florida) to 210
percent (San Francisco), whereas the average
outpatient reimbursement rate ranged from
234 percent (Cleveland) to 366 percent (San
Francisco). Reimbursement by commercial
payers, on a relative basis to Medicare, is
higher for outpatient visits and procedures
than inpatient stays.

Commercial insurance payment variation
within a specific market was even greater for
inpatient care, with a range of 84 percent for
the 25th percentile of inpatient payment (Los
Angeles) to 418 percent for the highest reim-
bursed hospital; comparable outpatient ranges
across all markets were 184 percent for the 25th
percentile and 312 percent for the hospital with
the highest payment rate, respectively. Insurers
often cited higher payment rates to large
hospital systems as a growth driver of employer
insurance premiums. The average private
insurer physician payment rates as a percentage
of Medicare varied by specialty and ranged
from 100 to 250 percent of Medicare in most
geographic areas.'”

The American Medical Association raises
potential for conflict of interest associated
with physician practice acquisitions."

Given the high level of physician acquisition
activity by hospitals, the AMA felt compelled to
recently issue a policy statement to remind physi-
cians about the paramount importance of patient
welfare relative to economic interests. Physicians’
conflict of interest with their employers is nearly
inevitable. Hospital employment contracts often

discourage referrals to non-affiliated physicians,
facilities, or labs (assuming no difference in ser-
vice, quality, or outcomes).

Physician compensation is often based on
a combination of salary and bonus, the lat-
ter based on productivity, quality of care,
and patient satisfaction. Cost-effectiveness is
usually not considered unless the hospital is
paid on a capitated basis or is a participant in a
payment bundling or ACO pilot.

Other physician-hospital conflicts may result
from treatment restrictions based on selective
use of evidence-based medicine guidelines or
measures of service line profitability. A promi-
nent cardiologist and member of the National
Commission on Physician Payment Reform has
reported situations where Medicaid patients did
not receive implantable defibrillators due to the
high cost of the device.'?

Accountable care organizations (ACOs)
sponsored by hospital systems will be priced by
Medicare against a high ceiling of reimbursement,
thereby facilitating their profitable transition to
capitation; near-term cost savings will be limited.

ACOs represent an extension of the success-
ful Physician Group Practice demonstration,
initiated in April 2005, that offered performance
bonuses to 10 large group practices if they met
quality and cost-efficiency target metrics. An
ACO may include primary care physicians, spe-
cialists, and care extenders (nurse practitioners,
physician assistants) in not only a group prac-
tice setting but also networks of practices and
partnerships or joint ventures among providers,
hospitals, insurers, and others. Requirements
include a legal structure for payment distribu-
tion, a program commitment of at least three
years, and adequate primary care capacity to
treat at least 5,000 patients. Waivers from the
anti-kickback statute and physician self-referral
(Stark) law may be required. Patients in
Medicare Advantage plans are excluded from
the shared savings program.

According to the Congressional Research
Services, “in each year of the three year
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agreement period, an ACO will be eligible

for a shared savings payment if the estimated
per capita Medicare expenditures for Part A
[hospital] and Part B [professional services],
adjusted for beneficiary characteristics is at
least the specified percentage below the appli-
cable benchmark.”"® ACO benchmarks will
incorporate the high rate of pre-existing OPD
Medicare reimbursement.

Conclusion

Market consolidation among hospitals and
physician groups, combined with “captive”
self-referrals to hospital system inpatient,
outpatient, diagnostic imaging, and laboratory
facilities, are likely to lead to a spike in health
care inflation. Higher reimbursement provided
by Medicare and commercial insurers to hospital
outpatient departments for the same service
provided pre-acquisition provides hospitals a
“window of opportunity” to strategically
re-align hospital operations to a cost constrained
care delivery system. Physician practice man-
agement, historically a source of operating loss
for many systems, could be re-aligned around
primary and secondary prevention, the entire
care continuum, IT connectivity, and consumer
(patient) self-management.

MedPAC, in its most recent report, sug-
gested that Medicare should promote market
competition by paying a similar rate for the
same services irrespective of service location.
Commercial insurers will eventually follow
Medicare’s lead. Market consolidation does
not imply a more efficient and effective care
delivery system. Higher operating profits to
major hospital systems will only beckon the
need for capitation and the transfer of financial
risk to providers. The time for implementation

of fundamental (strategic) change in care
delivery is now.

David Gruber, MD, is the Director of Research at
Alvarez & Marsal, Healthcare Industry Group. He can
be reached at dgruber@alvarezandmarsal.com.

© Copyright 2013 Alvarez & Marsal Holdings, LLC. All
Rights Reserved. Reprinted with Permission. ll
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Board Oversight Plays a Key Role in
Treating Pharmaceutical Misconduct

While it may not be breaking news that
pharmaceutical companies are making head-
lines for legal and ethical violations, the focus
on off-label marketing and other misconduct
in the pharmaceutical industry shows no signs

of slowing down any time soon, which begs the
question: why do these corporate cultures allow
it, and why are compliance violations appar-
ently seen as a cost of doing business in these
companies? In this article, Mary Bennett, vice
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president of the Ethical Leadership Group,
part of NAVEX Global, discusses key failures
that typically occur within these organizations
and what needs to be done to bend the curve at
the highest level possible.

Many of the most notable headlines in the
pharmaceutical industry recently have involved
oft-label marketing, acknowledges Bennett. A
second key problem area has been poor manu-
facturing techniques. Both are troubling in this
day and age, she adds. “Given the huge settle-
ment dollars and growing focus by the federal
government to seek out those who violate the
law, why do we still have such a big problem
with oft-label marketing and poor manufactur-
ing in this industry? There are things that can
be done to prevent it.”

In many of the settlements, whistleblowers
had come forward within the organization —
or tried to come forward — but their concerns
were ignored or discounted, notes Bennett.
Unfortunately, these organizations typically
lack a culture that encourages open communi-
cation, which can make it difficult to see results.
Not to mention, the financial incentives for
maintaining the status quo can “muddy the
waters” when it comes to addressing potential
issues that have been identified, she adds.

“There is a lot of money getting pumped into
[research and development] in these organiza-
tions. Making sure they recoup that investment
plus make a profit puts a lot of pressure on
sales,” says Bennett. “The companies and the
sales people have significant incentives to maxi-
mize product sales. There is a lot at stake. For
many, it becomes an ongoing balancing act —
do whatever it takes to sell more drugs, but stay
out of the headlines.”

Having a strong, ethical corporate culture is
absolutely critical, stresses Bennett. “If the only
message employees hear is, ‘Make the financial
goal. It’s the only thing that matters,” that will
become the highest priority. To really turn the
ship will require a shift in culture, and cul-
ture is shaped by leadership. When the board
and leadership do not clearly communicate

and enforce the balanced goals of making

the numbers and doing it the right way, lines
can get blurry. This is especially true in areas
where it is so easy to walk close to the edge or
step over the line. In the absence of a culture
that embraces doing the right thing, people

are going to fill in the ‘how’ themselves, and
oftentimes they will think they are doing it for
the good of the company. They may have good
intentions, but that doesn’t make it right. There
must be a culture that very clearly stresses the
importance of being above reproach.”

The pharmaceutical industry is not unique
in its struggle to create and maintain corporate
cultures of integrity, but it seems to be a late
addition to the list of federally investigated
health care organizations. Physicians, clini-
cal laboratories, hospitals, and other provider
organizations have long been targeted because
they receive reimbursement from federal health
care programs, such as Medicare. Violation of
program rules bleeds out the same federal cof-
fers that must pay for appropriate services.

“You can go after hospitals for fraud, waste,
and abuse, but what kind of fines and penalties
are you going to collect?” asks Bennett. “Most
hospitals don’t have a lot of cash. If you think
of it simply as a business proposition, from the
government’s perspective, going after the ‘deep
pockets’ makes the most sense.” Those deep
pockets are found in the last health care strong-
hold — the pharmaceutical industry.

Board Governance

Ultimately, the board is responsible (and
liable) for compliance program oversight
within an organization, notes Bennett. There
are several steps organizations can take to
increase the likelihood of lawful and ethical
behavior. First, boards need to be uniformly
equipped and educated to determine what
questions to ask and what to expect from their
compliance programs to foster a culture that
prevents wrongdoing. Second, pharmaceutical
boards must set up clear incentives and behav-
ioral expectations — especially in notoriously
gray areas, such as off-label marketing. Third,
companies must focus on high-risk areas and
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* What information do you get to give
you comfort that compliance risks are
covered?

* Do leaders set the right tone? How are they
perceived by employees?

* Do we have a “make plan at all costs
culture?” Is candor rewarded or punished?
What about fear of retaliation?

* How are we at discipline? Are top
performers and high-level people held
accountable to the code of conduct in the
same way as other employees?

Figure 1: Is Your Board Asking Compliance These Tough Questions?

» Are there any risks that aren’t being
addressed as they should be?

* Do you have visibility to business unit
compliance?

* Do you have the resources you need to do
your job appropriately?

* Do you feel you have access to the CEO
and us whenever you need it?

* What trends in issue types or company
locations are you seeing?

* Is there anything we should know? What
keeps you up at night?

take appropriate and consistent corrective
action as needed, even when it is difficult. And
finally, companies must not allow practices
that do not align with internal standards to
continue or repeat — a task that may require
an overhaul of the company’s culture and
upgrades to the compliance program.

“The board must set the tone in an organi-
zation,” says Bennett. “They need to be very
clear about their expectations of leadership;
that includes how compensation is set in the
organization. What are you paying people
to do? Because what you pay for is what gets
done. What kind of risk controls are in place?
How are these controls being evaluated, and
improved? The full board is responsible for this.
Often people think compliance oversight is only
the responsibility of a board committee, but
that’s not true. The committee of the board has
the tactical job of hearing the reports and hav-
ing discussions with the compliance officer, but
the full board is responsible — and culpable —
for oversight, which can be overlooked.”

The board also needs to be savvy about the
questions to ask that will give a clear picture
of the compliance program’s effectiveness and
whether there is a culture focused on integrity,
which is broader than just a culture of com-
plying with the rules, says Bennett. Figure 1
includes a list of tough questions the board
needs to be asking.

“There must be swift consequences when
there are violations,” continues Bennett.
“Sometimes boards, like any other group of
managers, are squeamish about disciplinary
action when a high-level leader or a great finan-
cial performer steps out of line, but they cannot
back down, regardless of who is involved. If
they do not act decisively, they can open up
themselves and the company to a number of
negative consequences.”

Some companies have set up funds to pay
federal fines when they break the law, as if it is
just part of doing business. That is particularly
distressing, says Bennett, because it means that
these companies are sending a message that
wrongdoing is simply a line item on their budget.
Misconduct is not just tolerated; it is expected.
Few people would want to work for, do business
with, or invest in a company like that, she adds.

“There will always be rogue employees and
people who are trying to get around the rules,
but that doesn’t mean that companies need to
go about business as usual,” says Bennett. “They
must continue to build and maintain strong,
defensible compliance programs and ethical
cultures that are supported throughout the orga-
nization. It’s a tall order, but it’s the only way to
course correct in an industry that continues to
make headlines for wayward practices. It’s time
to take a tougher stand against these behaviors,
and that starts all the way at the top.” H
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Express Scripts Infographic Offers a Snapshot of
the Growing Epidemic of Prescription Drug Abuse

Each year, an estimated 15,000 people premiums, health care costs, benefit costs,
die in the United States as a result of and taxes.
prescription drug overdoses, which also
lead to 1.2 million emergency room visits Figure 1 provides an overview of the growing
annually. New data show that abuse of these challenge of prescription drug fraud and abuse
drugs is deadlier than cocaine and heroin in this country. Express Scripts, which created
combined. the infographic, is partnering with government
agencies and a national network of health care
According to statistics just released by providers to end this epidemic.
Express Scripts, Inc., many of these abused
prescription drugs are obtained fraudulently. To access a blog with additional information,
Unfortunately, the cost for this fraudulent go to lab.express-scripts.com/pharmacy-waste/
behavior is spread across the board — through prescription-drug-fraud-and-abuse. B

Figure 1: America’s Other Drug Problem

(Rx Abuse and Pharmacy Fraud Deadlier than Cocaine and Heroin Combined)
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Standard Written Checklists Can Improve
Patient Safety during Surgical Crises

When doctors, nurses, and other hospital
operating room staft follow a written safety
checklist to respond when a patient experiences
cardiac arrest, severe allergic reaction, bleeding
followed by an irregular heart beat, or other
crisis during surgery, they are nearly 75 percent
less likely to miss a critical clinical step, accord-
ing to a new study funded by the U.S. Depart-
ment of Health and Human Services’ Agency
for Healthcare Research and Quality (AHRQ).

While the use of checklists is rapidly becom-
ing a standard of surgical care, the impact of
using them during a surgical crisis has been
largely untested, according to the study. “We
know that checklists work to improve safety
during routine surgery,” says AHRQ Director
Carolyn M. Clancy, MD. “Now, we have
compelling evidence that checklists also can
help surgical teams perform better during
surgical emergencies.”

Surgical crises are high-risk events that can
be life threatening if clinical teams do not
respond appropriately. Failure to rescue surgi-
cal patients who experience life-threatening
complications has been recognized as the biggest
source of variability in surgical death rates
among hospitals, the study authors note.

For this randomized controlled trial, investi-
gators simulated multiple operating room crises
and assessed the ability of 17 operating room
teams from three Boston area hospitals — one
teaching hospital and two community
hospitals — to adhere to life-saving steps
for each simulated crisis.

In half of the crisis scenarios, operating room

teams were provided with evidence-based,
written checklists. In the other half of crisis
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scenarios, the teams worked from memory
alone. When a checklist was used during a
surgical crisis, teams were able to reduce the
chances of missing a life-saving step, such as
calling for help within 1 minute of a patient
experiencing abnormal heart rhythm, by nearly
75 percent, according to the researchers.

Examples of simulated surgical emergencies
used in the study were air embolism (gas
bubbles in the bloodstream), severe allergic
reaction, irregular heart rhythms associated
with bleeding, or an unexplained drop in
blood pressure. Each surgical team consisted
of anesthesia staff, operating room nurses,
surgical technologists, and a mock surgeon or
practicing surgeon.

“For decades, we in surgery have believed
that surgical crisis situations are too complex
for simple checklists to be helpful. This work
shows that assumption is wrong,” says Atul
Gawande, MD, senior author of the paper, a
surgeon at Brigham and Women’s Hospital
and professor at the Harvard School of Public
Health. “Four years ago, we showed that com-
pleting a routine checklist before surgery can
substantially reduce the likelihood of a major
complication. This new work shows that use of
a set of carefully crafted checklists during an
operating room crisis also has the potential to
markedly improve care and safety.”

Hospital staff who participated in the study
said the checklists were easy to use, helped
them feel more prepared, and that they would
use the checklists during actual surgical
emergencies. In addition, 97 percent of
participants said they would want checklists
to be used for them if a crisis occurred during
their own surgery. B




