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PHARMACY
This month, Medical News takes a closer look  
at the pharmacy industry in our region.  
We explore how the largest hospital drug 
diversion settlement provides lessons to 
pharmacies. We also give readers a primer 
on biosimilars and take a closer look at one 
company, PharMerica, that provides more than 
just pharmacy services.

Articles begin 
on page 13

By Susan Bizzell

The U.S. Department 
 o f  J u s t i c e  ( D O J ) 
recently announced a 
$2.3 million settlement 
w i t h  a  h o s p i t a l 
i n  M a s s a c h u s e t t s 
(Hospital) to resolve 
a l l e g a t i o n s  o f 
Hospital’s failure to 

provide controls and safeguards against 
controlled substance diversion in violation 
of the Controlled Substances Act (CSA). 
According to the DOJ’s press release, 
this is the largest settlement related to 
drug diversion in a hospital. 

Alleged Violations
In 2013, Hospital disclosed to the 

U.S. Drug Enforcement Administration 
(DEA) that one nurse had stolen 
approximately 14,492 pills and another 
nurse had stolen approximately 1,429 
pills from automated drug-dispensing 
mach ine s  (A DMs).  The major it y 
of these pills were oxycodone. The 
settlement alleges that Hospital failed 
to timely notify the DEA of these thefts 
and failed to provide effective controls 

Continued on page 3

Largest hospital drug diversion settlement  
provides lessons for pharmacies.

Best Practices  
Pharmacists should consider the restrictions and 
provisions in the CAP as CSA best practices. 

— Create a drug diversion team and/or a drug 
diversion compliance officer position.

— Perform annual mandatory training for all 
employees who handle controlled substances. 

— Train pharmacists on conducting self-
evaluations for compliance with the CSA.

— Improve controls surrounding controlled 
substances, including ADMs, drug carts.

— Use biometrics to authenticate users on ADMs and require 
users to change their passwords at regular intervals.

— Purchase and implement controlled 
substance surveillance software. 

— Restrict access to controlled substances to only necessary 
parties in appropriate locations and for appropriate reasons.

— Audit to ensure records are being maintained and 
submitted to the DEA and/or other appropriate 
government agencies as required by law.

— Discipline individuals who violate the CSA and internal 
policies governing controlled substances.

CONTROLS AND 
SAFEGUARDS 
NEEDED

BIZZELL
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N E W S  in brief 

Stites & Harbison named to Brand 
Elite 2016 

BTI Consult ing Group has 
named Stites & Harbison as a brand 
leader in its BTI Brand Elite 2016: 
Client Perceptions of the Best-Branded 
Law Firms.  The f irm stands out for 
its innovation and is listed on BTI’s 
Honor Roll of Value-Driving Firms.  
BTI’s annual list ranks the top law 
f irms based solely on in-depth tele-
phone interviews with general coun-
sels and leading legal decision makers.  

BTI is the leading provider of 
strategic research to the legal commu-
nity.  The data for BTI Brand Elite 
2016 is taken from BTI’s Annual 
Survey of General Counsel, which 
includes 639 confidential phone sur-
veys of general counsel at large orga-
nizations with $1 billion or more in 
revenue representing more than 15 
industry segments.  BTI asks clients 
which law f irms they associate with 
the nine characteristics driving the 
selection, consideration and hire of 
new law f irms.  The BTI Brand Elite 
list reveals the 422 law firms with the 
best brand standing.  The nine key 
brand-related elements include:
− Recommended: You are recom-

mended f irst to peers and col-

leagues without prompting.
− Short-Listed: Your firm is consid-

ered f irst for hiring in new assign-
ments.

− Premium Worthy: Clients pay 
above market rates and believe you 
are worth every penny and more.

− Bet-the-Company: A safe choice 
for the most complex and high-
risk work.

− Survivors: More likely than others 
to be an industry leader over the 
long term.

− Movers & Shakers: Delivering 
new and valuable services or be-
haviors other f irms don’t.

− Tech-Sav v y: Using technology 
more effectively or in new ways to 
add value.

− Value Drivers: Making changes in 
process or the client experience to 
add value.

− Client Service Strategists: Mak-
ing changes other f irms don’t to 
improve the client experience.

Baptist Health receives Blue 
Distinction Center designations

Anthem Blue Cross and Blue 
Shield has recognized f ive Baptist 
Health aff iliated hospitals for qual-
ity and cost-eff iciency by designating 
each as a Blue Distinction Center+ or 
Blue Distinction Center for certain 
areas of specialty care.

In the specialty areas in which 
the hospitals were eligible, Baptist 
Health aff iliated facilities earned 14 
awards, about 30 percent of the total. 

Recognized were:
Baptist Health Lexington —Blue 

Distinction Center+ in cardiac care, 
spine surgery, knee and hip replace-
ment surgery and weight-loss surgery 
– gastric stapling. Also a Blue Distinc-
tion Center designation in weight-loss 
surgery for gastric banding.

Baptist Hea lth Louisv il le – 
Blue Distinction Center+ designa-
tion in cardiac care, knee and hip 
replacement surgery, maternity care 
and weight-loss surgery for gastric 
stapling and gastric banding. 

Baptist Health Madisonville —
Blue Distinction Center+ designation 
in knee and hip replacement surgery.

Hardin Memorial Health (a 
Baptist Health-managed hospital) —
Blue Distinction Center+ designation 
for maternity care and knee and hip 
replacement surgery.

Baptist Health La Grange — 
Blue Distinction Center designation 
for maternity care.

The designations signal to con-
sumers and employers that these fa-
cilities have proven expertise in deliv-
ering specialty care and are a valuable 
tool in making healthcare decisions.

YMCA of Greater Cincinnati,  
St. Elizabeth to partner 

The YMCA of Greater Cincin-
nati received a $1 million gift from 
St. Elizabeth Healthcare to support 
the new Healthy Living Center at 
the R.C. Durr YMCA, located in 
Burlington, Kentucky. The partner-
ship is designed to enrich the patient 
experience, improve the health of the 
community and help reduce the cost 
of healthcare. 

The St. Elizabeth Healthy Liv-
ing Center will bring together medi-

cal and f itness pro-
fessionals to help 
individuals achieve 
the best possible 
he a l t hc a r e  a nd 
overa l l qual it y of 
life. The approach 
emphasizes a focus 
on prevention and 
lifestyle changes as 
an essential part of 

healthcare in the future. 
 The Healthy Living Center will 

serve as another option for physicians 
to refer patients to help them address 
risk factors, manage chronic diseases 
like diabetes and improve symptoms. 
Groundbreaking for the Healthy 
Living Center wil l occur this fal l 
with an anticipated grand opening 
by summer of 2017.

School of Dentistry receives six year 
reaccreditation

The University of Louisvil le 
School of Dentistry has been reac-
credited for the next six years. The 
Commission on Dental Accredita-
tion (CODA), the organization that 
accredits dental education programs, 
has reaffirmed the quality of education 
at the University of Louisville School 
of Dentistry. The school has received 
reaccreditation of the doctor of dental 
medicine (DMD) program, bachelor of 
science in dental hygiene program, and 
advanced dental education programs 
in endodontics, oral and maxillofacial 
surgery, orthodontics, pediatric den-
tistry, periodontics and general prac-
tice residency.

The school educates more than 
600 students in the DMD, dental hy-

giene, post-graduate and oral biology 
programs. Annually, just less than four 
percent of qualified applicants are ac-
cepted to the highly competitive DMD 
program. Entering DMD students 
have higher Dental Admission Test 
scores and GPAs than the national 
average. UofL boasts a near 100 per-
cent pass rate for the National Board 
Dental Exam.

UofL offers comprehensive pa-
tient care that includes prevention, 
diagnosis, treatment and follow-up 
care. Combined, dental and dental 
hygiene students, along with residents 
provide oral healthcare to 87,500 pa-
tients each year.

Dental researchers advance the 
profession and science through new 
discoveries in basic science and clini-
cal translation. UofL ranks 17 out of  
69 dental schools in funding from the 
National Institute of Dental and Cra-
niofacial Research, a component of 
the National Institutes of Health.  The 
school’s CODA accreditation contin-
ues through December 31, 2022.



and procedures to guard against theft 
of controlled substances, both of which 
are in violation of the CSA. The DEA 
alleges that these failings led to the 
actual theft and diversion of controlled 
substances.

In addition to the conduct of the 
two above-mentioned nurses, the DEA 
identif ied several other major concerns, 
including several in the inpatient and 
outpatient pharmacies. In the DEA’s 
audit for controlled substances, it found 
discrepancies of 16,681 missing or extra 
pills in the inpatient pharmacy and 7,177 
in the outpatient pharmacy. There were 
also many deficiencies with the ADMs, 
some of which were housed in Hospital’s 
pharmacies. The inpatient pharmacy 
staff was not alerted to medication 
overrides in ADMs. Additionally, 
physicians who had not been affiliated 
with Hospital for several months were 
still listed as users by the ADMs. At the 
DEA’s request, Hospital’s pharmacy also 
maintained a pharmacy information 
system (PIS) to generate ADM data, 
but the PIS data did not match the 
ADM data. Further, the hospital failed 
to properly use DEA Form 222 in 358 
instances. 

Several concerns appear to have 
arisen from lack of controls and failure to 
discipline healthcare professionals when 
appropriate. Some examples follow:
− An inpatient pharmacy manager re-

ported that twenty syringes of mor-
phine were missing from a pharmacy 
vault during unit moves, but no further 
action was taken. 

− Two certified nurse anesthetists lost 
controlled substances several times and 

were not disciplined. 
− Anesthesia residents signed out con-

trolled substances for cases they would 
need later. Before the cases, they would 
take them off-campus. The residents 
were not disciplined for this practice.

− On a particular day, three syringes of 
controlled substances were found in op-
erating rooms. There was no indication 
of who should have had them or where 
they came from.

− Medical personnel took controlled sub-
stances to the hospital cafeteria during 
lunch for the sake of convenience.

− An emergency room nurse was unable 
to explain 34 drug discrepancies ex-
cept that they were caused by the fast 
pace of the emergency room and lack 
of documentation. 

Settlement Agreement
The settlement required Hospital 

to pay $2.3 million to the U.S., as well 
as participate in a three-year Corrective 
Action Plan (CAP). Under the CAP, 
Hospital is required to take several 
actions to reduce the risk of potential 
drug diversion and theft in the future, 
including requiring Hospital’s ADMs to 
use biometrics to authenticate users and 
mandating that users reset passwords 
every 90 days, hiring outside auditors 
to engage in unannounced audits, 

reporting findings to the DEA and 
creating a Drug Diversion Compliance 
Officer position and multi-disciplinary 
Drug Diversion Team.

Further, the CAP provides that 
only pharmacists, or directly supervised 
pharmacy technicians, will have access 
to the pharmacy vault. Similarly, only 
authorized pharmacy employees or IT 
employees will have access to the ADM 
server. The Department of Pharmacy 
will have new roles and responsibilities, 
including conducting daily reviews of 
ADM reports and operating room post-
case reconciliation. In these reviews, 
pharmacy staff must look for any overuse 
or misuse of controlled substances, 
resolve any discrepancies with missing 
or incomplete reports, and report 
discrepancies to the new Drug Diversion 
Compliance Officer within 72 hours. 

The Pharmacist in Charge will also have 
new duties, including signing off on 
the external auditor’s report with their 
unannounced audits and conducting a 
self-evaluation of its facilities to review 
compliance with the CSA. 

— Susan Bizzell, JD-MHA, is an 
attorney with Hall Render Killian Health 
& Lyman in Indianapolis, Indiana. This 
article was initially published in Indiana 
Pharmacist Alliance, is educational in 
nature and is not intended as legal advice. 
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Family Health Centers’ Medical, Dental, and Behavioral 
Health Providers qualify for up to $50,000 under the 

National Health Service Corp Loan Repayment Program.   
We are currently recruiting for medical, dental  

and clerical positions.   
  

To learn more about employment opportunities in any of 
our seven Louisville Metro locations, email:   

jobs@fhclouisville.org  or visit  
www.fhclouisville.org/about/careers         

Do You Have 
Student Loans? 

Family Health Centers  
can help! 

Controls and safeguards needed

The settlement required 
Hospital to pay $2.3 million 
to the U.S., as well as 
participate in a three-year 
Corrective Action Plan (CAP). 

Pharmacists should consider 
the restrictions and provisions in 
the CAP as CSA best practices.
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Each month, Medical News catches up 
with a hospital or health system leader 
to learn about their organization, 
interests, and favorite pieces of advice 
and healthcare issues that ruff le their 
feathers most.

What was your first job in 
healthcare?  What did you take away 
from that job that you use today?     

My f irst job in 
hea lt hca re  was 
as a janitor in my 
mother’s primary 
care off ice.   What 
I lea rned more 
than anything is 
that everybody on 
the team plays a 

vital role in moving a business for-
ward.  If everybody takes pride in 
their work, it shows. 

As a leader, we all face many 
challenges. What challenges do 
you face in your role that are unique 
because you work in healthcare?   
We operate a clinic that cares 
for adults with intellectual and 
developmental disabilities.  The 
greatest challenge in healthcare 
for us is that our patients are so far 
off the radar for most healthcare 
professionals and organizations.  The 
vast majority of doctors have never 
been trained to provide care to this 
population.  The vast majority of 
healthcare facilities are unprepared 
to work with these patients.  Our 
challenge is not only to provide 
care to people with intellectual and 
developmental disabilities, but also 
to help others feel conf ident that they 
can to do so, as well.  

W hat is  you r v er y b e st  sk i l l  — 
t he t h i ng t hat  s ets  you apa r t 
f rom ot her s?  
It is essentially the ability to neutral-
ize fear.  Fear leads to chaotic choices.  
Being able to remove fear from the de-
cision-making process leads to better, 
more consistent outcomes.

Where do you do your best thinking?  
When I am in the midst of conf lict.   
Nothing produces change better or 
faster than a challenge. 

What was the most significant 
event/development in your company 
in 2015?   
Our unique approach to patient care 
was featured in The New York Times.  
They even sent a f ilm crew and did 
a video about our clinic. Despite the 
fact that we only opened our doors in 
2014, it was great to be recognized as 
national leaders so quickly.

How do you revitalize yourself ?    
Sleep. It’s a boring answer, but it 
seems to be in short supply these days.

What’s one piece of advice you 
remember most clearly?    
Stand in the eye of the hurricane.  
That is, even in the midst of a pow-
erful and destructive force, there is 
always a place of calm that can be 
found.  You should always strive to 
f ind that place and not get caught up 
in the storm.  

Meet Matthew Holder, MD,  

CEO of Lee Specialty Clinic in  

Louisville, Kentucky

FAST FACTS
Education: University of 

Louisville (BA, MBA, MD)

Hobbies:  Travel, Exercise

Volunteer work:  I am a proud 

board member of Special 

Olympics Kentucky, The Council 

on Developmental Disabilities 

and Cedar Lake Lodge.

C O R N E R  O F F I C E N E W S  in brief  

Fear leads to chaotic choices.  
Being able to remove fear from the 
decision-making process leads to 
better, more consistent outcomes. 

Frontier Nursing to expand facilities 
in Kentucky 

Frontier Nursing Universit y 
(FNU) announced that it will expand 
the school ’s Kentucky-based facili-
ties in 2017, through the purchase of 
a new property that currently be-
longs to the Kentucky United Meth-
odist Homes for Children & Youth 
(KyUMH). FNU has entered into 
an agreement to purchase the facil-
ity, located in Versailles, Kentucky, 
in response to growth in student en-
rollment and programming. 

The university has a long-stand-
ing mission of educating nurse-
midwives and nurse practitioners. 
Frontier Nursing University students 
travel to Kentucky from across the 
U.S. to attend orientations and edu-
cation sessions in preparation for on-
line coursework and clinical experi-
ence. The growth in enrollment over 
the last decade from 200 to more 
than 1600 students has prompted 
this new development. FNU cur-
rently admits approximately 800 
new students each year and in 2015 
graduated 565 nurse-midwives and 
nurse practitioners. 

FNU’s current operations in-
clude the historic campus in Hyden, 
Kentucky, the Wendover Bed & 
Breakfast Inn, a retreat center and 

national historic landmark, and two 
administrative off ice locations in 
Lexington, Kentucky. The f irst ad-
ministrative off ice opened in Lex-
ington in 1996 and currently employs 
44 faculty and staff. 

FNU offers distance education 
programs with master of science in 
nursing (MSN) and doctor of nurs-
ing practice (DNP) degree options. 
This distance education model al-
lows students from all 50 states as 
well as other countries to remain in 
their home communities to complete 
their graduate education. Over the 
upcoming year, FNU will be work-
ing with site planners in collabora-
tion with stakeholders on design and 
renovations. The University’s leader-
ship and Board of Directors will be 
working on strategic plans for how to 
most effectively use the new space. 

Home of the Innocents opens 
Elizabethtown foster care office

Home of the Innocents held a 
ribbon cutting ceremony and open 
house for their newest remote loca-
tion on April 1. Therapeutic Loving 
foster Care (TLC) has opened a lo-
cation in Elizabethtown, Kentucky.

The TLC program partners fos-
ter children with Teaching Parents 
who share their hearts and homes 
with children until they can return to 
their parents or are permanently ad-
opted. Children across the state are 
served by TLC with licensed homes 
in Louisville and Shelby, Oldham, 
Henry and Trimble counties. 

The fol lowing counties have 

l icensed homes through TLC’s 
Bluegrass off ice: Lincoln, Fayette, 
Anderson, Woodford, Frank l in, 
Mercer, Boyle, Garrard, Jessamine, 
Madison, Estill, Clark, Powell, Me-
nifee, Montgomery, Barth, Fleming, 
Rowan, Morgan, Elliot, Lewis, Ma-
son, Robertson, Bourbon, Nicholas, 
Harrison, Scott, Owen, Carrol l, 
Gallatin, Grant, Pendeleton, Camp-
bell, Kenton, Boone and Wolfe. The 
addition of the Elizabethtown off ice 
will increase reach to Bullitt, Har-
din, Meade, Breckenridge, Grayson, 
Nelson, Larue, Marion, Washington, 
Spencer, Taylor and Green counties.
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P E O P L E  in brief 

Dean Dorton Allen Ford   
David R ice 

was named to Cisco 
Sy s t ems ’  sma l l 
midmarket business 
advisory board.

RICE

   
Frank Pigula, 

MD, joined the 
faculty at Uof L 
School of Medicine 
as chief of pediatric 
cardiac surgery.

PIGULA

Hospice of the Bluegrass    
Hospice of the Bluegrass board officers  
for 2015 are:  
Chair: Eric Frankl, Bluegrass Airport
Vice Chair: Nana Mensah, Xports
Treasurer: Jen Shah, Dean Dorton Allen Ford 
Secretary:  Shannon Arvin, Stoll Keenon Ogden 
Past Chair: Mark Nabity, Grayhawk

 
New board members for 2016 include: 
Jim Blancet, Storeitoffsite.com
Greg Milward, Powell Walton Milward
Zachary Murray, QX.net

FRANKL MENSAH

SHAH ARVIN

NABITY BLANCET

MILWARD MURRAY

Masonic Homes of Kentucky  
Adrian Judy 

was promoted to 
senior vice president 
IT services.

JUDY

ResCare, Inc.  
Melissa Milby 

was h i red as 
director of human 
resources.

MILBY

 University of Kentucky 

M e m b e r  
Steve Beshear 
is honored with 
the Governor’s 
Cup for the 
second year in 
a row by the 
Site Selection 
m a g a z i n e . 
T h e  h o n o r 
r e c o g n i z e s 
that Kentucky 

attracted more large-scale business 
development in the year 2015 than 
every other state, when measured on a 
per capita basis.

BESHEAR

University of Kentucky 
Col lege of 

Pharmacy alumni 
Scott Greenwell 
was elected as 
president of the 
Kentucky Board of 
Pharmacy to serve 
the remainder of 
the 2016 term. 

GREENWELL

UK HealthCare
Ch r i s tophe r 

Doty, MD, was 
awarded the Joe 
L e x  Educator 
Award by the 
American Academy 
of  Emergenc y 
Medicine.

DOTY

University of Louisville   
Toni Ganzel, 

MD, dean of 
the University of 
Louisville School 
of Medicine, has 
been appointed 
to the Liaison 
Commit tee on 
Medical Education 
(LCM E),  t he 
governing body 

that accredits medical education programs 
throughout the United States and Canada. 

GANZEL

Norton Hospital expansion, new 
medical office projects 

The Board of Zoning Adjustment 
approved two Norton Healthcare proj-
ects, paving the way for the renovation 
of Norton Audubon Hospital and the 
addition of medical offices near Norton 
Women’s and Kosair Children’s Hospi-
tal, both in Louisville, Kentucky.

The f i r s t  projec t  inc ludes 
the construction of a three-story, 
83,880-square-foot medica l of-
f ice building at 1001 Breckenridge 
Lane just down the street from Nor-
ton Women’s and Kosair Children’s 
Hospita l. Plans a lso include 495 
parking spaces.

The 10.2-acre property at the cor-
ner of Dutchman’s Lane and Brecken-
ridge Lane is currently a shopping cen-
ter and is co-owned by four companies. 
Tenants include Pepboys, a Marathon 

gas station, Office Depot, Visionworks, 
Moe’s Southwest Grill and Amish Hill.

The zoning board approved a 
building height variance that allows the 
structure to be 55 feet tall, compared to 
the required 35 feet; a conditional use 
permit to allow off-street parking on a 
portion of the property that is zoned 
residential; and a variance relaxing the 
regulation on where a monument sign 
can be placed.

The second Norton project is the 
$107 million renovation of its Audubon 
location. The project includes increas-
ing the number of private patient rooms 
the hospital has and demolishing and 
rebuilding its existing parking garage. 
Norton will still have the same number 
of beds — 375 — post-construction as 
it has currently.

KentuckyOne Health   
Damian “Pat” 

Alagia III, MD, 
was  recog n iz ed 
a s  one  of  “10 0 
H o s p i t a l  a n d 
Hea lt h  Sy s tem 
CMOs to Know,” 
in Becker’s Hospital 
Review.

ALAGIA 

WellCare of Kentucky   
M i c h a e l 

R i d e n o u r  w a s 
named vice president 
of  Government 
Affairs.

RIDENOUR

A view of the planned renovation and expansion at Norton Audubon 
Hospital | Rendering by architectural firm Laughlin Millea Hillman
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University of Kentucky Center on Aging Foundation Annual Dinner   

Location:  UK Center on Aging Bluegrass Ballroom, 
800 South Limestone, Lexington, Kentucky 40536
Info: Apollo 8 and 13 astronaut Jim Lovell will be the 

keynote speaker. Proceeds from the event will support Alzheimer’s 
disease research, education and clinical programs at the center.
To register: Individual tickets to the event are $175 and table 
sponsorships start at $1,500. For more information, contact the 
foundation office at (859) 323-5374 or visit uky.edu/coa/.

2016 Food Studies Symposium 

Time: 3:30 – 6:30 p.m. on 4/7; 9 a.m. – 1:30 p.m. on 4/8
In fo:  Sha re  cu r rent  lea rn ing,  bu i ld col laborat ions , 
identify opportunities, stimulate research and envision an 

interdisciplinary foods program.
To register: Visit the web at tf ise.uky.edu/node/387.

Symposium for Hematologic Malignancies and  
Bone Marrow Transplantation

Location: Jewish Hospital Rudd Heart & Lung Conference 
Center, 201 Abraham Flexner Way, Louisville, Kentucky 40202
To reg ister :  Emai l  rebecca .thurman@loui svil le .edu  or  

call (502) 562-3367.

Kentucky Physicians Leadership Initiative Leadership Symposiums 
Locations: Western Kentucky University’s Augenstein Alumni 
Center (April 9), 292 Alumni Ave., Bowling Green, Kentucky 
42101; KentuckyOne Health-Saint-Joseph (April 16), 1 Saint 
Joseph Dr., Lexington, Kentucky 40504

Info: Through a grant from The Physicians Foundation, the Kentucky 
Foundation for Medical Care and KMA are hosting local leadership 
symposiums in Bowling Green and London as part of the Kentucky 
Physicians Leadership Initiative. Bowling Green and London were 
selected from applications submitted by physicians who attended the 
Kentucky Physicians Leadership Academy during the 2015 KMA 
Annual Meeting. These events are member-only benef its.
To register: Visit the web site kyma.org/events/. 

Med-IQ Workshop

Time:  TBD
Location: Louisville, Kentucky
To register: Visit the web at Med-IQ.com.

Preventing Stroke in Patients with AF

Time: 7:30 - 10 a.m.
Location: Hyatt Regency Louisville
Info: Free CME workshop presented by Med-IQ in  

collaboration with UNC School of Medicine.
To register: Visit the web at med-iq.com/a898.

Event calendar

N E W S  in brief  

April
7

The United States Chamber Returns! 

Time: Networking & registration 8:00 - 9:00 a.m.; 
Presentation 9:00  - 10:30 a.m.
Location:  Kentucky State University, Student Center, 

Ballroom, 400 E. Main St., Frankfort, Kentucky 40601
Info: Katie Mahoney will share the latest the ACA has in store for both 
employers and the healthcare industry in 2016 and also address Medicaid 
expansion, employer mandates and implications of a new President. 
To register: General Admission $50.00; Free entry for full-time 
students. Register at healthenterprisesnetwork.com or email Register@
HealthEnterprisesNetwork.com.

Sullivan Graduation 

Time: 9 a.m.
Location: Southeast Christian Church, Louisville, Kentucky

KAHCF 2016 Quality Summit 

Location: Owensboro, Kentucky
Info: Visit the web at kahcf.org/pages/calendar for more 
information.

2016 Smoke-Free Spring Conference

Location: Lexington, Kentucky
Info: The annual conference, “Mobilizing an Army 
of Smoke-Free Advocates,” highlights efforts around 
Kentucky to reduce the health burden of tobacco and 

exposure to smoking and includes presentations from national 
leaders in smoke-free policy and advocacy. 
To register: Visit the web at mc.uky.edu/TobaccoPolicy/KCSP/.

Practical Update in Neurology & Neurosurgery

Time: 9:30 a.m. – 4 p.m.; Registration and breakfast at  
8:00 a.m.; Welcome and introduction at 9:30 a.m.
Location: Pavilion A auditorium of the U.K. Albert B. 

Chandler Hospital, 800 Rose St., Lexington, Kentucky 40536
Info: Bringing healthcare providers up to date on care practices dealing 
with neurology and neurosurgery.
To register: Visit the web at cecentral.com/live/11652. For questions 
regarding this event call (859) 218-5074 or email ukneuroeducation@uky.edu.

Derby Partnering Summit 

Location: Embassy Suites by Hilton Cincinnati-
RiverCenter, 10 East Rivercenter Boulevard
Covington, Kentucky 41011

Info: The Derby Partnering Summit is a three-day event that 
brings together students, advocates, entrepreneurs, business 
leaders, academics and researchers from disciplines across 
the life sciences industry, including therapeutics, diagnostics, 
medical devices, healthcare information technology, health 
and wellness technology, nutrition and agriculture.
To register: Visit the web at derbysummit.com.
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Keeping the game fair...

...so you’re not fair game.

800.282.6242  •  ProAssurance.com

Healthcare Liability Insurance & Risk Resource Services 

ProAssurance Group is rated A+ (Superior) by A.M. Best. 

Your Kentucky medicine  

is getting hit from all angles.

You need to stay focused and on point — 

confident in your coverage.

Get help protecting your practice,  

with resources that make important  

decisions easier.

Floyd Memorial announces pending 
acquisition by Baptist Health

Memorial Hospital and Health 
Services’ Board of Trustees, the Floyd 
County Commissioners and the Floyd 
County Council have announced the 
intent to pursue an acquisition of Floyd 
Memorial Hospital and Health Services 
by Baptist Health.

Floyd Memorial and Baptist 
Health are entering into a non-binding 
agreement that allows them to move 
forward with necessary steps to pursue 
a proposed acquisition. Following the 
due diligence and negotiation process, 
which is expected to take approximately 
90-120 days, the organizations would 
then finalize a binding asset purchase 
agreement, which would be subject to 
the review and approval of the Floyd 
Memorial Board of Trustees, Floyd 
County Council and Commissioners. 
Assuming the purchase agreement is 
approved, the binding asset purchase 
agreement could be signed by July 1, 
2016 and the actual transition taking 

place on or before October 1, 2016.
The proposed acquisition includes a 

guaranteed capital investment of $125 
million over the next five years to ex-
pand services, invest in improved tech-
nologies and transition to Epic, one of 
the highest-rated information technol-
ogy platforms in the nation.

Hospital administration sees this 
pending acquisition as an opportunity 
for the organization and the patients 
it serves to reap the benefits of greater 
economies of scale through improved 
operational efficiencies and synergies, 
ensure high-quality, comprehensive 
healthcare services for our community 
to continue far into the future and bet-
ter preparation for the next phase of 
healthcare transformation.

In addition to the anticipated ben-
efits to both Floyd Memorial and the 
patients it serves, Floyd County will 
also greatly benefit from this transac-
tion. At closing, Floyd County expects 

to receive approximately $75 million 
after paying transaction costs. In ad-
dition, the County will receive another 
$75 million to be spread over the next 

10 years, some of which will be des-
ignated for ongoing healthcare related 
needs and activities.

N E W S  in brief    

 St. Elizabeth and NFL Alumni Team Up
St. Elizabeth Healthcare and the 

NFL Alumni Cincinnati chapter have 
announced a collaboration to create a 
lasting and positive impact on the com-
munity. The relationship will promote 
the overall health and wellness of the 
community through active living, pro-
mote the prevention and treatment of 
sports-related injuries, and build com-
munity relationships.

Comprised of former National 
Football League players, coaches and 
other employees, NFL Alumni is com-
mitted to community initiatives under 
the NFL Alumni Caring for Kids pro-
grams. In addition, the organization is 
committed to improving the health and 
wellness of athletes who dedicated their 
lives to football, and offers a variety of 
medical, financial and social programs 

to help members lead healthy, produc-
tive and connected lives.

St. Elizabeth is collaborating with 
NFL Alumni Cincinnati to increase 
awareness of prevention strategies for 
youth athletes, as well as bring knowl-
edge of key sports medicine advance-
ments that increase the effectiveness of 
prevention and treatment options. As 
one of the first sports medicine pro-
grams formed more than 25 years ago, 
St. Elizabeth is a regional leader in the 
field. The focus has increasingly moved 
toward identifying prevention strategies 
for younger children and high school 
athletes to sustain the performance 
required of competitive sports while 
protecting their health so that they can 
enjoy their lives for years to come.
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UofL School of Dentistry adopts 
use of Lua Technologies

The University of Louisvil le 
School of Dentistry has adopted a 
new cloud-based secure text messag-
ing system to better coordinate patient 
care between nearly 1,000 faculty, staff 
and students. Among other features, 
the Lua Technologies system allows 
clinical staff members to send secure, 
HIPAA-compliant text messages 
about patient care directly to a stu-
dent’s or faculty’s personal mobile de-
vice, allowing for a quicker response. 

The UofL School of Dentistry 
educates about 600 students in gen-
eral dentistry, dental hygiene and 
graduate programs, and requires a 
highly secure communications plat-
form for faster information sharing 
for patient care. The school chose Lua 
for its secure text messaging function-
ality, unique desktop applications, file 
sharing, seamless transition between 
devices, interactive directories, and 
direct and group calling, as well as 
accountability across teams. 

Staff previously relied on texting 
or consumer messaging apps to casual-
ly discuss non-confidential information 
with providers. However, to remain 

HIPAA compliant, they would need 
to wait for crucial person-to-person 
follow-ups or transfer electronic per-
sonal healthcare information (ePHI) 
over electronic medical record (EMR) 
messaging. The school lacked the abil-
ity to notify a student or faculty mem-
ber when they were away from a clinic 
computer—for any message, especially 
an urgent message about patient care.

Lua operates within a suite of 
technology products used throughout 
the dental school clinics to speed up 
information sharing. In addition to se-
cure texting, students and faculty can 
collaborate in-between classes or via 
the desktop app available on all dental 
clinic operatory computers. Further, 
the technology system will enable 
more rapid consultation from specialty 
experts to enable faster, more effective 
care for patients.

Lua supports dozens of health-
care organizations, ranging from 
biopharma, research and hospital 
systems, lab and test solutions, and 
educational organizations to Doctors 
on Demand solutions.

Why did you 
chose this field?  

I chose mas-
sage  because 
it was a lways 
something I was 
inte re s ted  in 
and had thought 
about pursuing. 
It was an idea 

that had been planted into my mind 
and when I looking into attending 
Spencerian and learning more about 
the program, the seed began to grow!

What was your experiences like  
at Spencerian?  
My favorite things were my instructors. 
Janie Johnson and Albert Ignacio were 
my favorite. Ms. Janie went above and 
beyond to help me. She guided me 
through the tough times and wasn’t 
afraid to tell me the truth when I 
needed to hear it. I also liked how 
close-knit our classes were; we were a 
little family. Mr. Albert wanted to see 
us succeed and did everything to help 
us. We had great times at Spencerian 
and I cherish every bit of it. 

How did Spencerian help prepare 
you for a career in massage therapy?
Spencerian set me up for success the 
second I walked through the door. 

The staff was amazing, friendly and 
was there when I needed help. Unlike 
another school I had attended, they 
guided me throughout my student ca-
reer. My instructors were real people. 
They worked in the f ield and they had 
years of experience and knowledge to 
pass down to me. They cared about 
me and I wouldn’t be who I am today 
without them. I am able to apply what 
I learned in all of my classes to my 
professional career.

How do you like your current job?
I absolutely love my career and see-
ing my patients relaxed and happy 
after their massages. I want to build 
relationships with my patients and 
help them ease their pain.

Meet Your Provider 

FAST FACTS
Gabby Diaz

Degree: Medical Massage 

Therapy (Spring of 2015) 

from Spencerian College

Current Position: Working 

at Versailles Chiropractic 

as a massage therapist 

N E W S  in brief  

for a complimentary subscription to 
Medical News and the Medical News 
enewsletter at www.medicalnews.md.
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HEALTHCARE  
IN KENTUCKY?

SIGN UP

Support strong in Kentucky for 100 
percent tobacco-free schools

In Kentucky more than eight in 
10 adults (85 percent) favor schools in 
their communities adopting tobacco-
free school policies. Those are among 
the findings in the latest Kentucky 
Health Issues Poll (KHIP) released 
by the Foundation for a Healthy Ken-
tucky and Cincinnati-based Interact 
for Health.

Presently in Kentucky, 28 percent of 
school districts have 100 percent tobac-
co-free school policies. (The list can be 
found at tobaccofreeschoolsky.org). These 
policies prohibit the use of tobacco by 
students, staff, parents or guests while 
on school grounds and at school-spon-
sored activities such as field trips and 
sporting events.

In 2015, 23 percent of Kentucky 
middle school children reported try-
ing cigarettes and 28 percent of high 
schoolers said they currently used cig-

arettes, cigars, or smokeless tobacco. 
KHIP highlights include:
− 85 percent of Kentucky adults favor 

school systems adopting tobacco-
free campus policies; similar results 
were reported on the 2013 KHIP.

− Large majorities of non-smokers, 
former smokers, and current smokers 
favor tobacco-free campus policies in 
their communities.

− Support for tobacco-free campus 
policies was strong among Republi-
cans, Democrats and Independents. 

Sponsored annually by Interact 
for Health and the Foundation for 
a Healthy Kentucky, the Kentucky 
Health Issues Poll is a 1,600-house-
hold phone survey, polling Kentucki-
ans for their views on key health policy 
issues likely to come before the legisla-
ture or local policymaking bodies.
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Continued on page 11

Frontier Nursing partners with 
Haiti nursing school 

Frontier Nursing University (FNU) 
announced a new affiliation agreement 
with the FSIL School of Nursing in 
Haiti. The Faculty of Nursing Science 
of the Episcopal University of Haiti or 
FSIL (Faculté des Sciences Infirmières 
de l’Université Episcopale d’Haïti), in 
Léogâne, Haiti, is the top-ranked nurs-
ing school and first four-year baccalaure-
ate school of nursing in the country. 

FNU’s first objective is to sup-
port FSIL as the school develops a 
nurse-midwifery program, with a goal 
of launching the program in fall 2016. 
FNU will be assisting with curriculum 
development, providing consultation on 
distance education issues and helping 
ensure the nurse-midwifery program 
launches successfully.

FSIL has become a model for nurs-

ing schools across Haiti. In addition to 
the nurse-midwifery program, FSIL 
would like to implement a diploma to 
BSN program and eventually a family 
nurse practitioner program. The school 
also hopes to build a family birthing 
center on campus to use as a clinical site.

According to a report from the In-
teruniversity Institute for Research and 
Development (INURED), 87 percent 
of Haiti’s higher education institutions 
were located in the region affected by 
the catastrophic earthquake that struck 
the island in 2010. FNU has long fo-
cused on underserved and rural popula-
tions, with a mission to educate nurses 
to become competent and compassionate 
nurse-midwives and nurse practitioners 
who are leaders in the primary care of 
women and families.

ANCHORAGE  |  DALLAS  |  DENVER  |  DETROIT 
INDIANAPOLIS  |  LOUISVILLE  |  MILWAUKEE  
PHILADELPHIA  |  SEATTLE  |  WASHINGTON, D.C.
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N E W S  in brief  

St. Elizabeth to expand, rename  
METS Center

St. El izabeth Healthcare wil l 
begin a multimil l ion-dollar expan-
sion of the METS Center, and the 
Erlanger, Kentucky facil ity wil l be 
renamed to ref lect its new purpose 
as a training site for employees of 
Nor thern Kent uck y ’s  dominant 
medical provider.

The 24,081-square-foot, red-
brick addition to the faci l it y wil l 
make the St. Elizabeth Training & 
Education Center, which also wil l 
be known as SETEC or the simula-
tion center, 55 percent larger than 
its cur rent footpr int of 43,60 0 
square feet. The project cost of 
about $3 mil l ion includes retrof it-

ting the existing space.
The construction project is ex-

pected to be done by this fal l. Cor-
porex Development & Construc-
t ion Management of Cov ington, 
Kentucky is the general contractor. 
Cintech Construction of Madison-
vil le, Indiana is the prime contrac-
tor on the addition. Bob Lessel, an 
architect on the Corporex sta f f, 
was the designer of the bui lding 
shel l . PCA Architecture of Fort 
Wright, Kentucky is preparing the 
construction drawings. GBBN Ar-
chitects of downtown Cincinnati, 
Ohio did the interior design work 
for St. Elizabeth.
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 By Angela Koch

The Foundation for a Healthy Ken-
tucky has contracted with State Health 
Access Data Assistance Center (SHA-
DAC), a health policy research institute 
at the University of Minnesota, to study 
how Kentucky’s implementation of the 
Affordable Care Act (ACA) is impact-
ing state residents. SHADAC has just 
released an annual report for the first full 
year of the study.

“The Foundation’s contract with 
SHADAC provides objective informa-
tion on the impacts of Medicaid expan-
sion and creation of a state-managed 
insurance portal, kynect, here in Ken-
tucky,” says Susan Zepeda, president 
and CEO of the Foundation. “In this 
first annual report, we can see gains in 

the numbers of Kentuckians with insur-
ance, a decline in emergency room use 
and increased information on findings of 
preventive screenings. We look forward 
to future reports under this 34-month 
study, to help policymakers assess the 
impacts of governmental policy changes 
on numbers of Kentuckians with health 
insurance coverage, access to care, costs 
of care, and patient experience.”

According to Lynn Blewett, PhD 
director, State Health Access Data As-
sistance Center, University of Minnesota, 
School of Public Health and Principal 
Director of the study, “Kentucky has 
made significant gains in health insur-
ance coverage and access to needed care 
through its commitment to implemen-
tation of the Affordable Care Act. The 
Commonwealth has been at the forefront 

in designing effective strategies to get and 
keep people covered, providing lessons 
for the rest of the country. As change 
continues in Kentucky’s health reform 
agenda it will be important to monitor 
and document the impact on Kentuck-
ians and their families over time.”

The quarterly snapshots, along with 
a report on the Affordable Care Act’s 
impact on children’s insurance in Ken-
tucky are all available online. Along 
with producing quarterly snapshots dur-
ing the study timeframe, in the spring, 
researchers will conduct a telephone sur-
vey to better understand the effects of 
ACA in Kentucky. Highlights from the 
report include:

Domain #1: Health Insurance Coverage
− Kentucky’s overall rate of uninsurance 

fell to 8.7 percent in 2014--a 4.9 per-
centage point drop from 2012. Ken-
tucky’s uninsurance rate of 8.7 percent 
is statistically significantly lower than 
the overall U.S. uninsurance rate of 
11.6 percent; it is also significantly 
lower than the uninsurance rate of a 
number of neighboring states, includ-
ing Arizona, Illinois, Indiana, Mis-
souri, Tennessee and Virginia. 

− People with lower incomes saw great-
est declines in uninsurance. Those 
with incomes below 138 percent of 
FPG (the Medicaid expansion group) 
experienced the largest decline with a 
11.2 percentage point drop in uninsur-
ance from 2012-2014.

− Some disparities in insurance cover-
age persist: the uninsurance rate for 
the Hispanic/Latino population (28.9 
percent) is more than triple the state’s 
overall uninsurance rate. 

Domain #2: Access
− There was a statistically significant in-

crease in the share of the population 
reporting having a usual source of care 
from 2012 to 2013. 

− The percentage of Kentuckians report-
ing emergency department visits in the 
past year dropped from 30.4 percent in 
2012 to 24.9 percent in 2013, a statis-
tically significant decrease. 

− It will be important to track these 
measures moving forward to see how 
they are affected by increased access to 
coverage through the ACA.

Domain #3: Cost
− In 2013, Kentucky had a significantly 

higher percentage of people with trou-
ble paying medical bills compared to 
the U.S. as a whole (Kentucky: 42.8 
percent, U.S.: 30.2 percent).

− Kentucky’s rate of people with trou-
ble paying medical bills in 2013 was 
also significantly higher than several 
neighboring states, including Illinois, 
Missouri, Ohio and Virginia. 

Domain #4: Quality
− Among all neighboring states, Ken-

tucky was the only state that had a 
significant increase in the percentage 
of respondents who reported having a 
colorectal cancer screening from 2012 
(62.4 percent) to 2014 (66.4 percent).

− ACA is likely not the only factor for 
this increase -- Kentucky has pro-
grams promoting colorectal cancer 
screening.

− Racial disparities continue in low 
birth weight: Non-Hispanic blacks 
continued to have the highest rate of 
low birth weight in 2014.

Domain #5: Health Outcomes
− Opportunity for improvement: Ken-

tucky’s adult obesity rate remained 
stable from 2012-2014, with an obe-
sity rate of 31.6 percent in 2014.

− Chronic disease prevalence: 29.1 per-
cent of adults in Kentucky reported 
having one or more chronic conditions 
in 2014, a statistically significant in-
crease from 26.8 percent in 2012. 

− It’s important to note that increases 
in reported chronic disease prevalence 
can be expected with increases in cov-
erage and access to care.

— Angela Koch is with the Founda-
tion for a Healthy Kentucky in Louisville, 
Kentucky.

Report tracks ACA impact in Kentucky  
Findings of a multi-year study, tracking ACA impact in Kentucky, is now available. 
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Sullivan University College of Pharmacy 
team wins national competition 

A team from the Sullivan Uni-
versity College of Pharmacy has won 
a major national award while compet-
ing against some of the top pharmacy 
schools in the nation.

Competing for just the second time 
in this event, the Sullivan University 
College of Pharmacy team of three stu-
dents and a faculty sponsor won the 2016 
national championship in the Sixth An-

CMS finalizes the 60-day 
overpayment rule 

The wait is over - in February, the 
Centers for Medicare & Medicaid Ser-
vices (CMS) released its Final Rule on 
identifying, reporting, and returning 
overpayments to the Medicare and Med-
icaid programs. This rule is the result of 
provisions in the Patient Protection and 
Affordable Care Act (ACA) which cre-
ated a 60-day safe harbor during which 
providers can identify overpayments by 
the two major federal healthcare pro-

grams. If a provider fails to report an 
overpayment within 60 days of the date 
that it was identified, the overpayment 
may be considered a violation of the 
federal False Claims Act (FCA). The 
Final Rule implementing this provision 
became effective on March 14, 2016. 
Read the full article on the McBrayer, 
McGinnis, Leslie & Kirkland web site 
at goo.gl/BebpjB.

Louisville health department names 
new director

The Louisville Metro Department 
of Public Health and Wellness has a 
new director.

Dr. Joann Schulte will take over 
the role on April 19. She comes from 
Dallas, where she previously had been 
the medical toxicology fellow at the 
North Texas Poison Control Center 
at Parkland Memorial Hospital. 

In addition to leading the health 
department, Schulte will serve on the 
faculty at the University of Louisville 
School of Public Health and Infor-
mation Sciences, in the school ’s de-

partment of epidemiology and popu-
lation Health.

She will be paid $180,000 in an-
nual salary and benefits, paid half by 
the school and half by Louisville Met-
ro Government.

Schulte’s medical degree is from 
the Texas College of Osteopathic 
Medicine. She also has a master’s 
degree in public health from Emory 
University in Atlanta and a certificate 
in medical editing from the Univer-
sity of Chicago.

nual Student Pharmacist Compounding 
Competition, which was held March 19 
and 20 at the University of Southern 
California School of Pharmacy in Los 
Angeles, California.

Sullivan students Brianna Combs 
of New Albany, Indiana, Martika Mar-
tin of Eubank, Kentucky, and Rachel 
Ramsey of Richmond, Kentucky, along 
with faculty sponsor Dr. Uyen Le suc-
cessfully competed against 19 other col-
leges and schools of pharmacy, including 

Butler University College of Pharmacy 
and Health Sciences, St. Louis College 
of Pharmacy, Washington State Uni-
versity, State University of New York at 
Buffalo and the University of Oklahoma.

Pharmaceutical compounding is a 
method for personalizing medication to 
fit the unique needs of a patient. Com-
pounded medications are created by 
combining individual ingredients in the 
exact strength and dosage required by 
the patient and their own unique needs.
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 By Molly Nicol Lewis

One of the areas 
of healthcare im-
pacted heavily by the 
great recession be-
ginning in 2007 was 
Medicaid reimburse-
ment. Cash-strapped 
states, in an attempt 
to alleviate budget-

ary issues, reduced Medicaid provider 
reimbursement rates. These rates often 
fell below the actual cost of care to the 
providers themselves, which in turn lim-
ited the ability of providers to provide care 
and Medicaid beneficiaries to access care. 

In response, healthcare providers 
challenged these rate cuts using a pro-
vision of federal law that requires states 
that accept Medicaid funds to “assure that 
payments are sufficient to enlist enough 
providers so that care and services are 
available under the plan at least to the 
extent that such care and services are 
available to the general population of the 
geographic area.”

Over the years, providers have 
mounted challenges to rates using this 
provision – referred to colloquially as 
Section 30(a) – with varied results as the 
law itself change over the years. With the 
decision in Armstrong v. Exceptional Child 
Center, Inc., in March of 2015, however, 
the U.S. Supreme Court effectively ended 
the use of Section 30(a) as a viable means 
to challenge reduced reimbursement rates.

History of Section 30(a)
The central question in Section 30(a) 

jurisprudence is whether private suits by 

providers be brought, and under what le-
gal theory. A brief discussion of the back-
ground of Section 30(a) cases is warrant-
ed, therefore. In 1981, Congress changed 
the applicable language in the Medicaid 
Act in what became known as the “Boren 
Amendment” to provide states with flex-
ibility in setting reimbursement rates. 
Congress later amended Section 30(a) 
further to include the language quoted in 
the first paragraph, which, along with the 
Boren Amendment, became the basis for 
a multitude of rate challenges. 

In the case of Wilder v. Virginia Hos-
pital Association, the U.S. Supreme Court 
determined that the Boren Amendment 
conferred on providers a private cause of 
action under Section 1983 of the Civil 
Rights Act. Congress later repealed the 
Boren Amendment, and a further Su-
preme Court case, Gonzaga v. Doe, laid 
the foundation for circuits to reject Sec-
tion 1983 suits predicated on Section 30(a) 
challenges. Providers then began searching 
for a way to continue challenges, settling 
on the Supremacy Clause as a means. 

Not for Private Rights
In March of 2015, the Supreme 

Court finally settled the question of en-
forceability of Section 30(a) in Exceptional 
Child Center. A plurality of the court held 
that providers may not use Section 30(a) 

as the basis for a private right of action. 
A majority of the court held that the Su-
premacy Clause does not give plaintiffs a 
private right of action and that providers 
cannot sue in equity to enforce the provi-
sions of Section 30(a). 

The majority held that the Supremacy 
Clause is more of a rule of decision as to 
which law prevails, not a way for individ-
uals to sue the states which do not comply 
with federal law. The majority also found 
that Congress intended to preclude suit 
based on private enforcement of Section 
30(a), rather than merely fail to provide a 
means to sue under the law.

Other Options
The essence of the opinion is that 

private providers are now essentially fore-
closed from challenging rate reductions 
using Section 30(a) directly, but that does 
not necessarily mean that providers are 

out of options in challenging state actions 
that defy the provisions of the Medicaid 
Act. There are a handful of other legal 
theories that may still bear fruit, even if 
the Supreme Court has removed a power-
ful weapon from a provider’s arsenal. 

Provisions of the Medicaid Act that 
grant providers a right of action under 
Section 1983 allow for some private en-
forcement. State changes to Medicaid 
programs prior to CMS approval of a 
State Plan Amendment are also ripe for 
challenge. 

State laws may also restrict how state 
Medicaid agencies can reduce rates, al-
lowing providers to use methods such as 
state writs of mandate to compel officials 
to comply with the Medicaid Act. Fi-
nally, providers may be able to challenge 
arbitrary and capricious actions of CMS 
under the Administrative Procedures 
Act, but courts give great deference to 
the agency under this law.

For its own part, CMS, in issuing its 
final rule implementing Section 30(a) in 
November of 2015, signaled that it under-
stands how the ruling in Exceptional Child 
Center can impact providers and benefi-
ciaries, and that this highlights a need to 
strengthen access to Medicaid programs. 

— Molly Nicol Lewis is with McBray-
er, McGinnis, Leslie & Kirkland, PLLC in 
Lexington, Kentucky.

Supreme Court rejects private suits to challenge 
Medicaid rate reductions 

LEWIS

With the decision in Armstrong 

v. Exceptional Child Center, Inc., 

in March of 2015, however, the 

U.S. Supreme Court effectively 

ended the use of Section 30(a) 

as a viable means to challenge 

reduced reimbursement rates.

N E W S  in brief  

A state-of-the-art facility 

combined with caring, well-

trained personnel make for 

a championship team; but 

the real winners are the 

patients and their families.
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 By Melissa Patrick

Brand-name drugs called “biologics,” 
because they are made from living tis-
sues, have no competition from “inter-
changeable biosimilar” products in the 
U.S. because no interchangeable products 
have been approved by the U.S. Food and 
Drug Administration. But that hasn’t 
stopped the drug industry and Kentucky 
lawmakers from moving a bill to regulate 
how pharmacists could dispense these 
drugs if and when they are approved.

“This bill allows Kentucky pharma-
cists the ability to dispense safe and less 
expensive biological medications by al-
lowing substitution of interchangeable 
biosimilars,” Sen. Ralph Alvarado, R-
Winchester, told the House Health and 
Welfare committee, which approved it 

March 17. Current law does not allow 
these substitutions without advanced ap-
proval from the prescriber, Alvarado said. 
“This bill removes that hurdle.” The most 
contentious part of Senate Bill 134 has 
been its requirement that pharmacists 
must notify prescribers when they make 
this substitution, which advocates say is 
necessary because there are slight varia-
tions between the drugs. Alvarado, also 
a physician, said the notification comes 
down to a “safety mandate,” noting that if 
the patient had a “bad outcome” while on 
one of these medications, it is important 
for the provider to know exactly what 
medication the patient is taking. Dem-
ocratic Rep. David Watkins, a retired 
physician from Henderson, voted for the 
bill and supported the provider notifi-
cation requirement. “We’re not talking 

about generics where you have exactly 
ideal medications, you are talking about 
biosimilars… which would be in some 
instances different molecules and have 
some different aspects,” Watkins said. “I 
think that not notifying my office would 
be a gross disservice to my patients.”But 
the pharmacists disagree, and want sub-
stitution of interchangeable biosimilars 
to be handled the same way as generic 
medications, with the prescriber able to 
place a note on the prescription that says 
“do not substitute,” said Bob Oakley, 
chairman of the Kentucky Pharmacists 
Association. Oakley told the committee 
that while pharmacists support automatic 
substitution of an interchangable biosim-
ilar for the name-brand biologic, they do 
not support notification. “Therefore, we 
are here to ask that we just keep it simple 

and keep it seamless,” he said. SB 134 
passed the Senate 36-1 March 2, with 
Republican Sen. Jimmy Higdon, the ma-
jority whip from Lebanon, the only one 
voting against it. Higdon had submitted 
several floor amendments to modify the 
notification requirements, but withdrew 
them before the final vote. 

The bill passed the House with an 
additional amendment that clarified that 
communication could take place with a 
physician or a physician’s representative.  
The revised bill was concurred by the 
Senate and has been sent to Governor 
Bevin for his signature. The legislation 
will take effect on July 1.

— Article by Melissa Patrick originally 
posted on Kentucky Health News and 
updated to reflect recent actions.

Senate bill regulates how druggists dispense  
‘biosimilar’ medication 
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Biosimilar substitution
A primer for pharmacists.

By Elijah Dawson and Sarah Lawrence

Since 2010, the Food and Drug Ad-
ministration (FDA) has been providing 
guidance and resources for the establish-
ment of a biosimilar category of drugs. 
These drugs will be listed in the Purple 
Book, a reference for all biologic products 
licensed under section 351(k) of the Public 
Health Service Act. The goal of this article 
is to identify the appropriate action and 
resources available to determine if a new 
biologic drug is considered biosimilar to a 
reference product and if that drug is in-
terchangeable with the reference product 
without the intervention of a prescriber.

Biosimilars
The Biologic Price Competition and 

Innovation Act of 2009 (BPCIA) was 
signed into law on March 23, 2010 as 
part of the Affordable Care Act (ACA). 
The BPCIA created an abbreviated pro-
cess for biologic products to be designated 
as biosimilar or interchangeable with an 
FDA licensed reference product. To be 
determined biosimilar the manufacturer 
of a product must first submit a Biolog-
ics License Application (BLA) which 
includes analytical, animal and clinical 
studies demonstrating that the product 
meets the following guidelines:
− The biological product is highly similar 

to the reference product not withstand-
ing minor differences in clinically inac-
tive components.

− There are no clinically meaningful dif-
ferences between the new biological 

product and the reference product in terms of safety, purity and potency in 
one or more of the conditions for which 
licensure as a biosimilar is sought.

Interchangeability
An interchangeable drug is a biosimi-

lar product which may be substituted for 
an existing biologic product on the market 
without a new prescription or intervention 
by a healthcare professional. Currently 
there are no FDA approvals for inter-
changeable biologics. While the FDA con-
tinues to update guidance on biosimilars, it 
has not offered specific guidance on what, 
if any, additional studies are needed to des-
ignate a drug as interchangeable aside from 
certain broadly defined criteria:

Biosimilars, currently on 
the market in Europe and 
Australia, are biological 
products that have been 
proven to be as safe and 
effective as reference 
biologic drugs, but cost 
less. The introduction of 
biosimilars in the United 
States is expected to improve 
patient accessibility to 
critical biologic medications 
and decrease costs in the 
U.S. healthcare system. 

Continued on page 15
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− Must be biosimilar to an FDA approved 
reference product.

− Must be expected to produce the same 
clinical result as the reference product 
in any given patient.

− Must demonstrate the same safety and 
efficacy so that if multiple doses are 
required, switching between the refer-
ence product and the biosimilar would 
be the same as using only the reference 
product continuously.

The Purple Book
The Purple Book is a list of biological 

products licensed by the FDA under the 
Public Health Services Act. It identifies 
whether an agent is biosimilar or inter-
changeable with an already licensed FDA 
biological product. The Purple Book is 
composed of two organized lists prepared 
by the Center for Drug Evaluation and 
Research (CDER) and the Center for Bio-
logics Evaluation and Research (CBER).  
These lists contain the product name, 
proprietary name, date of licensure, refer-
ence product exclusivity expiration date, 
interchangeable or biosimilar status, and 
whether the drug has been withdrawn.

Per the current FDA guidance new 
biosimilar products will be designated by 
the addition of a four letter suffix to the 
core name of the drug and separated by a 
hyphen. In March 2015 the first and only 
biosimilar currently listed, filgrastim-sndz 
(Zarxio), was approved as a biosimilar drug 
for filgrastim (Neupogen). This drug can 
be prescribed for the same indications as 
Neupogen; however since it was not des-
ignated as interchangeable, switching be-
tween these products would require a new 
prescription order.

Glatopa
Recently the injectable Glatopa was 

approved as substitutable for the multiple 
sclerosis medication Copaxone. While 
Glatopa is substitutable for Copaxone, 
the drug product of both medications, 
glatiramer acetate, is not listed as a bio-
logic product. It is instead listed as a class 
of medication known as a non-biologic 
complex drug (NBCP). Complex drugs 
are characterized as products where one 
specific molecular structure for a drug 
product does not exist but instead consists 
of a mixture of multiple similar structures. 
Theses mixture cannot be precisely charac-

terized by chemical analytical means and 
are highly dependent on manufacturing 
processes. Non-biologic complex products 
are not listed in the Purple Book but are 
instead listed in the Orange Book where 
Glatopa is considered an A-rated injectable 
product (AP) for Copaxone and is consid-
ered substitutable.

Other Biologic Products
Some biologic products which may 

seem highly similar to one another are listed 
in the Purple Book. The product tbo-fil-
grastim (Granix) is the same class of drug as 
both Zarxio and Neupogen but based upon 
its designation is not considered biosimi-
lar or interchangeable. Epogen and Procrit 
are identical formulations of epoietin alfa 
marketed by different companies under the 
same BLA, while Aranesp is a stand-alone 
formulation known as darbepoietin alfa. 
Though all three drugs have similar labeling 
, Aranesp is not biosimilar to Epogen or Pr-
ocrit. Most states legally require a listing in 
the Orange Book to determine what formu-
lations of a drug are substitutable without a 
new prescription. For this reason, Epogen 
and Procrit are generally not considered 
substitutable for one another without the 
intervention of a prescriber. Betaseron and 
Extavia are both versions of interferon beta-
1b, and have the same dosage and indica-
tion for the treatment of multiple sclerosis. 
Though both drugs are produced through 
the same manufacturing process, Extavia 
is not considered biosimilar or interchange-
able with the older drug Betaseron. Other 
drugs which some might consider biologics, 
such as synthetic insulins, are considered 
hormones, are regulated specifically under 
the Federal Food, Drug and Cosmetic Act, and 
are listed in the Orange book.

— Elijah Dawson, PharmD candidate, 
and Sarah Lawrence, PharmD, MA, CGP are 
with Sullivan University College of Pharmacy.
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The Purple Book is a list of 
biological products licensed 
by the FDA under the Public 
Health Services Act. It 
identifies whether an agent is 
biosimilar or interchangeable 
with an already licensed 
FDA biological product.
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 By Sarah Schroer 

PharMerica is a publicly traded For-
tune 1000 company formed through the 
combination of the institutional phar-
macy business of national healthcare 
services company Kindred Healthcare 
and pharmaceutical services company 
AmerisourceBergen in 2007. PharMer-
ica has served the pharmacy needs of 
nursing facilities for over 30 years, op-
erating over 100 pharmacy locations 
that fulf ill the daily medication needs 
of hundreds of thousands of nursing fa-
cility residents throughout the country. 
With nearly $2 billion in annual rev-
enues, the company serve over 225,000 
residents across the nation.

Headqua r tered in Lou isv i l le , 
Kentucky, th is company prov ides 
pharmacy services for nursing centers, 
assisted living facilities, hospitals and 
other specialized care centers nation-
wide. They also offer specialty infu-
sion serv ices to patients outside the 
hospital setting, and have a national 
oncology pharmacy and care manage-
ment platform. 

Part of the Family
Part of the family of companies, 

Amerita provides specialty infusion, 
pharmaceutical and clinical services 
outside of the hospital setting. They 
deliver comprehensive IV medication 
services to patients in residential care 
facilities or the home setting. 

Another re lated company is 
Onco360, an oncology pharmacy whose 
clinical and dispensing model was de-
veloped specif ically to meet the spe-
cialized needs of cancer patients and 
the medical teams that help care for 
them. They offer compounding servic-
es, dispensing services and support for 
clinicians and patients alike by board 
certif ied oncology pharmacists. 

Pharmacy Management
PharMerica Hospita l Pharmacy 

Management delivers a clinical and 
f inancial value to patients, hospitals, 
and healthcare professionals. The Hos-
pital Pharmacy Management program 
includes regulatory management, f i-
nancial management, and operations 
management. It also offers a variety 
of clinical pharmacy programs such 
as active antimicrobial stewardship, 
daily interdisciplinary rounds, treat-
ment protocols, competency training, 
nutritional support/TPN management, 
medical advisory board support and ki-
netics and renal dosing.

— Sarah Schroer is a PharmD candidate 
at Sullivan University College of Pharmacy.

Company Spotlight 
PharMerica, in Louisville, Ky.,  
provides more than just  
pharmacy services.
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PharMerica 
offers the 
following: 

— Compliance packaged 

prescription medications

— On-site IV medications 

and services

— Non-prescription 

medications

— Medication-related 

support services 

— Medication management

— Consultant pharmacist 

services

— Cost containment services 

— Multiple dispensing 

and medication 

packaging options 

— Secured web-portal 

that streamlines 

medication ordering
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Pha rmacy N ews Round-Up

 By Amber Cann

Kentucky has a long history of provid-
ing drug literature evaluation and analysis 
to the healthcare community. In 1962, the 
drug information center (DIC) opened at 
the University of Kentucky – the first in 
the nation. Now, Sullivan University car-
ries on that tradition with the only aca-
demic-based DIC in Kentucky. 

Sullivan University College of Phar-
macy was founded in 2008. It is an ac-
celerated program, where students earn a 
doctorate degree in three years, rather than 
the traditional four year.

The DIC at Sullivan University Col-
lege of Pharmacy is staffed by pharmacists 

and student pharmacists year-round. Their 
mission is to enhance the quality of patient 
care through support of healthcare profes-
sionals. They take calls from all types of 
health care professionals who need litera-
ture evaluation and analysis.

A typical inquiry to the Sullivan Uni-

versity DIC is one 
where a physician 
or pharmacist has a 
complex patient care 
issue. The patient 
may have multiple 
drug allergies, or 
have co-morbidities 
that make drug 
therapy choices un-
clear. Pharmacists 

at the DIC have thousands of biomedical 
journals and all the major drug databases 
available, and create a patient-specific rec-
ommendation for the patient’s care team.

In addition to serving healthcare pro-
viders, the Sullivan University DIC assists 

students and faculty in their scholarly re-
search. Sullivan pharmacy preceptors, who 
teach and mentor student pharmacists, are 
also supported in their patient care activi-
ties. Student pharmacists train in the DIC 
to build strong research skills through di-
dactic and experiential education. DIC 
staff also offer consulting on pharmacy 
and therapeutics committees, monograph 
preparation, pharmacy staff in-services, 
and research for presentations and publica-
tions. Sullivan University is also a provider 
of continuing pharmacy education.

— Amber Cann, PharmD, MBA is the 
director of the Drug Information Center and 
Assistant Professor at Sullivan University 
College of Pharmacy.

The Drug Information Center at Sullivan University

Sullivan University College of 
Pharmacy plans pharmacy camp 

By Ben Keeton

With a goal of interesting high 
school students in pursuing careers in 
pharmacy while enhancing the future of 
delivering healthcare to an aging popu-
lation, Sullivan University is holding its 
first-ever Pharmacy Camp this summer.

Open to high school classes of 2016, 
2017 and 2018, students will experi-
ence the world of pharmacy and college 
firsthand through classroom and lab ac-
tivities, staying in Sullivan University’s 
Gardiner Point student residence facility 
and a variety of fun evening activities 
throughout Louisville.

“The Pharmacy Camp will enable 
students to experience the true real-
ity, excitement and opportunities of at-
tending college and pursuing a career 
in pharmacy,” said Dr. Cindy Stowe, 
dean of the Sullivan University Col-
lege of Pharmacy. “The students will 
learn about the many careers related 
to pharmacy, visit classrooms and labs, 
attend classes led by our faculty, stay 
in college dorms and learn more about 
life in Louisville. It will be a tremen-
dous experience.”

Dr. Stowe said that in addition to 
attracting students to the Sullivan Col-
lege of Pharmacy, the Pharmacy Camp 

will also help inspire and prepare the 
next generation of healthcare providers.

“We all know that the population is 
getting grayer, and an aging population 
is going to require the services, treat-
ments, medicines and expertise that 
someone holding a Pharm.D degree 
can provide,” Dr. Stowe said. “Students 
will learn about the many different ca-
reer paths during Pharmacy Camp. And 
the students who leave here and decide 
to pursue a career in pharmacy can only 
help enhance the delivery of healthcare 
in the future.”

Students will learn about pharma-
cy school and pharmacy-related careers 
through a number of hands-on activities. 

Sullivan’s Doctor of Pharmacy Pro-
gram is an accelerated three-year pro-
gram fully accredited by the Accredita-
tion Council for Pharmacy Education.

Current Sullivan University College 
of Pharmacy student Phillip Adams said 
he would have greatly benefitted from 
attending a pharmacy camp while still 
in high school, including potentially 
learning about an accelerated three-year 
pharmacy program offered at Sullivan.

“There are so many uncertainties 
when it comes to the application process 
and everything associated with getting 
into pharmacy school,” said Adams, 

Senate Bill 117, regulating PBMs, 
proceeds to Governor Bevin for signature 

In late March, Senate Bill 117, 
Pharmacy Benefit Manager (PBM) 
legislation, was passed in the House 
and moves forward for signature by 
Governor Bevin. The bill finally forces 
PBMs to play by the same rules and 
regulations that every other player in 
the health care space already follows. 
The bill is a victory for hometown phar-
macists and their patients.

 The passage of SB 117, sponsored 
by Senator Max Wise, comes after 
several months of intense negotiation 
between pharmacists and PBMs to ad-
vance the legislation.

 The bill will give the Department 
of Insurance (DOI) jurisdiction over 
PBMs, regulating them in a similar 
manner to that of insurance companies.  
It will also provide an appeal mechanism 
to resolve pricing disputes that arise be-

tween pharmacies and PBMs.
SB 117 once again places Kentucky 

at the forefront of drug reimbursement 
and PBM pricing legislation, following 
the 2013 passage of Maximum Allow-
able Cost (MAC) legislation.  Kentucky 
is one of only a handful of states to regu-
late the actions of PBMs.

“Today’s passage of SB 117 is the 
culmination of months of hard work by 
Senator Wise, Representative Thomp-
son, Representative Greer, and Ken-
tucky’s pharmacists,” said Rosemary 
Smith, Director of the Kentucky Inde-
pendent Pharmacist Alliance.  “Today’s 
House vote shows PBMs that they must 
play fair with the pharmacists in this 
state.  We applaud the General Assem-
bly for passing this important legislation 
that will greatly improve care for count-
less Kentuckians.”

a second year pharmacy student from 
Fort Collins, Colo. “Had I been able 
to attend Pharmacy Camp, I would 
have been able to save $25,000 since 
with Sullivan’s accelerated program I 
wouldn’t need a Bachelor’s degree and 
could have easily done prerequisites at a 
community college.

Cost of the camp is $495, which 

includes a $50 nonrefundable registra-
tion fee. To learn more about Phar-
macy Camp and to apply, visit sullivan.
edu/pharmcamp. There is an application 
process to be accepted to the camp. The 
deadline for applications is April 18.

— Patrick Crowley is a Partner with 
Strategic Advisers, LLC.
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 By Patrick Bray 

How many times have you called 
to see a physica l therapist of your 
choosing only to f ind out you need 
to take extra steps to see that person? 
Declining reimbursement from third 
party payers has forced therapy prac-
titioners to see multiple patients an 
hour, possibly half hour, leaving very 
l itt le time spent with each patient. 
Due to lack of time, most clinicians 
are only able to address one complaint 
per visit, sometimes one complaint per 
entire episode of care. 

To compound this, many agencies 
raise prices exponential ly to receive 
higher reimbursement from third par-
ty payers based on a percentage paid 
or negotiated rate. This increased cost 
often f lows to the patients as well. In 
addition, patients often receive inter-
ventions and tests that wil l be paid 
for by a third party payer, which are 
not necessarily the most effective in-
terventions for their diagnosis. These 
are common barriers to treatment in 
our healthcare system and physica l 
therapy is no exception.

Stepping Out
As a doctor of physical therapy 

work ing in mainstream insurance 
based clinics, I am familiar with the 
above scenarios. While I continued to 
pursue a higher level of clinical edu-
cation to improve my outcomes, there 
were many barriers to implementing 
these interventions. 

In order to provide the highest 

level of care without barriers, I took 
the third party payer out of the rela-
tionship. I was able to lower overal l 
costs and provide one-on-one care 

with the patient a lways seeing the 
highest level practitioner (doctorate 
level). Patients now have direct access 
to me and can utilize me as their prac-
titioner of choice for musculoskeletal 
and neuromuscular dysfunction. This 
also provided the f lexibility to provide 
care in the person’s home, as well as in 
a clinic setting.

Many patients I see spend up to 
60 visits in traditional physical ther-
apy clinics, only to get very little ac-
complished with no supervision and 
direction. At the conclusion of their 
treatment, they are still in pain. Three 
months later they receive a large bill 
for this. They often wonder if the level 
of care received was worth it. 

My practice has a heavy emphasis 
on manual interventions and dry nee-
dling to correct somatic dysfunction 
with little to no passive time. This has 
much higher outcomes, with less over-
al l time and money spent achieving 
goals. My average number of sessions 
to achieve a patient ’s goals is around 
f ive. If I am unable to aid the patient, 
the patient wil l get a referral to an-
other practitioner.

— Patrick Bray PT, DPT, is CEO 
of Bluegrass Doctors of Physical Therapy 
in Louisville, Kentucky.

Why I stepped out of 
“traditional” physical  
therapy care 

These are common barriers 
to treatment in our healthcare 
system and physical 
therapy is no exception.

 By Rosemary Smith

Until recently, f il ling a prescrip-
tion was an easy process for you and 
your pharmacist. You may have noticed 
lately increased references to specialty 
tier medicines. These special medicines 
are often accompanied by a rather spe-
cial price under the friendly sounding 
guise of cost-sharing or co-insurance.

Just to be clear, cost-sharing often 
means the patient gets to pay more. 
But that’s not all. Certain health plans 
and their partners are now trying to 
further limit patients’ access to these 
l i fe-sav ing medicines by requir ing 
mail-order delivery.

Secretive Middlemen
So who is behind all these chang-

es? The answer is secretive, unregu-
lated middlemen known as pharmacy 
benef it managers, or PBMs.

PBMs are the middlemen between 
the drug makers and insurance com-
panies. PBMs play a major role in de-
termining which medicines are avail-
able to you and at what cost. Sadly, 
many PBMs prof it via practices that 
are detrimental to both patients and 
the pharmacists who care for them.

When most people think of a 
pharmacy, they envision large chain 
store. But the more than 500 inde-
pendent pharmacies in Kentucky play 
a much larger role in providing care, 
particularly for those in rural areas.

Mom and Pops at Risk
In these set t ings, pharmacists 

are more than just someone behind a 
counter. In many ways, these mom-
and-pop style businesses are the most 
immediate and accessible medical pro-
fessionals in their area and are often 
cornerstones in their communities.

Yet these small pharmacies have 
been threatened for years by unfair 
PBM practices. It began with shadowy 
reimbursement methods that mean 
pharmacies often receive less than 
the actual cost of the medicine they 

dispensed. And now they’ve graduat-
ed to overt efforts to circumvent local 
pharmacies with required mail orders 
that could put trusted caregivers out 
of business.

This troubling new practice re-
quires patients to forgo their face-to-
face consultation with local pharma-
cists and ref il l prescriptions for spe-
cialty medicines via mail. This removes 
access and consumer choice from the 
system and prevents another critical 
interaction between the patient and a 
well-trained healthcare provider.

This often impacts patient com-
munities who least can afford a change 
in their treatment regimen, including 
those with cancer, mental and behav-
ioral health issues and chronic pain.

Fortunately, Kentucky lawmakers 
can address these problems with com-
mon sense legislation. For starters, 
lawmakers should f inally make PBMs 
play by the rules and treat indepen-
dent pharmacies fairly and correctly 
according to the law.

But perhaps the most important 
step Kentucky lawmakers can take 
is giv ing the Kentucky Department 
of Insurance authorit y to regulate 
PBMs in the same manner as insur-
ance companies.

Under the current setup, phar-
macists have no recourse to resolve 
unfair, inappropriate or even arbi-
trary actions of PBMs. By regulating 
PBMs, the state will have the ability 
to both sanction and f ine those com-
panies that engage in activities pro-
hibited by state law.

— Rosemary Smith is the director 
of the Kentucky Independent Pharmacist 
Alliance (KIPA).

Healthcare’s secret 
middlemen

PBMs play a major role 
in determining which 
medicines are available to 
you and at what cost. 

In addition, patients often 
receive interventions and tests 
that will be paid for by third 
party payer, which are not 
necessarily the most effective 
intervention for their diagnosis. 
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UK Researcher Developing Over-
dose 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 Phar-
macy’s Department of Pharmaceutical 
Sciences, received a three-year, $1.8 mil-
lion 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 depart-
ment visits,” Zhan said. “More than half 
a million people visit emergency rooms 
across the country each year due to co-
caine overdose.”

This new grant is the fourth in a 
series of investigator-initiated research 
project (R01) awards that Zhan has re-
ceived from the NIH to continue to 
discover and develop a cocaine abuse 
therapy. In previous work, Zhan has de-
veloped unique computational design ap-
proaches to generate of high activity vari-
ants of butyrylcholinesterase (BChE), a 
naturally occurring human enzyme that 
rapidly transforms cocaine into biologi-
cally inactive metabolites.

Zhan and his collaborators have im-
proved BChE catalytic activity specifi-
cally against cocaine by 4,000 times. The 
focus of this new grant is to optimize and 
stabilize these high-activity BChE vari-
ants. The hope is that at the end of this 

grant, this therapy will be ready for clini-
cal 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-clini-
cal, 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.”
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“HANDSTAND”, BRONZE BY TUSKA, LEXINGTON, KY. A DECEASED UK FINE ARTS PROFESSOR, TUSKA WAS FASCINATED WITH THE 
BEAUTY AND ATHLETICISM OF THE HUMAN FORM.


