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Prescription drug audit
in the OIG’s Work Plan

Brian Veeneman, a lawyer
with Hall Render, has been
named to the Kentucky Rising
Stars list.
See more people on
the move on page 4

A valuable resource that providers can use to
enhance their compliance programs annually.
By Nicholas Gonzales
T h e O f f ic e
of Inspector
General’s (OIG)
Work Plan for
F i s c a l Ye a r
2015 (Plan)
provides insight
into t he OIG’s
potent ia l aud it
and enforcement
GONZALES
activities,
spec i f ica l ly add ressing t he Pla n’s
initiatives related only to pharmacies
and Medicare Part D plan sponsors
(Sponsor s) a s wel l a s Med ica id
Review issues.

KAHCF Quality Summit
April 14-15
Added Topic
The following topic was added to the
“Part D – Prescription Drug Program”
section of the 2015 Plan:
Recommendation Follow-Up: Oversight
of Conflicts in Medicare Prescription Drug
Decisions. The OIG plans to determine
what steps CMS has taken to improve
its oversight of Sponsors’ Pharmacy and
Therapeutics (P&T) committee conflictof-interest procedures.
A pre v ious OIG repor t, Gaps
in Oversight of Conflicts of Interest in
Medicare Prescription Drug Decisions
(OEI-05-10-00450), found that CMS
does not adequately oversee Sponsors’
P&T committee compliance with federal
conflict-of-interest requirements.

The OIG Will Continue Auditing
- Comparison of Medicare Part
D and Medicaid Pharmacy
Reimbursement and Rebates
- Additional reviews of pharmacies
identified in a prior OIG report as
having questionable Part D billing
- Medicare Part D claims duplicated
in Medicare Part A or B and the
extent to which sample Part
D claims are supported
- Review Medicare Part D payment
for HIV drugs for deceased
beneficiaries in 2012
- Drugs dispensed from a retail
pharmacy that has, in effect, a
discount generic drug program
(for example, $4 for a 30-day
supply of certain medications)
- Quality of Sponsor data used
in calculating Medicare Part
D coverage-gap discounts
- Sponsors’ documentation of
their administrative costs when
submitting annual bid proposals
to the Centers for Medicare &
Medicaid Services (CMS)

Events

- Sponsors’ discrepancies
between negotiated and
actual rebates received from
pharmaceutical manufacturers
- Re-opening Sponsors’ final
payment determinations
- Savings potential from adjusting
CMS and Sponsors’ risk
corridors, which determine the
amount of unexpected profits
or losses that they share
- Sponsors’ reporting of direct and
indirect remunerations, which
include rebates, subsidies and
other price concessions from
manufacturers and pharmacies,
among other sources
- Review CMS policies for reopening
final payment determinations
and determine adequacy
of Sponsor compliance and
Sponsor-submitted data
- The extent to which Sponsors’
drug formularies include
drugs commonly used by
dual-eligible beneficiaries

Drug Reviews
W hile the fol low ing topic is
directed towards each State’s operation
of its Medicaid program, the OIG’s
focus on this issue may cause states to
in turn conduct audits of participating
pharmacies:
States’ use of Medicaid drug utilization
review to reduce the inappropriate dispensing
of opioids. The OIG will review the
education and enforcement actions that
States have taken based upon information
generated by the States’ drug utilization
review (DUR) programs related to the
inappropriate dispensing and abuse of
prescription opiates.
The OIG will also review State
oversight of MCOs’ DUR programs in
regards to inappropriate dispensing of
opiates.
Prescription Drugs
The following topics are repeated
in the 2015 Plan, indicating that the
OIG will continue to audit and review
these areas:
− Covered uses for Medicare Part B drugs
− Part B payments for drugs purchased
under the 340B program
− Comparison of average sales price to average manufacturer prices for Medicare
Part B drugs
− Payments for immunosuppressive drug
claims with KX modifiers
− Medicare payments for outpatient drugs
and administration of the drugs
For the complete Plan, see oig.hhs.
gov/reports-and-publications/archives/
workplan/2015/FY15-Work-Plan.pdf.
Nicholas Gonzales is with Hall, Render,
Killian, Heath & Lyman.

Attend an Awards
Luncheon and hear
Kentucky’s Gubernatorial
candidates address longterm care issues.
See the full calendar on page 6

Price transparency in healthcare
Price transparency is a necessary tool to engage
consumers in improving their health and involving
them in their healthcare.
Read more on page 3

From the Corner Office
Each month Medical News catches
up with a healthcare leader in
Kentucky. This month, meet
Anthony Zipple, president and
CEO of Seven Counties Services.
Read more on page 10

Business associates or covered
entities, take heed
There are sweeping changes to the Privacy and
Security Rules since they were first implemented.
Read more on page 12

ABOUT THIS ISSUE
Pharmacy
This month, Medical News takes a closer look
at the pharmacy industry in our region. We
explore why it is a risk to accept manufacturer
copayment coupons for federal healthcare
program beneficiaries. Also, we learn how
an independent pharmacy in Louisville, Ky. is
incorporating the “Music and Memory” program
in their care of dementia patients. Finally, we
get a pharmacy update from Sullivan students at
University College of Pharmacy.
Articles begin on page 13

Serving Kentucky and Southern Indiana
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St. Elizabeth builds new medical
office facility

New state report on ACA, primary
care doctors

St. Elizabeth Healthcare and St.
Elizabeth Physicians are building a
75,000 square foot medical office facility in Dearborn County, Ind., that will
serve as a multi-specialty center as well
as an expanded primary care office for
St. Elizabeth Physicians’ Hidden Valley
doctors. The new building is expected to
be open by early 2016.

The expansion of health insurance coverage achieved through
the Affordable Care Act (ACA)
will increase demand for healthcare services only slightly once
the law is fully implemented, according to a new Commonwealth
Fund analysis, and the health system will be able to accommodate
this increased demand.
Findings from the report
align with those of the recent
Commonwealth Fund ACA
Tracking Survey, which found
that 75 percent of people with
new Medicaid or ACA marketplace coverage who had tried to
find a new primary care doctor
since enrolling in their new plan
found it was very easy or somewhat easy to do so. Of those who
found a doctor, 67 percent were able to
get an appointment within two weeks.
View the report, “How Will the
Affordable Care Act Affect the Use of

Lexington Clinic breaks ground on
new location
Lexington Clinic broke ground
on a new location, Lexington Clinic
Beaumont. The new location will combine two of Lexington Clinic’s existing
locations, Lexington Clinic Palomar
Family Health Centre and First Choice
Walk-In Urgent Care. The new location
will be built in cooperation with Brett
Construction Company. Completion of
Lexington Clinic Beaumont is expected
in October 2015.

Lexington Clinic physicians and representatives
from Brett Construction Company break
ground at Lexington Clinic Beaumont.

Source: “How Will the Affordable Care Act
Affect the Use of Healthcare Services?,”
Sherry Glied and Stephanie Ma

Healthcare Services?” at commonwealthfund.org.

Be a part of the 2015

LONG-TERM
CARE GUIDE
published by

Contact Ben Keeton at (502) 813-7403 or ben@igemedia.com for details.
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Price transparency in healthcare
A necessary tool to engage consumers in improving their health,
involving them in their healthcare.
By Susan Zepeda
Kent uck y is
experiencing rapid
changes in healthcare.
There are record numbers of newly-enrolled
Kentuckians in both
public and private
insurance. With the
ZEPEDA
movement toward value-based healthcare and a transformation
in the way healthcare is delivered, price
transparency is a necessary tool to engage
consumers, providers and payers in improving the health of the Commonwealth.
Credible, objective information available to consumers, and others, is essential
to transform the healthcare system and

improve the health of Kentuckians. Clear,
factual information about the cost and
quality of healthcare is necessary for consumers to select value-driven care and for
consumers and providers to be involved and
accountable in their decisions about their
health and healthcare services.
In the fall of 2014, the Foundation
convened over 60 Kentucky leaders in
government, business, policy and healthcare for a facilitated discussion about
price transparency.
Large-Scale Database
The focus of their work is called an All
Payer Claims Database (APCD). APCDs
are large-scale databases that systematically collect healthcare claims data from a variety of payer sources which include claims

from most healthcare providers. Some of
the information that state APCDs typically collect includes patient demographics, provider codes and clinical, financial
and utilization data.
Participants and speakers at the Symposium discussed barriers, feasibility, solutions and other factors in implementing
price transparency in Kentucky from the
perspectives of consumers, providers, policymakers and researchers.
Additionally, a workgroup developed the recommendations contained in
an online report found at healthy-ky.org/
node/1291.
Susan Zepeda is president and CEO at
the Foundation for a Healthy Kentucky in
Louisville, Ky.

Business Law
Government Access
Healthcare Regulation
Real Estate
Litigation

APCDs
Can Provide:
- Data upon which policymakers
can make informed
healthcare policy decisions
- Essential information
to consumers in their
healthcare decisions
- Comprehensive data for
researchers looking at
healthcare utilization
patterns, cost and quality
- Unique data to support the
development of comparable
information about the cost,
effectiveness and performance of
the healthcare delivery system at
the local, state and national levels

201 East Main Street, Suite 900
Lexington, Kentucky 40507
(859) 231-8780 | www.mmlk.com

THIS IS AN ADVERTISEMENT

when it comes to healthcare law,
does your law firm even have a pulse?
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Baptist Health

Ahmad Khan,
MD, cardiothoracic surgeon,
re c ent ly joi ne d
Bapt ist Ca rd iac
Surger y, a pa r t
of Baptist Health
Medical Group.

Floyd Memorial Foundation

Breast Cancer Advisory Committee
Linda Roach, of Lexington, repre s ent s t he K ent uc k y C om m is sion
on Women.
Edna Campbell, of Louisville, represents breast cancer survivors.
Beverly McCombs, of LaGrange,
represents breast cancer survivors.
Doris Rosenbaum, of Lexington,
was reappointed and represents breast WURST
cancer survivors.
Elizabeth Anne Amin, of Louisville, was reappointed and represents
radiologists.
Commonwealth Orthopaedic Centers
John Jacquem in, M D, ha s
joined Commonw e a lt h O r t ho paedic Centers in
Florence, Ky.

Hall Render

Aaron Caskey
accepted an associate position and
w il l be practicing in the medical LYMAN
malpractice, commercia l bank ing
and corporate law
groups.

SCHRODER

Ma rk Eddy,
executive director of Leadership
S out her n I nd iana, was elected
as a member of the
F loyd Memoria l
Foundation Board
of Directors.

Steve Lyman,
John Ryan and Jon
Spadorc ia have
been selected to
the Indiana Super
Lawyers list.

CASKEY

DBL
Law
partner, Bob Hoffer, head of the
f i r m ’s e m p l o y - RYAN
ment law division,
has been named
c h a i r- e l e c t f o r
the St. Elizabeth
Foundation.
HOFFER

Email sally@igemedia.com.

SPADORCIA

Gerald Stovall
was selected to the
Kent uck y Super
Lawyers list.

STOVALL

STUTZMAN

Jon Rousseau
was named executive vice president
and president of
RehabCare.

ROUSSEAU

William Altm a n , e xe c ut i v e
vice president for
st r ateg y, p ol ic y
a n d i nt e g r a t e d
care, will assume
responsibilities for
care management
operations.

Geoff Davis, Colleen Powers, Kim
Emil Schroder and Dana Stutzman ALTMAN
have been named to the Indiana RisChristopher Day was appointed seing Stars list.
nior vice president of strategy and care
Br ian Veen- management.
eman has been
named to the KenMa rc Rot htucky Rising Stars
ma n, M D, was
list.
promoted to senior vice president
and senior chief
medical off icer.
VEENEMAN

Tim
Kennedy received the ROTHMAN
Sagamore of the
Wabash in recog- National Association of Boards of Pharmacies
nition of his work
Michael
on behalf of InBurleson, execdiana hospitals to
utive director of
craft the Healthy
the Board, will
Indiana Plan 2.0.
be retiring efKENNEDY
fective August 1,
2015. Burleson
graduated from
the UK College
Hospice of the Bluegrass
of Pharmacy,
Todd Coté,
became a KenMD, was selected
tucky-licensed
by the American BURLESON
Academy of Hos- pharmacist in July 1974, and for the next
pice and Palliative 30 years, his pharmacy practice included
Medicine to serve working at two hospital pharmacies and
as co-editor for the three chain pharmacies. For 19 years, he
Hospice Medical was a co-owner of an independent pharmacy in Henderson, Ky. He was hired as
Director Manual.
executive director of the Board 2004.
COTÉ

Know someone who is on
the move?

POWERS

Susan Wurst,
community volunteer, was elected to
the Floyd Memor ia l Foundat ion
Board of Directors.

EDDY

JACQUEMIN

DBL Law

DAVIS

BURKE

KHAN

Kindred Healthcare

Kevin Burke,
president of Ret a i l e r s S u p pl y,
was elected to the
F loyd Memoria l
Foundation Board
of Directors.
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Obama’s new TechHire Initiative
impacts Ky.
President Barack Obama announced the launch of an initiative to
expand access to technology jobs. Called
TechHire, the initiative spans several

sectors, including healthcare, and aims
to fill empty technology jobs, of which
there are approximately 2.5 million.
The government has dedicated $100
million to the program. Most of the
funds will go into
training and connecting workers
in technology and
other in-demand
fields.
More than 300
companies are participating in the
f irst round. This
includes approximately 120,0 0 0
open jobs in 20 regions. Currently, 16
metropolitan areas,
including Louisville, Ky., two states
and two regions, including rural Eastern Kentucky, are
participating.

Construction begins on new Shriners
Hospital for Children on UK campus
Shriners from throughout Kentucky joined local
Shriners Hospital for Children – Lexington representatives and others in a groundbreaking ceremony to mark
the beginning of construction of the new $47 million
Shriners Hospital for Children Medical Center.
The new $47 million Shiners Hospital for Children
The new, state-of-the-art
Medical Center will be located on the University
of Kentucky campus. (Photo from UKNow)
ambu lator y facilit y w il l be
constructed at the University
latory care center. Shriners will ocof Kentucky campus across from the
cupy 60,000 square feet of space on
UK Albert B. Chandler Hospital and
the bottom three f loors for pediatric
Kentucky Children’s Hospital. Conorthopaedic care. UK HealthCare
struction will take about 22 months
will lease the top two f loors for ophwith completion in 2017.
thalmology services
Shriners Hospital, based in LexAn $8 million capital campaign
ington since 1926 and at the current
kicked off in October has already raised
Richmond Road location since 1955,
over $6 million toward the project.
will own and operate the new ambu-

Ebola missteps
New article questions if flawed research
may be fueling the superbug epidemic.
By Kevin Kavanagh, MD
Questions have
been raised regarding the United States’
pol ic y to cont rol
drug-resistant bacteria. In an article
published in Antimicrobial Resistance &
KAVANAGH
Infection Control, it
is explained that evidence regarding the efficacy of identifying and isolating MRSA carriers, along
with destroying the bacteria, has been
distorted. According to the Agency
for Healthcare Research and Quality,
MRSA (methicillin-resistant Staphylococcus aureus) is a dangerous bacterial
infection which in 2011 involved approximately 450,000 U.S. hospitalized
patients and 23,000 of these hospitalizations resulted in death.
Questionable Research
When taken as a whole, our f indings raise serious questions on how
questionable research was used to lay
the foundation for healthcare policy in
the United States.
In the article, major studies that
have been published in nationally renowned journals are discussed. In two
of the studies major methodological
limitations were found. In one, antibiotics effective against MRSA were not
given to the majority of known MRSA
carriers prior to surgery. Ten patients,
who were known to be MRSA carriers
prior to surgery and who were not given
antibiotics effective against MRSA, developed a MRSA infection.
Second Study
In the second study, admission culture results were not available for five
days and staff compliance with gowning
and gloving was suboptimal. Multiple
studies regarding the use of the antisep-

tic chlorhexidine may have overstated
their results. Other irregularities include changes in research questions after
study initiation and in comparisons of
chlorhexidine plus alcohol (two agents)
against povidone iodine (one agent), with
results attributed to chlorhexidine alone.

These research studies may
have led to inaction regarding
setting standards and a
mindset of not needing firm
standards, which may have
laid the foundation for the
missteps in the handling of
Ebola in the United States.
A previous publication in Antimicrobial Agents and Chemotherapy discussed that despite these shortcomings,
the f irst study was used to derail recommendations in a 2008 U.S. Congressional Hearing and the first two studies
have been cited by medical organizations to justify their inaction regarding
surveillance. Ties to industry have also
been documented in several studies.
One instance of alleged industrial
inf luence involved chlorhexidine and
was the basis of a $40 million U.S. Department of Justice settlement which
alleged inf luencing National Quality
Forum patient safety recommendations.
These research studies may have led
to inaction regarding setting standards
and a mindset of not needing firm standards, which may have laid the foundation for the missteps in the handling of
Ebola in the United States.
Download the full article at www.
aricjournal.com/content/4/1/4 and the
AAC article at www.ncbi.nlm.nih.gov/
pmc/articles/PMC3837914/.
Kevin Kavanagh is board chairman of
Health Watch USA based in Somerset, Ky.
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Event calendar
Strengthening Kentucky Rural Hospital Performance
Date: April 13-14
13-14 Location: Hilton Garden Inn, 9850 Park
Plaza Ave., Louisville, Ky. 40241
Info: A KHA Conference designed to help small rural hospital
leaders understand changes to the healthcare delivery system and think
strategically about how to best position their hospital for top performance.
To register: Visit kyha.com. For additional information contact Elizabeth
Cobb at ecobb@kyha.com.
April

KAHCF Quality Summit
Date: April 14-15
14-15 Location: Lexington Downtown Hilton, 369
W. Vine St., Lexington, Ky. 40507
Info: Educational offerings focusing on quality improvement,
compliance and best practices. Includes an awards luncheon honoring
innovation in care programs and foundation scholarship winners. Hear
Kentucky’s Gubernatorial candidates address long-term care issues.
To register: Visit kahcf.org.
April

BIO DC Fly-In
Date: April 14-15
14-15 Time: 8 a.m. - 5 p.m.
Info: Meet with Kentucky’s Congressional leaders in one-onone meetings to discuss the life sciences. For more information, visit
kysciencecouncil.org/event/bio-dc-flyin/.
April

Kentucky Public Health Association Annual Conference
Date: April 14-16
Location: Owensboro Convention Center, 501 W. 2nd St., Owensboro,
Ky. 42301
Info: The 2015 KPHA Annual Conference, “Local to Global: Building the
Foundation of Public Health,” explores the process of taking best practices and
research from the field to develop policies, then ensuring the policies are put into
practice to build on local public health practice and partnerships.
To register: Visit kpha@fewpb.net.
April

14-16

GLMS Medicaid Roundtable
Date: April 16 (Postponed from March 5)
Time: 7 a.m.
16
Location: GLMS, 101 W. Chestnut, 2nd floor Walnut Room,
Louisville, Ky. 40202
Info: Representatives from Anthem Medicaid, Coventry Cares, Humana
CareSource, Passport Health Plan, WellCare and the Department for Medicaid
Services present at this forum.
To register: Visit glms.org.
April

Healthcare Spotlight:
The Digital Delivery of Medicine
Date: April 16
Time: 7:30 -10 a.m.
16
L ocat ion: Ha rshaw Tra ne, 1 270 0 Pla ntside Dr.,
Louisville, Ky. 40299
I n fo: Fe at u r i n g Ev e P h i l l ip s , CE O & C o -Fo u nd e r,
Empower Interactive, Inc.
To register: VHEN members $45; Non-members $85; Full-time
students $10 Register@HealthEnterprisesNetwork.com.
April

ICD-10 Training Sessions
Date: April 16
Time: 8 a.m. – 5 p.m.
16
Location: MCM Learning Center, 462 S. 4th St., 26th f loor,
Louisville, Ky. 40202
Info: Join MCM for a one-day training course conducted by our
AHIMA approved ICD-10 CM trainers.
April

Thirsty Thursdays: From NuLu to Portland
Date: April 16
Time: 4:30 – 5 p.m. Networking; 5 – 5:45 Presentation;
16
6 – 7 Networking
Location: Stites & Harbison Conference Center, 400
W. Market St., 18th Floor, Louisville, Ky. 40202
Info: Developer Gill Holland will discuss how small business,
sustainability and the arts can reinvigorate the economy.
To register: RSVP to Pam Keeney at pkeeney@stites.com. For more
information, call (502) 681-0328.
April

Integrative Care: Psychosocial oncology in integrative practice
Date: April 22
Time: Noon – 1 p.m.
22
Info: Interactive webinar sponsored by the Kentucky
Psychological Association.
To register: Visit kpa.site-ym.com.
April

ICD-10-CM Training
Dates: April 22 – 23(Louisville); May 5-6 (Bowling Green);
22-23 May 19-20 (London); June 2-3 (Lexington)
Location: KAHCF Training Center, 9403
Mar.
Mill Brook Rd., Louisville, Ky. 40223
Info: Effective October 1, 2015, providers will be required to use the
new ICD-10 coding system for billing associated with their healthcare
services. Training presented by Mountjoy Chilton Medley.
April

KCNPNM 27th Annual APN Conference
Date: April 22-25
22-25 Location: Northern Kentucky Convention Center,
One West River Center Blvd., Covington, Ky. 41011
Info: Sponsored by the Kentucky Coalition of Nurse Practitioners and
Nurse Midwives
To register: Contact Jamie Keesling at conference@kcnpnm.org or
(502) 863-7440.
April
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Electronic communication and
healthcare charges

Dinsmore & Shohl, Huddleston Bolen
to merge

New poll data from the Foundation and Interact for Health reveal
the majority of Kentucky adults (73
percent) have not communicated
electronically with their physician
during the past year.
Kent uck y Hea lth Issues Pol l
(KHIP) data also show most Kentuckians feel fairly conf ident that

The Cincinnati-based law firm of
Dinsmore & Shohl has merged with
Huddleston Bolen, based in West Virginia. The merger adds 40 attorneys and
a staff of 56 to Dinsmore, with more
than 75 attorneys practicing in five of-

they could f ind information about
what they would be charged for
healthcare. KHIP highlights can be
found online at healthy-ky.org.

Ohio physicians collaborative adds
10 member groups
Ten physician groups, totaling
more than 200 physicians, have joined
the Independent Physicians Collaborative, which eight groups in the Cincinnati area founded in January.
The Independent Physicians Collaborative is focused on building brand

awareness and ensuring its physician
groups are included in payers’ and selfinsured employers’ provider networks.
With the new organizations the
collaborative totals 439 physicians and
3,480 full-time employees.

fices. With the merger, Dinsmore now
has 575 attorneys and locations in 18
cities throughout Colorado, Illinois,
Kentucky, Ohio, Pennsylvania, Washington D.C. and West Virginia.

CBC group receives reaccreditation
from QOPI
Baptist Health Medical Group practice, CBC Group – Consulting in Blood
Disorders and Cancer, has received reaccreditation by the Quality Oncology
Practice Initiative Certification Program,
an affiliate of the American Society of
Clinical Oncology. This three-year accreditation was achieved by meeting
nationally recognized quality of cancer
care standards in outpatient hematologyoncology practices.

Helping
Kentuckians
Live
Healthier
Lives
Ask your colleagues
about their experience
with Passport and call
us to learn more about
joining our network.

1-800-578-0775

www.passporthealthplan.com

CBC Group first achieved QOPI
certification in 2011. Recertification
required participation in a voluntary
comprehensive site assessment. During
the site visit, the Group was measured
against specified standards consistent
with national guidelines. Recertification
is dependent upon successfully meeting
the outlined standards.
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PharMerica settles government
fraud cases
PharMerica Corp., an operator
of inst it ut iona l pha r mac ies, has
agreed to settle t wo federal healthcare fraud lawsuits, one of which
accuses the Louisville-based company of tak ing k ickbacks to help
expand the misuse of an anti-seizure drug in nursing homes during
an 11-year period.

The separate settlement agreements, both previously unreported,
were disclosed in federal court f ilings in Abingdon, Va., and Milwaukee in December. Neither agreement
has been f inalized, and the terms of
the settlements were not disclosed.
PharMerica has 6,000 employees,
200 of them in Louisville.

Heroin reversal kits soon available
UK Healthcare
Heroin/opiate overdose reversal
kits will soon be given to people treated
for overdoses at UK HealthCare. The
Substance Abuse Treatment Advisory
Committee will fund the program.
The kits will include two doses
of Narcan, also known as Naloxone.
Narcan is a drug that immediately

reverses the effect of an overdose by
physiologically blocking the effects
of opiates.
The idea is that if someone begins to
show signs of an overdose, someone with
the victim can administer the Naloxone,
or Narcan, and it almost immediately
reverses the overdose effect.

340B and the Business of
Pharmacy Workshop
Talyst has joined with the
Intelligent Health Association to present
a half-day 340B and the Business of
Pharmacy workshop in Chicago, IL. The
workshop, which takes place on April
12, will bring together diverse experts
from a variety of disciplines to lead the
discussion of workshop topics.
The workshop will include a
number of topics, including innovative
a mbu l ator y ph a r m ac y mo de l s
optimizing 340B oppor t unities,
discussion around the emergence
of specialty pharmacy as it relates

to contract pharmacy and the 340B
program, strategic implementation
c ha l lenge s reg a rd i ng cont r ac t
pharmacy and 340B compliance, 340B
Audit and Compliance strategy and
tactics to operate a HRSA complaint
340B program.
Presenters will include several
major hospitals, including University
of Kentucky, Accredo, a Specialty
Pharmacy, Hall Render, a law firm
exclusively focused on healthcare
organizations and Talyst, a 340B
Software and Services Suppliers.

Kentucky joins lawsuit against
Omnicare
Kentucky has joined a multistate and federal fraud lawsuit against
Cincinnati-based Omnicare Inc.,
alleging that the company billed the
state’s Medicaid program almost $6
million over nine years for drugs that
were given to nursing home patients for

uses not approved by the Food and Drug
Administration.
According to papers f iled by
Attorney General Jack Conway
in federal court in Abingdon, Va.,
Omnicare received millions of dollars
in kickbacks from Abbott Laboratories

for promoting the use of Depakote,
an anti-seizure and mood-disorder
drug, for dementia patients who were
agitated or aggressive. The suit says
Omnicare defrauded state Medicaid
programs by billing for the illegally
administered drugs.
The complaint is Conway’s third
kickback case against Omnicare, which
moved its headquarters from Covington

in 2012. The company paid $98 million
in 2009 to settle claims it took kickbacks
from drug makers Johnson & Johnson
and IVAX. It paid $8.2 million in
2014 to settle claims it paid kickbacks
to nursing homes in return for their
pharmacy business. Abbott Labs settled
the Virginia case by paying a $1.5 billion
settlement in 2012, about $3 million of
which went to Kentucky.

FDA approves first biosimilar drug
FDA approved the first biosimilar
product for U.S. patients. FDA approved
filgrastim-sndz (Zarxio—Sandoz) based
on its similarity to Amgen’s Neupogen,
which has been used to prevent
infections during chemotherapy and
bone marrow transplants since 1991.
Biological products are generally
derived from living organisms. They
can come from many sources, including

humans, animals, microorganisms,
or yeast. The approval of Zarxio is in
accordance with a unanimous FDA
advisory panel vote earlier this year to
recommend that the agency approve
a biosimilar version of Neupogen.
Biosimilar drugs have been available
in Europe and other countries for
several years.

Advanced Care Scripts to provide
specialty pharmacy services
Advanced Care Scripts (ACS),
a leading specialt y pharmacy and
clinical services platform of Omnicare Specialty Care Group (SCG), is
proud to be part of the limited distribution network for the Novartis drug
Farydak (panobinostat).
The US Food and Drug Administration (FDA) recently approved
Far ydak capsules in combination
with bortezomib and dexamethasone

for the treatment of patients with
multiple myeloma who have received
at least two prior regimens, including
bortezomib and an immunomodulatory (IMiD) agent.
Farydak has been shown to extend the progression-free sur vival
(PFS) benef it of the standard-ofcare therapy in this patient population. Farydak is approved under an
accelerated approval based on PFS.

PharMerica announces agreement
with Cardinal Health
PharMerica Corporation a national provider of institutional, specialty home infusion, hospital and oncology pharmacy services, announced
that it has entered into a new wholesale drug distribution agreement with
Cardinal Health, Inc., an Ohio-based
healthcare services company.

The new agreement will take
effect on April 1, 2015 and extend
through June 2018. As part of the
agreement, Cardinal Health will assume responsibility for the sourcing
and distribution of branded and generic pharmaceuticals for PharMerica.
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Local business ranks 44th largest
healthcare architectural firm in the U.S.

U.S. prescription drug spending
increased in 2014

TEG Architects, a Jeffersonvilleheadquartered architectural and interior design firm, was named 44th largest healthcare architectural firm in the
U.S. by Modern Healthcare magazine.
Modern Healthcare, the industry’s leading source of healthcare business and
policy news, research and information,
annually ranks firms based on volume

New hepatitis C therapies with
high price tags and the exploitation of
loopholes for compounded medications
drove a 13.1 percent increase in U.S.
drug spending in 2014 – a rate not seen
in more than a decade – according to
new data released today in the 2014 Express Scripts Drug Trend Report.
Hepatitis C and compounded medications are responsible for more than
half of the increase in overall spending.
Excluding those two therapy classes,

of projects. TEG ranked amongst the
top architectural firms with completed
healthcare projects totaling more than
$93 million in construction revenue and
700,000 SF in 2014. During this year,
healthcare projects accounted for 85 percent of TEG’s work. The firm has ranked
in the nation’s top 50 firms by Modern
Healthcare six out of seven years.

Mercy integrates SSA software for
disability approval
Mercy Health Cincinnati has implemented a software tool in its EHR
system that speeds the process of applying for disability.
The software was developed as part
of the Social Security Administration’s
Health IT program launched in 2010.
Mercy Health, a Catholic health system
serving Ohio and Kentucky, is one of the
first large health systems to implement
the program.

Using EHR data, the process of applying for disability has been simplified,
taking a few minutes rather than the
days or weeks it takes to mail and request
papers from various healthcare organizations. The process allows Mercy Health
to reduce the number uncompensated
patients it treats and reduce the costs of
using paper, printing, postage and health
information management labor.

2014 drug trend (the year-over-year
increase in per capita drug spending)
was 6.4 percent.
Specialty medications – biologic
and other high cost treatments for complex conditions, such as multiple sclerosis and cancer – accounted for more
than 31 percent of total drug spending
in 2014. The full report is available online at Lab.Express-Scripts.com.

St. Mary’s Health reports email hack
Evansville, Ind.-based St. Mary’s
Health reported a cyber attack on
employees’ emails, exposing 4,400
patients’ data. Several employees’
usernames and passwords were compromised in a previous email attack
Dec. 3, 2014, and those emails contained patients’ personal informa-

25 Years | Collaboration + Integration + Innovation

Architecture | Planning | Interior Design
Louisville | Jeffersonville | Shreveport
www.teg123.com | 502.561.8550

tion, including names, birth date,
gender, date of service, insurance information, “limited” health information and some Social Security numbers. According to the hospital, no
individual health or billing records
were accessed.
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Meet Anthony Zipple, Sc.D., president & CEO of
Seven Counties Services.
Each month, Medical News catches up with a hospital or health system leader to learn about their organization,
interests, favorite pieces of advice and healthcare issues that ruffle their feathers most.
What’s one thing that really piqued
your interest in healthcare?
I’m very interested in the increased
recognition that good health is not
just a matter of medical interventions
by themselves but a combination of
medical interventions, behavioral
patterns and situational elements.
Only about 20 percent of health
outcomes can be attributed to
medical interventions while between
50 and 60 percent of the outcomes
are a result of behavioral factors and
the circumstances in which a person
finds him/herself.
If we really want to attack the issue
of poor health and early mortality,
we need to take a look at population
health factors including support for
changing behavioral habits, reducing
homelessness, improving educational
opportunities, better access to good
nutrition and, of course, helping people
get better jobs and reducing economic
inequality. While access to great medical
care is essential, these non-medical
factors are even stronger predictors of
outcome than the medical interventions
themselves.

JUST THE
FACTS

burden is a huge pa r t of our cost
str ucture a nd a source of consta nt
fr u stration for clinicia ns. It is
rea l ly expensive a nd does not add
much va lue to t he ser vices t hat
we provide to our client s. T he
s ystem shou ld be simpler a nd it
shou ld requ ire fa r less work for
e ver yone.

Hometown: Dearborn, Mich.
Wife: Cathy Batscha
Daughters: Hannah, 29, Lucy, 22
Education: Received BA and MS from
W hat important lessons have
University of Notre Dame; MBA from
you learned from mentors?
I’ve been very lucky in my career. At
University of New Hampshire;
every
important transition, I have had
Sc.D. from Boston University

an extraordinary mentor to support me
and give advice. First, you never go wrong
by working overtime to solve problems
for your clients, partners and your payers.

If you could eliminate one of
hea lthcare industr y’s problems
overnight which would it be?
T he cr u shing le vel of ad ministrative
paper work
associated
with
insurance paper work, ser vice
aut horiz ation a nd pay ment. Some
stud ies sug gested t hat 20 percent
or more of e ver y hea lt hc a re dol la r
is spent on ju st get ting approva l to
provide ser vices a nd t hen get ting
pa id for delivering ser vices. T his

Second, you need to relax, develop a
sense of humor and foster strong personal
resilience. Finally, humility is important.
Leroy Spaniol, my dissertation advisor
and one of my most important mentors,
used to say, “Humility is the openness to
being taught.” We need to be humble in
this business in the sense that, no matter
how good we think we are, no matter
how much we think that we know, there’s
always something new to learn and always
someone who can show us how to do the

CREATING CULTURE
Going Above and Beyond: We are focused
on helping people have better lives. Staff
should do what it takes to meet the needs of
people whom we serve, even if the needs fall
outside of traditional clinical categories.

safe and affordable place to live, food on
the table, people around who care and a
job that pays the bills. While these are not
traditional clinical concerns, they are essential
to the well-being of each person we serve.

Serving Holistically: On one hand, we need to
operate in a traditional healthcare environment
and provide great, evidence-based clinical
interventions designed to improve outcomes
for the individuals whom we serve. On the
other hand, we are deeply involved in the
non-medical, everyday lives of our clients. We
support them with a wide range of more social
services and we provide an extensive array of
safety net services critical to our community.

Great Compassion: We deliver clinically
effective and efficient services with great
compassion and an eye towards serving
the whole person. Our goal is not just to
improve people’s symptoms but to help
people get their lives back. Succeeding at
this means we employ staff with extraordinary
clinical skills, as well as an extraordinary
willingness to engage the whole person.

Focus on Nontraditional: If we are going to
improve the clinical outcomes for someone
living with a behavioral health issue, we
need to make sure that he/she has a decent

In a Nutshell: The culture emphasizes
compassion, service, excellence and the
need to start and end our work with the
expressed wants and needs of the client.

I love getting lost in learning
new things. I’m finishing a
year-long certification program
in positive psychology. A year
ago I finished a year-long
training program in coaching.
I’m also an avid photographer.
work even better.
How do you hire? What qualities are
you looking for?
I love to hire people who are competent,
flexible and resilient human beings. Of
course, they need to know how to do the
work but the work changes so quickly
that much of what someone knows when
they walk in the door will be largely
irrelevant five years from now.
I also look for people who play well with
others. I want staff that can lead when
they need to and who can also partner
with colleagues and be a supportive
team player.

I walk six miles a day
and practice mindfulness
meditation every morning.
This really helps to keep
me energized, balanced
and engaged.
What advice do you give to graduating
college students?
They need to do work that is personally
meaningful to them. Most of us will
have a 40 year or more work life. That’s
too long to be stuck doing something
that doesn’t fully engage you, give you
a sense of personal accomplishment and
make you smile every day.
Graduates should learn how to take
care of their own careers. Investing in
your own education and learning and
building your own strong professional
network will always pay dividends.
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Floyd Memorial Spine Center will
celebrate its fifth anniversary
The Floyd Memorial Spine Center will celebrate its f ifth anniversary
on April 12. Since 2010, over 3,000
patients have been treated at the Center. Approximately 85 percent of patients are treated with conservative
treatments including physical therapy,
anti-inf lammatory medications, exercise and pain management. The other
fifteen percent required surgery, many

of those with minimally invasive procedures.
The Floyd Memorial Spine Center has been designated as a Blue®
Distinction Center for spine surgery
by Blue Cross and Blue Shield. This
recognition is given to facilities that
demonstrate expertise in delivering
quality specialty care – safely, eff iciently and cost effectively.

Kindred acquires Centerre
Healthcare
Louisv i l le-based
K indred
Healthcare Inc. has completed its
acquisition of Centerre Healthcare
Corp. for a purchase price of $195
million in cash. Centerre currently
operates 11 inpatient rehabilitation
hospitals with 612 beds in partnership with some of the nation’s leading

acute-care hospital systems through
joint ventures. Centerre has two additional hospitals with a total of 90 beds
under construction and scheduled to
open in 2015, and a pipeline of additional potential hospitals in various
stages of development.

Almost Family acquires WillCare
Louisville’s Almost Family has
just signed a def initive agreement to
acquire the f irm WillCare HealthCare of New York. The deal, which is
expected to be completed by the second half of 2015, is the second-largest
acquisition in the f irm’s history.
Almost Family, which provides
home health nursing services, is acquiring the stock of WillCare, which
also provides home health and per-

sonal care ser vices. WillCare generated $72 million in sales in 2014,
and it operates 16 branch locations in
three states. With this merger, Almost Family will have more than 230
branches across 15 states.

HealthSouth acquires Kentucky
rehab hospital
Birmingham, Ala.-based HealthSouth Corp. has purchased Cardinal
Hill Rehabilitation Hospital in Lexington, Ky.
The hospital is owned by the notfor-profit Kentucky Easter Seal Society,
an affiliate of the National Easter Seals
Society. Cardinal Hill has 158 licensed
inpatient-rehabilitation beds and 74 li-

censed skilled-nursing beds. It also provides outpatient rehab and home health
services.
Gary Payne will remain chief executive after the acquisition. The deal is expected to close in the first half of 2015.

Creating a successful game plan for the last 180 years.

After 180 years of practice, we’re ready for anything and never back
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Business associates or covered entities, take heed
You are now directly liable for violations of the Privacy and Security Rule and may
need to enter into additional business associate agreements.
By Dennis Kennedy
Traditionally, the
obligations of a business associate to comply with the Privacy
and Security Rules
promulgated under
the Health Insurance Portability and
Accountability Act
KENNEDY
(HIPAA) were the
result of contractual obligations contained
in an agreement between the business associate and a covered entity (health plans,
healthcare clearing house, and healthcare
provider who transmits health information
electronically). This agreement is typi-

cally referred to as a business associate
agreement.
Prior to September 23, 2013, the Office of Civil Rights, the agency responsible
for enforcing HIPAA, had authority to impose sanctions on only the covered entity
for failing to comply with the Privacy and
Security Rules. This led many covered entities to draft business associate agreements
with clauses allowing them to seek indemnification against the business associate for
any sanctions incurred by the covered entity due to a failure of the business associate
to protect patient information.
Sweeping Changes
However, effective September 2013,
the Omnibus Rule made the most sweep-
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ing changes to the Privacy and Security
Rules since they were first implemented.
Most notably, business associates became
subject to direct liability for violations of
both the Privacy Rule and Security Rule.
Business associates need to be aware
that they are now subject to civil and criminal penalties for violations of HIPAA.
These civil penalties can range from $1,000
up to $1,500,000. Criminal penalties include fines ranging from $50,000 up to
$250,000 and imprisonment up to 10 years.

Therefore, data storage
providers and document
storage providers are
now considered business
associates regardless
of whether or not PHI is
actually viewed by.
Compliance Reviews
Additionally, the Secretary of the Department of Health and Human Services
may conduct compliance reviews to determine whether a business associate is complying with the applicable administrative
simplification provisions.
Furthermore, all complaints filed with
the Office of Civil Rights receive a preliminary review and inquiry. However, if a
preliminary review of the facts indicates a
possible violation due to willful neglect, the
Secretary will conduct a compliance review.
Business Associate, Defined
So, what did the Omnibus Rule change
with respect to business associates? First, the
term Business Associate has been expanded
to include: health information organizations, E-prescribing gateway, or other entities that provides data transmission services
to a Covered Entity and that requires access
to PHI on a routine basis; a person or entity
that offers a personal health record to one
or more individuals on behalf of a covered
entity; and a subcontractor that creates,
receives, maintains, or transmits PHI on
behalf of the business associate.

Business associates need
to be aware that they are
now subject to civil and
criminal penalties for
violations of HIPAA.
The Omnibus Rule also changed the
definition of a business associate to include
a person or entity that creates, receives,
maintains or transmits PHI on behalf of a
covered entity. Specifically, the word maintains was added to the definition.
Such change should not be overlooked
because this modification was intended to
make a distinction between entities that
merely provide courier services (such as the
U.S. Postal Service, United Parcel Service,
or their electronic equivalents – internet
service providers) and those entities that
actually maintain PHI either in digital or
hard copy.
Therefore, data storage providers and
document storage providers are now considered business associates regardless of
whether or not PHI is actually viewed by.
Dennis Kennedy is a partner at
DBL Law, in Crestview Hills, Ky.

Business Associate,
Defined
The term business associate has
been expanded to include:
- Health information
organizations, E-prescribing
gateway, or other entities that
provides data transmission
services to a Covered Entity
and that requires access
to PHI on a routine basis.
- A person or entity that offers
a personal health record to
one or more individuals on
behalf of a covered entity.
- A subcontractor that creates,
receives, maintains or
transmits PHI on behalf of
the business associate.
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Subject to sanctions
Entities offering copayment coupons for Part D drugs will bear ultimate responsibility
for operating in compliance with federal law.
By Susan Bizzell
The Department
of Health & Human Services Office
of Inspector General
(OIG) recently released a Special Advisory Bulletin on the
fraud and abuse implications of pharmaBIZZELL
ceutical manufacturers offering copayment coupons to reduce
or eliminate the cost of out-of-pocket copayments for brand-name drugs. The Special Advisory Bulletin and the concurrent
OIG Office of Evaluations and Inspections
Report (OEI Report) focus specifically on
implications when those coupons are used
by federal healthcare program (Federal
Program) beneficiaries, including individuals covered by Medicare Part D. The
reports outline current safeguards used by
pharmaceutical manufacturers to prevent
copayment coupon use for Part D drugs
and conclude that such safeguards may
not adequately prevent coupons from being used for drugs covered by Part D.
Although the OEI Report and Special
Advisory Bulletin focus on the measures
used by pharmaceutical manufacturers in
connection with their copayment coupons,
OIG is clear that pharmacies that accept
such coupons for copayments owed by Federal Program beneficiaries also may be subject to sanctions under the Anti-Kickback
Statute and other federal laws.
OEI Report
The Anti-Kickback Statute prohibits
the knowing and willful offer or payment
of remuneration to a person to induce the
purchase of any item or service for which
payment may be made by a Federal Program. Pharmaceutical manufacturers may
be liable under the Anti-Kickback Statute
if they offer coupons to induce the purchase of drugs paid for by any Federal
Program, including but not limited to
Medicare Part D.

According to recent surveys, approximately six to seven percent of seniors report using manufacturer coupons toward
their copayments for Part D drugs. Although coupons are sometimes offered by
manufacturers to encourage patients to
comply with their medication regimen,
one concern with coupons is that they
may encourage Medicare beneficiaries to
select more expensive brand-name drugs
over lower cost alternatives, thus increasing costs to Part D.
In order to identify and analyze the
safeguards used by pharmaceutical manufacturers to prevent copayment coupons
from being used to purchase drugs paid for
by Part D, OIG’s Office of Evaluations and
Inspections (OEI) surveyed 30 manufacturers of the top 100 Part D brand-name
drugs with coupons and the highest Medicare expenditures.
Conclusions
The OEI Report concluded that current manufacturer safeguards may not
prevent all copayment coupons from being
used for drugs paid for by Part D. Specifically, the OEI Report found the following:
− To reduce potential risk under the Anti-Kickback Statute, all manufacturers
surveyed for the OEI Report claimed to
provide notices to Medicare beneficiaries
and pharmacists stating that coupons
may not be used to purchase drugs paid
for by Federal Programs. The format of
such notices varied widely, with most notices printed in small font. Additionally,
not all manufacturers used notices on all
coupon formats.
− Most manufacturers reported using pharmacy claims edits to prevent coupons
from being processed for Medicare beneficiaries. However, OEI found that many
of these edits do not prevent coupons
from being processed because manufacturers cannot access a beneficiary’s actual
Medicare enrollment status.
− OEI noted that entities such as Part D
plans, other primary insurers and pharmacies have difficulty identifying coupons as they are processed or after they
are adjudicated due to limitations with
pharmacy claims transaction systems.

Pharmacies, Beware
- Pharmacies should review their practices to ensure that they
have appropriate mechanisms in place to prevent patient
use of coupons for drugs paid for by federal programs.
- In addition to analyzing their current safeguards for effectiveness,
pharmacies are encouraged to engage industry stakeholders
and CMS in an effort to identify a practical solution.

The Special Advisory Bulletin, released concurrently with the OEI Report,
summarizes the OEI Report and cautions
that pharmaceutical manufacturers offering copayment coupons may be subject to
sanctions if they do not take appropriate
steps to ensure that such coupons do not
induce the purchase of drugs paid for by

Part D. The Special Advisory Bulletin further clarifies that regardless of any future
action by CMS, entities that offer copayment coupons bear ultimate responsibility
for operating coupon programs in compliance with federal law.
Susan Bizzell is with Hall, Render,
Killian, Heath & Lyman in Indianapolis, Ind.
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The gift of music
Incorporating “Music and Memory” program in pharmacist patient-centered
care of dementia patients.
By Kerry Hettinger
Last November, I watched “A live
I n s i d e : M u s i c a n d M e m o r y,” a
documentary that followed Dan Cohen,
a social worker from New York City, on
his quest to provide personalized digital
iPod playlists for local nursing home
residents diagnosed with dementia. The
documentary spans three years and
documents quality of life improvements in
the patients as well as many additional and
unexpected therapeutic benefits the music
program provided for the patients.
“Alive Inside” went on to receive the

2014 Sundance Film Festival Audience
Approval Award, led to a collaboration with
the Institute of Music and Neurological
Fu nc t ion a nd e vent u a l ly to t he
establishment of the Music and Memory
Foundation, a non-profit organization
dedicated to using the power of music to
engage, animate, support memory retrieval
and return a sense of dignity and identity to
the dementia patient.
Linking Music to the Brain
There have been many studies focusing
on the link between music and the brain
and music’s ability to link emotional

The pharmacist model of
care is based on a patientcentered approach that
focuses on the patient as
a whole, incorporating all
of the aspects of health
and wellness that impact
a patient’s quality of life.
memories such as love and affection. In the
dementia patient, the part of the brain that
holds these memories remains active even as

THIS IS AN ADVERTISEMENT
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other functions decline.
Music therapy has resulted not only in
cognitive improvements in some dementia
patients, but has also consistently shown
its ability to increase communication,
reduce isolation, anxiety, agitation and
depression and has served as a valuable
tool for reducing the administration of
antipsychotic and anti-anxiety medications
to dementia patients.
Equally important to its’ clinical
benefits, music therapy has demonstrated
the ability to help relieve the dementia
patient of the loneliness, fear and confusion
Continued on page 15
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they experience as the disease progresses. It
offers them a connection to their sense of
self and identity that is slowly fading. This
gift of music offers them a link to the world
of memories upon which their lives have
been built and upon which they draw their
connections to love, hope and dreams.
A Personal Connection
As a pharmacy student and intern, and
as a daughter of a parent with dementia, I
knew I had to be involved in offering this
program. After watching the documentary,
I experienced something I had not felt in a
long time for my parent with dementia. I
experienced hope.
So, while lying in bed well after
midnight, I emailed Cohen to find out
how I could implement this program in
Louisville. Since it’s inception, the program
has been implemented in Europe, Canada
and the United States, but only in nursing

Expanding Role
of Pharmacist
Wellness: Includes health
prevention and promotion
of wellness programs,
vaccinations, medication
therapy management
and clinical practice.
Advocacy: Pharmacists
have been active political
advocates for increased
access to quality
healthcare for all members
of the community.
Holistic: The pharmacist
model of care is based on a
patient-centered approach
that focuses on the patient
as a whole, incorporating
all of the aspects of health
and wellness that impact
a patient’s quality of life.
Local: And on the forefront of
these changing roles are your
local community pharmacists.

program. The foundation recognized the
benefits of incorporating the expertise
of pharmacists into the program. The
integration of pharmacists will allow
the program to be implemented in
conjunction with medication management
and expand the program from nursing
homes to dementia patients living at home
or in assisted living facilities. SMCP has
now completed the Music and Memory
certification course and is bringing it’s
many benefits to those struggling with
dementia in the Louisville area.
Kerry Hettinger is a pharmacy student
at Sullivan University College of Pharmacy
and a pharmacy intern at St. Matthews
Community Pharmacy.

Music therapy has resulted
not only in cognitive
improvements in some
dementia patients, but has
also consistently shown
its ability to increase
communication, reduce
isolation, anxiety, agitation
and depression and has
served as a valuable tool for
reducing the administration
of antipsychotic and antianxiety medications to
dementia patients.
homes. However, I was determined that
not only did Louisville need this program,
but that pharmacists should be involved.
Expanding Role of Pharmacist
Pharmacists have long been considered
of the most trusted and accessible healthcare
providers. However, over the past few
decades, the pharmacist’s role has expanded
to include health prevention and promotion
of wellness programs, vaccinations,
medication therapy management and
clinical practice.
Pharmacists have been active
political advocates for increased access
to quality healthcare for all members of
the community. The pharmacist model
of care is based on a patient-centered
approach that focuses on the patient as a
whole, incorporating all of the aspects of
health and wellness that impact a patient’s
quality of life. And on the forefront of these
changing roles, are your local community
pharmacists.
As a pharmacy student at Sullivan
University College of Pharmacy and
a pharmacy intern at St. Matthews
Community Pharmacy (SMCP) I have been
involved first hand in the expanded role the
pharmacist plays in patient-centered care. I
have seen the impact we have in the daily
lives of our patients and the positive health
outcomes experienced by these patients.
Available Locally
After working with Cohen and the

Music and Memory Foundation, SMCP
has been approved to be a certified Music
and Memory provider under a new category
of the “Innovative Pharmacy Project” pilot

“I know that I’m in
the right place”

The Family Health Centers are dedicated to providing
excellent primary and preventive health care to all, regardless
of ability to pay for these services. We serve the working
poor, the uninsured, those experiencing homelessness,
refugees from all over the world, and anyone in need of
affordable, high quality health care.
To learn more about opportunities in any of our seven
Louisville Metro locations, please contact:
recruitment@fhclouisville.org ǀ 502-772-8574
www.fhclouisville.org
fhclouisville
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Pharmacy students weigh in
Understanding sundowning, opioid abuse, Abuse Deterrent Formulations and
medication synchronization.
By Jeremy Foster, Matt Burke
and Amber Cann, PharmD
Sundowning ( a l s o k n o w n a s
sundown syndrome) is the emergence
of neuropsychiatric symptoms in the
late afternoon, evening or night. Typical
symptoms include agitation, confusion,
anxiety and aggression. Sundowning is
not a psychiatric diagnosis, but is a broadly
used term to describe a group of behaviors
that occur at a specific time of day. These
behaviors can include disorientation, pacing,
wandering, erratic movement and screaming.
Sundowning most often occurs among the
cognitively-impaired or institutionalized
elderly patients; however, sundowning may

be observed in elderly patients without
dementia.
While the exact etiology is unclear,
several factors have been identified that
might play a role in causing the clinical
sundown phenomenon.
− Low lighting and increased shadows:
Unfamiliar surroundings such as a nursing home, coupled with low lighting and
shadows created in the late afternoon and
early evening, make it more difficult for a
cognitively-impaired individual to reorient to his surroundings, which aggravates
late-day confusion.
− Disruption of circadian rhythm: The
suprachiasmatic nucleus (SCN) is an
area in the brain that regulates circadian

rhythms. It is affected by senile plaque
formation. SCN size decreases in persons between 80 and 100 years of age.
This could disrupt the sleep-wake cycle
and exacerbate disorientation. Fatigue,
sleep apnea, and daytime napping can
also contribute to disruption of circadian
rhythms.
− Medication: Benzodiazepines and lowpotency antipsychotics are among medications used to manage the symptoms
of sundowning. Akathisia, tardive dyskinesia, muscle rigidity, anticholinergic
toxicity and orthostatic hypotension are
among side effects caused by these medications. These effects can further contribute to the development of sundowning.
Dyskinesias secondary to the on-off effect
of anti-parkinsonian medications can also
contribute to sundowning.
I n dement i a p at ient s , phy sic a l
discomfort and illness may be expressed
as behavior abnormalities. Patients with
cognitive impairment are not able to react to
pain or other physical discomfort in standard
ways; they often use aggression, yelling,
screaming or refusing to eat to express
physical symptoms. Before considering
any specific treatment for sundowning,
it is reasonable to gather a careful history,
thorough physical examination, and
laboratory analysis to assess the patient to
rule out other medical conditions.
Pharmacologic and non-pharmacologic
options are available for management
of sundowning. The most effective
pharmacologic options include melatonin
and acetylcholinesterase inhibitors and
antipsychotics. There are many non
pharmacologic options to try as well.
Abuse Deterrent Formulations
New focus has been placed on drug
formulations which can minimize opioid
abuse potential by deterring this type
of behavior. A 2007 study found 13.2
percent of individuals reported nonmedical use of pain relievers at some point
during their lives.
This startling finding supports the
need for drug formulations that minimize

abuse potential of opioids. Abuse deterrent
formulations (ADFs) are developed by
altering one of three different mechanisms:
physical barriers, added antagonists and
added adverse components.
Physical barriers prevent crushing,
che w ing or d issolut ion in liqu id s.
Antagonists neutralize opioid effects in the
event the dosage form is altered. Adverse

Abuse deterrent formulations
(ADFs) are developed
by altering one of three
different mechanisms:
physical barriers, added
antagonists and added
adverse components.
components create unwanted effects if the
drug product adulterated.
Drug abusers often manipulate dosage
forms for faster onset of action. Physical
barriers can reduce this behavior. There are
many existing products that make use of
this ADF and more drugs in the approval
pipeline, such as Remoxy, OxyContin,
Oxecta and Opana ER.
Medications that have agents that
cause adverse effects when manipulated are
known as sequestered aversive agents. These
agents may be irritating to tissues if ingested
Continued on page 17
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or inhaled. For example, when Oxecta is
crushed or chewed, adverse effects result,
making this medication an unlikely choice
for abusers. Before Oxecta was approved,
Acurox was developed using niacin as the
irritating agent. A compromise to the dosage
form resulted in dizziness, flushing, nausea,
vomiting and pruritus (itching). This type
of ADF is also useful in preventing patients
from taking intact tablets in excessive doses.
The last ADF often used is incorporation
of a low-dose antagonist. The antagonist is
not meant to neutralize the opioid active
drug, unless the product is adulterated.
Examples include Suboxone and Embeda,
which are not without risk and have
resulted in opioid withdrawal symptoms in
some patients. A number of abuse deterrent
formulations have developed of late that
minimize the abuse potential of opioid
medications. They are not without risk,
but care is taken in the manufacturing and
design of these formulations to maintain
safety and integrity of the active ingredient.
Extended-Release Opioids
Individuals who suffer from chronic
pain require long-term treatment with
analgesic medications, and pain management
may involve use of prescription opioids for
patients whose pain isn’t properly controlled.
Because of the risk of abuse, many doctors
shy away from treating patients with highdose opioid analgesics. However, in 2014
and 2015, new hydrocodone formulation
with tamper-resistant features have been
approved. These new dosage forms may
lessen the abuse potential.
Tolerance is an unfortunate result
of long-term opioid use. The analgesic
effect diminishes, resulting in a need to
increase dosing to maintain pain control.

Because of the risk of abuse,
many doctors shy away from
treating patients with highdose opioid analgesics.
Until recently, none of the formulations of
hydrocodone offered the ability to deliver
medication over a prolonged period of time,
which is preferred for the management of

Benefits and Barriers to Med Synch
BENEFITS
Consumers have one trip to the pharmacy every month, easier budgeting
for monthly prescriptions and time saved by only calling the pharmacy
one time every month.
Pharmacists can use this scheduled monthly appointment with the patient
to discuss adherence issues and disease state counseling.
Medications can now be ordered in advance, reducing the number of outof-stock medications, creating better inventory control.
Reduce the number of prescriber contacts every month by the pharmacist.

BARRIERS
Controlled medications typically cannot be refilled early. Most pharmacies
have a two-day grace period when filling them.

chronic pain.
The FDA recently approved Hysingla ER
(hydrocodone bitartrate), an extended-release
opioid analgesic indicated to treat pain severe
enough to require daily, around-the-clock,
long-term opioid treatment. The delivery
system of Hysingla ER has abuse-deterrent
properties. Hysingla ER can prevent abuse
of the drug when chewed, crushed, snorted,
or injected. The tablet is difficult to crush,
break or dissolve. It also forms a thick gel
and cannot be easily injected when dissolved.

Medication Synchronization
Medication synchronization is not a
new term among pharmacists; however,
implementation has always been problematic.
Medication synchronization, or med sync,
is a service for pharmacy patients to allow
them to refill all chronic medications on one
appointed day every month.

Medication synchronization
is not a new term among
pharmacists; however,
implementation has always
been problematic.
Pharmacies are challenged with reduced
reimbursements from third party payers.
This reduction in resources necessitates
exploration of alternative revenue streams.
Pharmacies compete to maintain life-long
relationships with patients.
Med sync is a service valuable to
patients, and to the pharmacy, as well. This
service gives patients the convenience of one
trip to the pharmacy every month, easier
budgeting for monthly prescriptions and
time saved by only calling the pharmacy one
time every month.
Pharmacists can use this scheduled
monthly appointment with the patient
to discuss adherence issues, disease state
counseling, and to answer questions.
Medications can now be ordered in

advance, reducing the number of out-ofstock medications, allowing better inventory
control. The pharmacy no longer has to
contact patients and prescribers multiple
times every month.
Controlled medications typically cannot
be refilled early. Most pharmacies have a
two-day grace period when filling them.

Pharmacists can use
this scheduled monthly
appointment with the patient
to discuss adherence issues,
disease state counseling,
and to answer questions.
This poses a problem when trying to sync
the complete medication patient profile. The
American Pharmacists Association (APhA)
suggests a controlled substance prescription
be the anchor medication. It serves as the
medication around which other noncontrolled medications are scheduled.
Insurance companies only allow
medications to be refilled so many days early
every month. APhA suggests calculating
how many doses of each medication the
patient needs to sustain until the agreed
upon refill date.
Organizations such as APhA and the
National Association of Student Personnel
Administrators (NASPA) have online
resources that assist with development.
Pharmacist’s Letter has a step-by-step plan
derived from the Appointment Based
Model (ABM). Online software such as
Ateb’s Time My Meds, Simplify My Meds,
and Synchro-Script facilitate the med
sync setup, too. Careful planning and
use of web-based resources can provide a
seamless implementation of the medication
synchronization service.
Jeremy Foster is a PharmD candidate
2015, Matt Burke is a PharmD candidate
2015 and Amber Cann, PharmD, MBA is
director of the Drug Information Center at the
Sullivan University College of Pharmacy.
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Triple aim of healthcare
Better care for individuals, better health for populations, lower per capita costs.
By Michael Benfield, MD
Innov at ion is
necessar y for any
business or organization striving to remain relevant. This
could not be truer for
the healthcare industry where rising costs,
changing laws and
BENFIELD
decreased patient satisfaction rates are forcing us to reexamine
how we serve the sick.
There is much conversation among
policy makers and influencers about “Triple Aim” – a concept developed by the
Institute for Healthcare Improvement outlining the three dimensions of the future
of healthcare:
1. Improving patient satisfaction with the care
they receive
2. Improving patient health and care outcomes
3. Lowering the overall cost of healthcare
Patient satisfaction with our beleaguered healthcare system has dwindled
to all-time lows. The current model often
limits patient access to care through cumbersome prior authorization processes and
increased out-of-pocket costs. This limited
access may reduce costs in the short-term,
but ultimately leads to increases in the

Chronically ill patients
who receive personalized,
routine care are less likely
to utilize emergency room
services or to be hospitalized
for illnesses that could
have been prevented.
long-term as minor problems left untreated
escalate into major ones. This often leads to
very sick individuals calling 911 or visiting
the Emergency Room—a far more costly
option—whenever care is needed.
MD2U was founded to address the
gaps in the healthcare delivery system by
providing innovative, efficient and needed
healthcare services to the sickest of the sick
– the chronically ill and often frail, elderly
or disabled.
Help at Home
Our patients are homebound or
home-limited individuals who represent
the 5 percent of Medicare beneficiaries
who consume more than 50 percent of
healthcare dollars. In fact, most of our patients are in the last years of life and looking for primary care that can meet their
needs and manage their comfort during
difficult circumstances.
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Although we work with a variety
of providers, it clear that home-based
primary care is best and most efficiently
delivered by experienced nurses with
advanced degrees – Nurse Practitioners
(AARNPs). Regular visits to the home
allow our AARNPs to identify problems
before they manifest as larger and often
more expensive issues. They are also able
to assess a patients’ interpersonal resources
and psychosocial functioning which other
primary care providers might never see in
the traditional office setting.
Contrary to what some might think,
the home-based primary care model is able
to offer a complete range of primary care
services including blood tests, urine tests,
x-rays, echocardiograms and ultrasounds.
Chronically ill patients who receive personalized, routine care are less likely to
utilize emergency room services or to be
hospitalized for illnesses that could have
been prevented.
Savings
Recent data, including evidence from
the Centers for Medicare & Medicaid Services, shows that the home-based primary
care model contributes to cutting costs and
saving government health programs millions of dollars in the long-term.
Using this system, we have reduced
readmissions, emergency room visits, and
hospital admissions from our population
of chronically ill patients by 40 – 60 percent from the expected rate. We have reduced the cost of care by close to $1,000
per patient per month based on our internal data of more than 10,000 satisfied
patients and families.
This reduction in overall costs is
achieved not by withholding or rationing
care, but by lavishing these high cost in-

dividuals with high quality primary care.
We add even more cost efficiency by
not charging additional fees for access
to care, such as membership fees or trip
charges. Our services are billed directly to
Medicaid, Medicare and other commercial
insurances and MCOs which is very convenient and less burdensome for our patients.
We need healthcare systems and
the individuals who work in these systems to collaborate with us to make the
changes necessary to serve this small,
but rapidly growing, high-cost and
chronically ill population.

Contrary to what some
might think, the home-based
primary care model is able
to offer a complete range
of primary care services
including blood tests, urine
tests, x-rays, echocardiograms
and ultrasounds.
Our nation’s care providers have
been among the most trusted members
of our communities. The shift to serve
the sickest of the sick requires that we
step back and examine the entire picture.
Home-based primary care practices can
make the difference.
Michael Benfield, MD, is president and
CEO of MD2U in Louisville, Ky.

Institute for Healthcare Improvement outlines the
three dimensions of the future of healthcare:
• Improving patient satisfaction with the care they receive
• Improving patient health and care outcomes
• Lowering the overall cost of healthcare
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KentuckyOne Health was first in Kentucky to perform
open heart surgery, first with transcatheter aortic valve
replacement, first with ventricular assist devices, first with
MitraClip procedure. We perform the most technologically
advanced heart procedures in the region, because with each
new first, we give more people a second chance at life.
See all of our firsts at KentuckyOneHealth.org/Heart.
Jewish Heart Care and Saint Joseph Heart Institute
are now known as KentuckyOne Health Heart and Vascular Care.

KentuckyOne Health. The one name in heart care.
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UK Researcher Developing Overdose Treatment
By Keith Hautala, Dave Melanson
Jan 17, 2014
__________________________
______________
LEXINGTON, Ky. (Jan. 24, 2014)
— Chang-Guo Zhan, professor in the
University of Kentucky College of Pharmacy’s Department of Pharmaceutical
Sciences, received a three-year, $1.8 million National Institutes of Health (NIH)
grant to develop a therapeutic treatment
for cocaine overdose.
The development of an anti-cocaine
medication for the treatment of cocaine
overdose has challenged the scientific
community for years. In fact, there is
no current FDA-approved anti-cocaine
overdose medication on the market.
“According to federal data, cocaine
is the No. 1 illicit drug responsible for
drug overdose related emergency department visits,” Zhan said. “More than half
a million people visit emergency rooms
across the country each year due to cocaine overdose.”
This new grant is the fourth in a
series of investigator-initiated research
project (R01) awards that Zhan has received from the NIH to continue to
discover and develop a cocaine abuse
therapy. In previous work, Zhan has developed unique computational design approaches to generate of high activity variants of butyrylcholinesterase (BChE), a
naturally occurring human enzyme that
rapidly transforms cocaine into biologically inactive metabolites.
Zhan and his collaborators have improved BChE catalytic activity specifically against cocaine by 4,000 times. The
focus of this new grant is to optimize and
stabilize these high-activity BChE variants. The hope is that at the end of this
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grant, this therapy will be ready for clinical development.
“Dr. Zhan’s lab is at the leading-edge
of cocaine overdose therapy,” said Linda
Dwoskin, associate dean for research
at the UK College of Pharmacy. “This
grant is the culmination of the pre-clinical, innovative and groundbreaking work
that has been taking place in Dr. Zhan’s
laboratory for many years. The next step
will be to move this potential therapy
into clinical use and make it available to
those who need it.”
Z

“HANDSTAND”, BRONZE BY TUSKA, LEXINGTON, KY. A DECEASED UK FINE ARTS PROFESSOR, TUSKA WAS FASCINATED WITH THE
BEAUTY AND ATHLETICISM OF THE HUMAN FORM.

