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For everything in life, there is a season.  
Years ago, I married an American and left 
England to live for fifteen years overseas in 
a variety of countries—Africa, S. America, 
Norway, Middle East, and more.  It was a 
wonderful season in my life, filled with the 
excitement and the knowledge that only liv-
ing in a foreign country can bring—
getting to know the people, the 
places and the customs.

Upon returning to the States to 
live, a variety of circumstances led 
to a move to the Commonwealth of 
Kentucky, where I first experienced 
the business of healthcare while 
working with a large senior living 
community and marketing their 
home health services..  Following 
a very rapid and successful growth 
for that agency, a variety of health-
care entities asked me to provide healthcare 
consulting services relative to marketing, re-
search, public relations and business develop-
ment.  I was also asked by a very small Blue-
grass newspaper—Kentucky Medical News—
to write a marketing column.    After a period 
of time, the owner of that publication asked 
me if I would be interested in purchasing the 
publication. The rest, as they say, is history. 
And so begins another season in life.

The growth and development of what 
has now become Medical News has been an 
incredible journey.  It has allowed me the 
privilege of interviewing some of the finest 
leaders in our industry today, and to be asso-
ciated with the top thought-leaders in health-
care in this country.  I am forever in debt to 
those who serve on our Board of Trustees—
without their continued support, wisdom 
and knowledge; this journey would not have 
been possible.  To our readers, advertisers, 
sponsors and supporters—I thank you—you 
are the lifeblood of our publication. As one 
reaches the end of a journey, it is always the 
people with whom you have made the journey 
that you remember most vividly and with the 
greatest affection. I remember all of you who 
have walked with me and talked with me over 
the years.

The growth of this publication to its cur-
rent position in the healthcare news industry, 

has been interesting and exciting, and yes, 
sometimes challenging—but always intrigu-
ing.  As for the national speaker series which 
featured Tom Scully, Newt Gingrich and 
Brigadier General Myers, what an honor it is 
to have had the ability to bring such luminar-
ies to our readership audience.  The creation of 

the premiere recognition event for 
healthcare in our region—The Me-
diStar Gala—which has allowed us 
to showcase the “stars” of our com-
munity, is both gratifying and ex-
citing, with each year’s event being 
more successful than the last.

Once again, the season is 
changing.  I have sold Medical News 
to two young, vibrant healthcare 
entrepreneurs whom I know will 
take the publication and the events 
to even greater heights.  Tom Mc-

Mahon and Ben Keeton are the new team 
who will lead Medical News into the future, 
and I know you will show them the same sup-
port and encouragement with which you have 
blessed my journey.

I will be moving to Charleston, S. Caro-
lina, where I will be starting a national cre-
ative consulting agency providing marketing, 
public relations, business development, event 
planning and board development services.  
I will continue to follow Medical News as it 
continues to grow and evolve. The circle is 
now complete.  

With appreciation, affection and of 
course, sadness, I leave my friends, associates 
and clients.  I will miss you all. To each of 
you who work in healthcare every day, I salute 
you—you have taught me the true meaning of 
compassion, and in striving for higher stan-
dards—you have taught me to do the same.  
Thank you for sharing the joys, the challeng-
es, the excitement and the passion that is the 
“business of healthcare.”  I am privileged to 
have known you.

I wish you well as I begin a new season 
“in the sun.”

Sa nd y Wen s le y
Editor-in-Chief

What a Journey!

Sandy Wensley 
Editor-in-Chief
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Almost Family 1Q profit up 124 percent
Home health nursing-services pro-

vider Almost Family Inc. saw first-quarter 
profit jump 124 percent on the strength 
of new business and the performance of 
some newly acquired operations.

Louisville-based Almost Family said 
first-quarter net income increased to $5.6 
million from $2.5 million a year earlier. 
Earnings per share increased 55 percent, 
to 68 cents from 44 cents in the first quar-
ter of 2008.

There were 8,281,128 shares out-
standing at the end of 2009, compared 
with 5,699,506 a year earlier.

Revenue increased 77 percent, to 
$69.2 million from $39 million.

A consensus of financial analysts 
polled by Thomson Reuters had predicted 
earnings of 60 cents per share on revenue 
of $63 million.

First-quarter revenue in the com-
pany’s visiting nurse division increased 97 
percent, to $58.7 million from $29.8 mil-
lion a year earlier. About $16.9 million of 
that amount came from acquired proper-
ties, the company said in a news release.

In 2008, Almost Family purchased 
home health agencies in Ohio, New Jer-
sey, Pennsylvania and Connecticut.

First-quarter revenue in the com-
pany’s personal care segment increased 14 
percent, to $10.4 million from $9.2 mil-
lion a year earlier.

“The strength of our strategic plan con-
tinues to be evident in our performance,” 
Almost Family CEO William Yarmuth 
said in the release. “Our investment in our 
senior-advocacy mission, which includes 
improved clinical programs and a commit-
ment to credentialing our care-giving staff 
combined with our investment in the ex-
pansion of our marketing staff and efforts, 
have led us to another quarter of double-
digit organic admissions growth.”

Chrysalis Ventures leads $8 million 
funding round for Sanovia

Louisville venture capital firm Chrys-
alis Ventures has led an $8 million round 
of funding for Sanovia Corp., a Phila-
delphia-based provider of pharmaceuti-
cal management products geared toward 
health plans.

Sanovia’s existing investors, Boston-
based HLM Venture Partners and Nash-
ville-based Claritas Capital also contrib-
uted to the funding, Sanovia said in a 
news release.

Sanovia products and services include 
automated prior authorization manage-
ment, fraud and abuse detection and med-
ication management. Its flagship product, 
PA-Logic, automates the prior authoriza-

tion process that allows a physician to re-
ceive approval from patients’ health plans 
before prescribing certain medications.

“Chrysalis invests in young business-
es that enhance the productivity of health 
care delivery and companies that provide 
services and enabling technologies that 
drive improvements in the relationship 
between cost and quality, and activity 
and outcomes,” Chrysalis chairman and 
managing director David A. Jones Jr. said 
in the release. “Sanovia’s best-of-breed 
technology provides a powerful means for 
payors to bring accuracy, efficiency, and 
quality to the task of controlling pharma-
ceutical costs, making it a strong fit for 
our portfolio of health care information, 
IT and services companies.”

Kindred 1Q profit up 55 percent

Kindred Healthcare Inc. saw its 
first-quarter profit rise 55 percent on the 
strength of its PeopleFirst rehabilitation 
service and an increase in non-government 
admissions at its acute-care hospitals open 
for more than a year.

Louisville-based Kindred said first-
quarter net income increased to $22.8 
million from $14.7 million a year earlier.

Earnings per share increased 57 per-
cent, to 58 cents per share from 37 cents 
per share a year earlier.

There were 38,315,000 shares out-
standing at the end of the first quarter, 
compared with 38,061,000 at the end of 
the first quarter of 2008.

The health care services company’s 
revenue increased 3 percent, to $1.1 bil-
lion from $1 billion a year earlier.

Revenue in Kindred’s PeopleFirst 
rehabilitation services unit increased to 
$117.6 million from $104 million in the 
first quarter of 2008. Revenue from the 
hospital division increased to $492.5 mil-
lion from $476.2 million, and revenue 
from the health services division increased 
to $544.9 million from $534.8 million.

In a news release, Kindred president 
and CEO Paul J. Diaz said that the com-
pany is developing five hospitals that will 
be open over the next couple of years, 
and reviewing other opportunities to buy 
nursing and rehabilitation centers in stra-
tegic markets.

The company predicted second quar-
ter earnings from continuing operations 
of $11 million, or 28 cents per share, to 
$15 million, or 38 cents per share.

For the full year, the company expects 
income from continuing operations of $54 
million, or $1.35 per share to $57 million, 
or $1.45 per share.

Kindred expects full-year revenue of 
$4.4 billion. 

News Briefs_

 Find an archive of past issues and a lot more at  
medicalnews.md
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From Bench to Bedside 
OMhs is on the cutting-edge of 
the latest cancer research

 
By Gordon Wilkerson  

Owensboro Medical Health System 

In recent years, Owensboro Medical 
Health System (OMHS) has become 
involved in a number of projects to 

treat and defeat cancer. You might say its 
initiatives range from bench to bedside. 
While doctors prescribe treatment and 
nurses care for patients in one part of its 
cancer center, a team of research scientists 
is developing drugs to treat and prevent 
the disease in another.

It’s all taking place at the Owensboro 
Cancer Research Program (OCRP) in 
Owensboro. Established as a joint venture 
between OMHS and the University of 
Louisville’s Brown Cancer Center, OCRP 
opened the hospital’s Mitchell Memorial 
Cancer Center in 2007. It’s charge: To de-
velop cancer therapies using plant-based 
production systems.

A promising HIV research
After only two years, the undertak-

ing is showing significant progress. A 
study involving one of OCRP’s research 
scientists became public this spring in the 
pages of a prestigious academic journal. 
The Proceedings of the National Acad-
emy of Sciences published research by 
Kenneth Palmer, Ph.D., touting a gene 
called griffithsin, which binds sugar mol-
ecules on the surface of HIV, preventing 
the virus from infecting cells of the im-
mune system. 

“This is an important project,” says 
Keith Davis, Ph.D., executive director at 
OCRP. “Besides taking advantage of our 
expertise in plant-made pharmaceuticals, 
HIV research is one of our strategic ini-
tiatives because it increases an individual’s 
risk for cancer.”

Palmer’s study modified the tobacco 
mosaic virus to incorporate the griffithsin 
gene and infected more than 9,300 plants, 
extracting enough griffithsin to produce 
about 100,000 doses. It performed identi-
cal to griffithsin produced by other meth-
ods. In a laboratory model using cervical 
tissue, it strongly inhibited HIV and did 
not induce markers of inflammation. A 
standard animal test confirmed it was not 

a chemical irritant. 
“Dr. Palmer’s study is a critical step in 

moving griffithsin into clinical trials and 
represents the first of what we expect to be 
a number of breakthroughs coming out of 
our program,” Davis says.  

The study was the result of a close 
collaboration between Palmer and the 
scientists who discovered the drug, led 
by Barry O’Keefe, M.D., at the National 
Cancer Institute. Two Kentucky biotech-
nology companies, Intrucept Biomedi-
cine™, LLC and Kentucky Bioprocess-
ing, and scientists at Duke University and 
the University of London in the United 
Kingdom also participated in the study. 

Nobuyuki Matoba, Ph.D., who 
joined the staff at OCRP in 2008, is also 
conducting research to develop an HIV 
vaccine. 

What the future holds
OMHS has also taken a leader-

ship role by establishing Kentucky Bio-
Processing (KBP)—specializing in the 
expression, extraction, purification and 
commercial scale production of pharma-
ceutical proteins from plants.  With its ex-
pertise and technology, KBP supports the 
work at OCRP as well as the growth of 
plant-made product businesses developing 
in the Owensboro region and worldwide. 

In addition to GENEWARE®, its 
proprietary transient gene expression 
system, KBP is a world leader in com-
mercial scale production of proteins from 
plants. Since opening in 2006, the orga-
nization has established partnerships with 
the Biodesign Institute at Arizona State 
University, Mapp Biopharmaceutical and 
many other academic and private sector 
pharmaceutical research and development 
organizations. Today, KBP has an interest 
in ten pharmaceutical products in various 
stages of development. 

“We combine bench, pilot and full 
scale production under a single roof,” says 
Hugh Haydon, chairman for KBP. “We 
are committed to the growth and devel-
opment of a fully integrated plant-made 
pharmaceutical industry and operate from 
the perspective that our clients’ success is 
also our success.”

In 2008, KBP entered into a joint 
development agreement with Bayer In-

novation GmbH. This subsidiary of the 
German pharmaceutical and agricultural 
product giant has engaged KBP to devel-

op commercial production capabilities to 
deploy its own plant made pharmaceutical 
product strategy.   

Kenneth Palmer, Ph.D., was one of the research scientists behind a recent study about a  

promising gene called griffithsin, which may someday play an important role in the development  

of a drug to prevent HIV.
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By Jim Greenwood 

President & CEO of BIO

The last two years have been tough 
for industries the world over. The 
Dow has been nearly cut in half; 

unemployment has almost doubled. Lay-
offs and contractions abound. Fortunate-
ly, the Fed’s latest projections offer cause 
for optimism. The long-term outlook for 
the biotechnology industry remains posi-
tive - due to the ever present need for 
health care solutions and constant de-
mand for innovative products. 

As an industry, we continue to face 
a lingering danger of an economic crisis 

caused by a short-term freeze of the in-
dustry’s access to capital. Such an event 
might present long-term repercussions 
as companies are forced to further scale 
back research or employment.

The life sciences industry currently 
employs 1.3 million people. These are 
high-value, high-wage jobs. More than 
half of those who are employed within 
the biosciences are medical and clini-
cal laboratory technicians; another third 
are biological scientists and technicians. 
The average bioscience industry job pays 
$71,000 annually, where the average pri-
vate sector job pays $42,000. 

Overall, this may seem like a small 
number, given that economic statistics 
show 2.6 million Americans lost their 
jobs last year. But the biotech industry 
impacts job creation among companies 
that supply goods and services, provid-
ing work to an additional 6.2 million 
people.

The biotechnology industry spends 
an enormous amount on research and 
development. In 2005, companies spent 
$20 billion on R&D with the bulk of 
the funds coming from private investors. 
These funds finance critical steps in mov-
ing from basic research to final therapies 
and treatments, which include rigorous 
FDA review and testing in addition to 
several rounds of clinical trials. Even af-
ter the original research has been com-
pleted, it can take 10 to 12 more years 
and over $1 billion in investment to bring 
a new therapy successfully to patients.

Within the global healthcare indus-
try, there are over 400 biotech drugs and 

vaccines in the pipeline. These include 
treatments for cancer, Alzheimer’s, tu-
berculosis and hundreds of other dis-
eases. Just this year, President Barack 
Obama lifted the ban on federal fund-
ing for embryonic stem-cell research. 
His executive order marks a critical 
milepost in the race to develop biologic 
cures. Indeed, it came just weeks after 
American scientists announced a huge 
stem-cell breakthrough.

The biotechnology community 
strongly supports Obama’s action to lift 
the ban. Policymakers must understand 
that our companies will expand upon 
current knowledge to develop therapies 
that could regenerate a severed spinal 
cord or treat Parkinson’s disease. But we 
must also take the opportunity to edu-
cate them about the enormous amount of 
time, effort, and investment that achiev-
ing the mission will require.

BIO will also continue to lobby 
and educate Congress as they consider 
reforming our nation’s patent laws. The 
Patent Reform Act would weaken intel-
lectual property rights by softening pen-
alties for those who violate them. If pat-
ent laws are watered down, investors will 
redirect their money toward less-risky 
industry sectors, creating a chilling effect 
on scientific innovation and the race to 
find cures for unmet medical needs.

This industry strongly shares Obama’s 
goal of ensuring that all Americans have 
access to high-quality health care and we 
support his efforts to provide budgetary 
savings. However, the President’s current 
proposal to require increased rebates to 
Medicaid will undermine investor con-
fidence in biotechnology. Regrettably, 
government-set prices likely wouldn’t be 
high enough to allow biotechnology firms 
to recoup the investment dollars that fuel 
their research.

Obama ought to be applauded for 
enabling federal funding of embry-
onic stem-cell research. But the work 
in Washington isn’t done. It is impera-
tive that we keep America’s patent sys-
tem strong - and resist the calls for price 
controls - to make the hope of stem cell 
research a reality for patients. As t stated 
while signing his executive order, “There 
is no finish line in the work of science. 
The race is always with us – the urgent 
work of giving substance to hope and an-
swering those many bedside prayers, of 
seeking a day when words like ‘terminal’ 
and ‘incurable’ are finally retired from 
our vocabulary.” The right policy envi-
ronment is essential to enable our indus-
try to give substance to hope. 

Jim Greenwood is president & CEO of the Bio-

technology Industry Organization

Biotechnology is a Key Element of this Nation’s Innovation Economy

The life sciences industry 
currently employs 1.3 
million people.

Life Sciences
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By Audra L. Stinchcomb, Ph.D. 

Founder and Chief Scientific  
Officer of AllTranz Inc. 

Associate Professor, College of 
Pharmacy, University of Kentucky 

Once upon a time….we wanted 
to start a specialty pharmaceu-
tical company in 2004…  As it 

was not necessarily the best time to raise 
money from private sources…not that we 
really knew what “raising money from pri-
vate sources” meant in 2004…we started 
our company as a contract research firm.  
Through contract research we were able 
to procure enough equipment to do some 
science and hire one employee, as well 
as rent 275 square feet in the basement 
of ASTeCC (the Advanced Science and 
Technology Commercialization Center 
incubator space on the University of Ken-
tucky main campus for University-related 
start-ups).  About this time we met Melis-
sa Prince Quisenberry, a very experienced 
entrepreneur who had run multiple com-
panies across the country, and this was the 
first and definitely not the last time that I 
was told that contract research companies 
rarely make much profit, and that another 
contract research competitor is always try-
ing to undercut your pricing.  Luckily for 
us Melissa had married John Quisenberry 
and moved to Winchester, KY.  She be-
came employed by MetaCyte, a business 
accelerator based at the University of Lou-
isville, AllTranz (our University of Ken-
tucky start-up) partnered with MetaCyte 
and Melissa became our acting CEO.  

So it was not until 2006 that I learned 
the importance of seed and angel funding.  
After working for multiple months with 
Melissa and MetaCyte to focus our All-
Tranz pharmaceutical product develop-
ment strategy into a very comprehensive 
50+ page business plan, we began the 
fundraising process, which ended success-
fully in 2007 with a closing on a $1.26 
million Series A (or the first) round.  This 
Series A money was the most expedient 
source of funding to enable us to be at the 
point of working on our Investigational 
New Drug application (IND), as we are 
now.  The IND approval by the FDA will 
allow us to do clinical trials with our new 
drug.  In the Life Sciences sector, Phar-
maceutical Companies have one of the 
slowest pathways to generating a product 
revenue stream of any other subcategory.  
Fortunately, the pay-off in annual revenue 

from new prescription drug product sales 
often lies in the range of $200 million to 
several billion dollars (the blockbuster cat-
egory).  Unfortunately, the United States 
drug approval process costs $30 mil-
lion plus per product, and often multiple 
times more than this for new technology 
developments or other more complicated 
biological products.  However, it doesn’t 
take an MBA to figure out the return 
on investment of this specialty sector if 
the drug approval process goes well, the 
drug production costs are not too high, 
and your patent position gives you several 
years of exclusive sales.  

So exactly what does this angel and 
seed funding pay for in the pharmaceuti-
cal sector and why does the process take 
about seven years or more to complete?  
The following is a summary of what these 
funds are used for in the early-stage (prior 
to human studies) pharmaceutical de-
velopment process, besides the standard 
business General and Administrative 
(G&A) costs:

Pharmaceutical intellectual property •	
patent costs
Pharmacology studies in animals and •	
tissues
Drug (active pharmaceutical ingredient, •	
API) synthesis
Drug product formulation development •	
research
Toxicology studies in animals and tis-•	
sues
Regulatory costs for oversight of ac-•	
tivities in accordance with FDA regula-
tions
Manufacturing of small batches of drug •	
product for research and development
Planning of clinical indications and tri-•	
als with experts
Background research and writing of the •	
IND with experts

The development process takes sev-
eral years to complete because of the up-
front research and development years for 
the prototype product, and then the sub-
sequent years for clinical trials mandated 
by the FDA.

If academic scientists get federal grant 
dollars (National Institutes of Health, 
NIH) to do drug development work, it of-
ten pays for the basic proof-of-concept or 
prototype development research, but rarely 
are programs available that will pay for 
standard testing like FDA-required stabil-
ity and toxicology studies.  Another spend-
ing category that is difficult to get funding 
for is patent costs, unless Universities pay 

The Importance of Angel and Seed 
Funding to Life Science Start-ups:  
The ‘First-company’ scientific Founder Perspective

the bills for intellectual property developed 
using their resources.  However, with ever 
increasing cuts in University budgets, often 
the intellectual property departments of the 
Universities take cuts that leave them un-
able to protect all good ideas with patents, 
and often unable to pay for the expensive 
international patent protection required for 
pharmaceutical products.  In conclusion, 
angel and seed funds are critical to the suc-

cess of early-stage pharmaceutical compa-
nies, especially for the FDA-regulatory and 
intellectual property protection expense 
categories.  Therefore, this University start-
up has been able to live happily ever after in 
3,000 square feet of an industrial park since 
February of 2009 because of the angel and 
seed funds.  The End….and hopefully just 
the beginning. 

Life Sciences

Metacyte Works to Commercialize 
University Research

 
By Kathy Keadle

It is springtime in Kentucky, and all 
across the bluegrass children are fo-
cused intently on netless hoops in 

backyards and driveways, sure that time is 
the only obstacle between themselves col-
lege basketball glory.

We know, however, that an extraor-
dinary confluence of talent, training, op-
portunity, support and luck are critical to 
fulfill these dreams.

So it is for start-ups in Louisville’s 
growing health and life sciences industry. 

The University of Louisville has 
amassed an extraordinary pool of gifted 
researchers in areas ranging from vaccine 
development to adult stem cell therapies 
to bioinformatics computer modeling. The 
most talented and best trained research-
ers understand that their ideas can only 
improve lives when they become available 
to patients and consumers in the market-
place.

Understanding that the pathway 
from the mind to the marketplace is even 
more complex than the pathway from the 
backyard to Freedom Hall, UofL counts 
on MetaCyte Business Lab and its own 
Office of Technology Transfer to identify 
opportunities and provide support for its 
potential companies.

“Commercializing even the most mar-

ketable and brilliant science is a compli-
cated, time-consuming and expensive en-
deavor,” said Steve Gailar, MetaCyte presi-
dent and CEO. “Most companies need at 
least five years to get to any significant level 
of independent operation, plus anywhere 
from $7-10 million of investment from 
grants, venture capital or other private 
sources to fully develop a product and the 
business that will take it to market.”

Gailar speaks from first-hand knowl-
edge, having been founder/CEO of seven 
biomedical startups and raising more than 
$50 million in venture capital financing. 
The public market capitalization of his in-
vestments exceeds $1 billion.

Providing light to the path
Working with the UofL Office of 

Technology Transfer and Nucleus, Meta-
Cyte is creating a seamless commercial-
ization process that will yield viable, op-
erating companies with a combined value 
in excess of $1 billion by 2020.

In partnership with the inventor and 
co-founder, MetaCyte creates, launches, 
and manages portfolio companies, acquir-
ing an equity position in each. By avoid-
ing a fee-for-service model, precious capi-
tal is freed up and directed to company 
growth. 

“Having the freedom to direct every 
penny from grants and investment to re-
search and development in the early stages 
can be the difference between a company 
that makes it to the next milestone and a 
company that never gets off the ground,” 
Gailar said.

Gailar believes that MetaCyte’s team 
of management and industry experts gives 
their portfolio companies a competitive 
advantage. The MetaCyte staff serves as a 
developing company’s management team, 
focused on meeting early development 
milestones and fundraising, while the sci-
entific co-founder focuses on research and 
development.

On their way to market
MetaCyte’s portfolio consists of 15 

Continued on page 8

The most talented and 
best trained researchers 
understand that their ideas 
can only improve lives when 
they become available to 
patients and consumers 
in the marketplace.
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The Owensboro economy has long 
been known as a center for agri-
culture and manufacturing, with a 

diverse collection of industries.  Red Man 
chewing tobacco, Ragu spaghetti sauce, 
automobile parts, police radar guns, and 
breathalyzers are among the well know 
products manufactured in Owensboro.  
The exodus of manufacturing jobs that 
devastated many communities the past 
decade has impacted Owensboro, but less 
seriously than other regions of the U.S.  

The development of the Greater Ow-
ensboro Life Science Partnership, which 
is committed to establishing the region as 
a world center of the plant natural product 
and plant made pharmaceutical industry, 
is an example of the shifting economy in 
Owensboro toward high tech and entre-
preneurial endeavors.    

In 2006 the Greater Owensboro 
Economic Development Corporation 
(GO-EDC) released A Strategic Plan for 
the Development of the Life Sciences in 
Greater Owensboro.  The report offered 
recommendations focusing on high tech-
nology developments in the life sciences as 
a new economic development approach.  

“This approach to economic develop-
ment is not just based on luring companies 
or even entrepreneurs to Owensboro,” said 
GO-EDC President/CEO Nick Brake, 
“It is based on building an entire industry 
in plant made pharmaceutical production 
in Owensboro by utilizing our strengths 
in the people, the intellectual property, 
collaborations with top universities and 
the Kentucky BioProcessing facility.”  

Three years after advancing the strat-
egy to lure high tech life science compa-
nies, significant infrastructure is in place 
for Owensboro to be an epicenter for plant 
biotechnology.   With financial support 
from the City of Owensboro, the Daviess 
County Fiscal Court, Owensboro Medi-
cal Health System and other private in-
vestors, the GO-EDC built a framework 
to support entrepreneurs and high tech 
startups through the Emerging Ven-
tures Center for Innovation, part of the 
state Innovation and Commercialization 
framework.  The City of Owensboro also 
committed $500,000 to the Emerging 
Ventures Seed Fund to provide capital for 
startup companies.  

The infrastructure has already at-
tracted two plant-oriented biotech firms 
to locate operations in Owensboro and 
a score of others are working with Ken-
tucky BioProcessing and the Owensboro 
Cancer Research Program a joint venture 
with James Graham Brown Cancer Cen-

ter at the University of Louisville, which 
include full-time U of L researchers in 
Owensboro.  

The competitive advantage driving 
the development of the emerging plant 
made pharmaceutical industry in Owens-
boro is Kentucky BioProcessing.  KBP is 
the world’s only full scale facility designed 
and built for the commercial production 
of plant made pharmaceuticals.  The com-
pany uses tobacco as a bioreactor to pro-
duce disease curing proteins.  Farmers are 
also getting involved in producing crops 
for use in biotechnology products through 
the Owensboro Biotech Alliance.   OBA 
has a database of regional farmers that en-
joy a national reputation for compliance 
with USDA regulations and a willing-
ness to grow crops for use by plant biotech 
companies. 

 “Make no mistake; we are not try-
ing to become a biotech cluster to com-
pete with the likes of San Diego or Bos-
ton,” said Brake.  “But we can succeed in 
creating a cluster of companies focusing 
on the utilization of our strengths, plant 
pharmaceuticals and plant-based natural 
products.  In this area between KBP, the 
Owensboro Cancer Research Program 
and the partnership with the University 
of Louisville, and our regional agriculture 
community, we have a competitive advan-
tage not found anywhere else.”

The latest investment in the high 
tech infrastructure in Owensboro to sup-
port KBP and the growth of plant biotech 
companies is a new business and research 
accelerator.  The City of Owensboro with 
support from the Daviess County Fiscal 
Court are converting an 85-year-old for-
mer tobacco warehouse near downtown 
Owensboro into high-tech lab space for 
the use of tobacco to search for cures for 
cancer and other diseases.  The Centre for 
Business and Research, set to open by fall 
2009, The Centre will be equipped with 
life science labs suitable for education of 
undergraduate and graduate students, ex-
ternally funded university research, and 
incubation of many of the small biotech 
companies working with KBP. 

Western Kentucky University will 
assign several doctoral-level research fac-
ulty members to the facility to work with 
graduate students in their applied research 
program in biotechnology.  Kentucky 
Wesleyan College is developing a unique 
degree program in biotechnology that will 
train students for careers to support bio-
tech and science companies working with 
KBP.  Other regional and state universi-

Planting the Seeds for the 
Next Biotech Revolution 

 
Mandy Wilson Decker 

Life Sciences Patent Attorney 
Stites & Harbison, PLLC.

Life sciences technologies have great 
potential in a market place that 
continuously demands improved 

health care products and services.  This 
potential provides an opportunity for 
inventors and entrepreneurs wishing to 
commercialize pharmaceu-
ticals, medical devices, and 
biotechnologies, such as di-
agnostics, vaccines, and ther-
apeutic methods.  Among the 
issues that must be addressed 
for successful commercial-
ization, intellectual property 
(IP) protection is vital.  Be-
low is a list of ten IP issues 
to consider when bringing 
a life sciences technology to 
market.

Preserving Rights to Pursue 
Patent Protection

A patent provides a limited period of 
exclusivity before direct generic competi-
tors enter the market.  Generally, a pat-
ent term extends 20 years from the date 
of filing.  During this exclusivity period, 
research and development costs, legal 
costs, marketing costs, costs associated 
with FDA approval and clinical trials, and 
other investments must be recuperated 
before a profit can be realized.  Because 
this exclusivity period can be so valuable, 
it is crucial to avoid missteps that jeopar-
dize the right to pursue patent protection.  
A “patent bar”, such as a public use or a 
public disclosure that occur before a pat-
ent application is filed, can destroy patent 
rights.  A public use or disclosure occurs 
when a patentable invention is disclosed to 
at least one person outside of a confidenti-
ality agreement.

Confidentiality and 
Nondisclosure Agreements

In order to successfully commercial-
ize technology, an IP owner needs to de-
scribe the technology to others, including 
prospective business partners or investors.  
This can be accomplished without trigger-
ing a patent bar by using an appropriate 
confidentiality or nondisclosure agree-

ment (NDA).  Such an agreement can 
also be used to limit undesirable use of 
disclosed information by the parties to the 
agreement.

Basic Requirements 
for Patentability

For an invention to be patentable 
in the United States, it must be deemed 
“novel”, “nonobvious”, and “useful”.  A 
patent application must also include suf-
ficient information to satisfy the “enable-

ment” and “written description” 
requirements of the Patent Act.  

Some of these legal re-
quirements are intuitive, but 
others are more complex legal 
concepts.  For example, the nov-
elty requirement simply calls for 
the invention to be new, and the 
utility requirement simply calls 
for the invention to have an ac-
tual use – a new chemical com-
pound that has no utility is not 
patentable.  On the other hand, 
the requirement that an inven-

tion cannot be obvious is a more difficult 
concept to define, making obviousness a 
commonly-argued issue during patent 
prosecution.  Enablement and written 
description requirements are particularly 
important to address in the life sciences, 
which are considered “unpredictable arts” 
and therefore require a greater level of ex-
plicit disclosure to support patent claims 
of value.

 In the life sciences it is also use-
ful to consider that the Patent Act exempts 
medical practitioners and related health 
care entity from liability with respect to 
performance of certain medical activities.  
For inventions that constitute a medical 
activity, unless a claiming strategy can be 
designed to avoid the liability exception, a 
patent could be of little or no value due to 
unenforceability. 

Patentability Analysis
There are several ways to start the 

process of pursuing a patent, and every 
situation calls for a different approach.  
The process typically begins with a pat-
entability analysis, a provisional patent 
application, or a nonprovisional patent ap-
plication.  

A patentabilty analysis includes a re-
view and analysis of prior art references, 

Life Sciences Technology: 
Ten Intellectual Property 
Issues to Consider

Mandy Wilson Decker 

Attorney-at-Law

Stites & Harbison, PLLC.
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Kentucky
• OVERVIEW • This fact sheet presents an analysis of the impact of the biopharmaceutical sector on the economy of Kentucky (KY) in 2006, including data on employment,
economic output, and research and development activity. The biopharmaceutical sector’s economic impact includes not only the direct impact of its companies, but also the ripple
effects that the sector has throughout the rest of the economy. These ripple effects include both the indirect impact, the economic value of the goods or services used to support
biopharmaceutical companies, and the induced impact, the value of economic activity supported by the spending of direct and indirect employees of the biopharmaceutical sector.

• SUPPORTING HIGH QUALITY JOBS •

Employment – Biopharmaceutical companies supported a total of 23,227 jobs in Kentucky in 2006 – 2,012 directly in the sector and 21,215
in other sectors. Of the jobs outside the biopharmaceutical sector, 3,015 were supported by biopharmaceutical activity within the state, while 18,200 were
supported by biopharmaceutical activity in other states.

Types of Direct
Biopharmaceutical Jobs

in the U.S.

Annual Growth in Direct
Employment in KY, 1996 – 20061

Biopharmaceutical Sector...............5.9%

Rest of Economy .................................0.9%

Personal Taxes Paid per Direct Employee in KY, 2006 Federal State

Biopharmaceutical Sector......................................................................................................$13,512 ......................$3,037

Rest of Economy..........................................................................................................................$5,354 ......................$1,433

• CONTRIBUTING TO THE ECONOMY • Economic output represents the value of goods and services produced by the sector and its
ripple effects. In 2006, the Kentucky biopharmaceutical sector supported $3.8 billion in total output.

Direct Output per
Direct Employee in KY, 2006

Biopharmaceutical Sector...........................$381,119

Rest of Economy.............................................$129,487

© 2009 Archstone Consulting LLC. All Rights Reserved.
Research sponsored by Pharmaceutical Research and Manufacturers of America (PhRMA).

KY Employment
Supported by Biopharma

in Other States
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Employment
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2,012

Direct
Biopharma
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$766.7 M

KY Output Supported
by Biopharma in Other States

$2.6 B

Total Jobs Supported in 2006 = 23,227

Total Output Supported in 2006 = $3.8 billion

The Biopharmaceutical Sector’s Impact on the Economy of

KY Employment
Supported by
Biopharma in KY
3,015

KY Output Supported by Biopharma in KY
$360.4 M

22.3% Life, Physical, & Social Science

12.3% Office & Administrative Support

12.2% Architecture & Engineering

11.8% Production Occupations

10.5% Management Occupations

9.6% Computer & Mathematical

7.5% Business & Financial Operations

13.7% Other*

Note: Federal taxes include both income and Social Security taxes; state taxes include income taxes only.

Wages and Personal Taxes – Direct biopharmaceutical wages in Kentucky were estimated to be $125.8 million in 2006, resulting in an
estimated $27.2 million in federal taxes and $6.1 million in state taxes.

Indirect and Induced Output

* Other includes 15 occupations, each representing less than 3.0% of
the total. These occupations include, for example, Installation,
Maintenance, & Repair Occupations (2.9%) and Sales & Related
Occupations (2.0%).

Indirect and
Induced
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• DEVELOPING TOMORROW’S MEDICINES • In 2008, U.S. scientists and researchers were conducting 21,795 studies to develop medicines
targeting cancers, rare diseases, and other important conditions. 1,274 of these trials were active in Kentucky.

Kentucky

• INVESTING IN RESEARCH AND DEVELOPMENT • Nationally, biopharmaceutical companies invested approximately $44.9 billion in U.S. research and
development in 2006, or $65,381 per direct employee; additionally, the National Institutes of Health awarded an estimated $22.8 billion in grants for medical research
at universities and other research institutions across the nation.2 In Kentucky, biopharmaceutical companies invested $16.8 million in R&D in 2006. Other
indicators of investment in Kentucky biopharmaceutical research include:

Active Clinical Trials in KY by Phase, 2008 Active Clinical Trials in KY by Selected Conditions, 2008

78

422

570

83

Selected Conditions Number of Active Trials

Cancers and Other Neoplasms 499

Rare Diseases 173

Heart Disease 63

Respiratory Tract Diseases 51

Behavioral and Mental Disorders 34

Diabetes 17

HIV / AIDS 16

Alzheimer’s Disease 13

Parkinson’s Disease 7

Indicators of Investment in KY Biopharmaceutical Research, 2006

National Institutes of Health Dollars Awarded3 $143.0 million

Small Business Innovation Research (SBIR) / Small Business Technology Transfer (STTR) Dollars Awarded4 $4.4 million

National Science Foundation Dollars Awarded for Biological Science Research5 $2.4 million

Venture Capital Dollars Invested in Biotechnology6 $500,000

Planned Expenditures for New Academic and Biomedical Research Space (2006-2007)7 $101.1 million

Number of Bioscience-Related Degrees Conferred (Associates through Doctorate Level)8 1,824

Number of PhD Degrees Conferred in the Biological, Medical, and Other Life Sciences9 102

The Biopharmaceutical Sector’s Impact on the Economy of

Endnotes

1 Indicates compound annual growth rate, which measures year-over-year growth during a multiple-year period. Job growth rates and 2006 job estimates were obtained from different data sources.
2 United States Department of Health & Human Services (National Institutes of Health). Office of Extramural Research. (2008). NIH Extramural Awards by State and Foreign Site, 2006 Award Data. Available at: http://report.nih.gov/award/state/state06.cfm
(Accessed: November, 2008). Bethesda, MD: NIH.

3 Ibid.
4 United States Department of Health & Human Services (National Institutes of Health). Office of Extramural Research. (2008). SBIR/STTR Award Data, 2006. Available at: http://grants.nih.gov/grants/Funding/award_data.htm (Accessed: November,
2008). Bethesda, MD: NIH.

5 National Science Foundation. Budget Division: Office of Finance, Budget & Award Management. (2008). Budget Internet Information System [database], Award Summary: by State/Institution, 2006 (V. Ross, Ed.). Available at: http://dellweb.bfa.nsf.gov/
AwdLst2/default.asp (Accessed: December, 2008). Arlington, VA: NSF.

6 PricewaterhouseCoopers and the National Venture Capital Association. (2008). MoneyTree Report. Historical Trend Data [database], 2006 data. Available at: https://www.pwcmoneytree.com/MTPublic/ns/nav.jsp?page=historical (Accessed: October, 2008).
7 National Science Foundation. Division of Science Resource Statistics. (2007). Survey of Science and Engineering Research Facilities, 2006-2007 data (L. Christovich, Ed.). Available at: http://www.nsf.gov/statistics/nsf07325/content.cfm?pub_id=3765&id=2
(Accessed: October, 2008). Arlington, VA: NSF.

8 Biotechnology Industry Organization and Battelle. (2008). Technology, Talent and Capital: State Bioscience Initiatives 2008. Available at: http://www.bio.org/local/battelle2008/ (Accessed October, 2008). Washington, D.C.: BIO.
9 National Science Foundation. Division of Science Resource Statistics. (2008).WebCASPAR Integrated Science and Engineering Resources Data System: Survey of Earned Doctorates [database], 2006 data (M. Fiegener, Ed.). Available at: http://
caspar.nsf.gov/ (Accessed: December, 2008). Arlington, VA: NSF.

© 2009 Archstone Consulting LLC. All Rights Reserved.
Research sponsored by Pharmaceutical Research and Manufacturers of America (PhRMA).

Methodology

Unless otherwise noted, the data presented in this fact sheet is based on original analyses conducted by Archstone Consulting. The analyses measured the absolute impact of the biopharmaceutical sector rather than its marginal impact. An absolute
approach considers all economic activity (i.e., direct, indirect, and induced) that is attributable to a sector’s presence; by contrast, a marginal approach acknowledges that a certain portion of this economic activity would still exist in the absence of that
sector, and thus only measures the additional economic activity that is unique to the sector’s presence in a given area.

Estimates of number of jobs and economic output were based on a multiplier effect analysis using Minnesota IMPLAN Group (MIG) software and 2006 data. 2006 was the most recent year for which the most complete set of data was available at the time
analyses were completed. Number of jobs was used as a proxy for number of employees. Data on types of direct biopharmaceutical jobs was obtained from the U.S. Bureau of Labor Statistics (2006 Occupational Employment Statistics for NAICS codes
3254 and 54171), and is based on participating company-reported data. Employment growth was calculated from U.S. Bureau of Labor Statistics (BLS) data (1996 and 2006 Quarterly Census of Employment and Wages). Total wages were calculated
from BLS employment and wages data and MIG employment data. Federal and state tax estimates were generated using BLS employment and wages data, MIG employment data, and National Bureau of Economic Research software (TAXSIM 8.0
Simulator). Data on clinical trials was based on The Lewin Group analysis of ClinicialTrials.gov data (downloaded in September 2008). Chart labels characterizing each clinical trial phase are shorthand and represent the typical case. Trials classified as
in-between phases by ClinicalTrials.gov were grouped into earlier phase (e.g., trials listed as Phase I/II are shown as Phase I). National research investment per employee was estimated using Burrill & Company and PhRMA data (2006 R&D expenditures
from PhRMA 2008 Pharmaceutical Industry Profile) and MIG employment data. Research investment per state was estimated using Burrill & Company and PhRMA data, National Science Foundation data (Survey of Industrial Research & Development
estimates by state), and BLS employment data. When comparing the “biopharmaceutical sector” to “rest of economy,” the latter is defined as all sectors combined less the biopharmaceutical sector.

Please note that totals may not be equal to the sum of individual components due to rounding. For more detailed methodology and complete source citations, see full report at http://www.archstoneconsulting.com/biopharma

Note: Some compounds may be studied for more than one condition. Listed conditions represent
only a portion of all clinical trials active in the state.

Phase I
Safety studies,

usually in healthy
volunteers

Phase II
Dosing studies
in small group
of patients

Phase III
Efficacy studies
in large group
of patients

Phase IV
Post-approval
research and
surveillance

Note: Values do not add to total number of trials due to omission of trials listed as Phase 0 (exploratory, first in-human
studies) and those with no phase specified.

Planting seeds for 
a Biotech Future
Continued from page 7

ties will be involved as well.
The Centre will be a part of the $120 million 

downtown revitalization and placemaking effort in 
Owensboro aimed at making the city a more appeal-
ing destination for young and well educated that GO-
EDC is seeking to attract, according to Brake.  

The development around the Centre, called 
Carnegie Village, will include urban housing, res-
taurants, cafes and possibly a gallery/restaurant.  The 
apartments and restaurants will be designed to attract 
people who work at the Centre for Business and Re-
search, said Brake.  The village takes its name from 
the nearby Carnegie Building, the original section of 
the Owensboro Museum of Fine Art. “The Carnegie 
development will create a unique live-work environ-
ment for entrepreneurs,” said Brake. 

Metacyte
Continued from page 6

companies at varying stages of development. For each 
company, the MetaCyte staff works with the scien-
tific cofounders to develop a customized plan that will 
guide the way through asldfjl;aksdfjl;asdkfj

ApoImmune, Inc. is MetaCyte’s most mature 
company and closest to fully independent operation. 
Founded in 2001 by UofL researcher Haval Shirwan, 
ApoImmune is a biotechnology company developing 
novel immunotherapies, which are treatments based 
on the concept of regulating the immune system to 
fight disease. With MetaCyte’s consult, ApoImmune 
continues to improve its intellectual property stand-
ing, having filed three additional patent applications. 
Phase I Clinical Trials for its lead product are antici-
pated to begin in 2009.

RhinoCyte, Inc. was founded in 2005 by UofL 
researcher Fred Roisen, Chengliang Lu in partner-
ship with MetaCyte. RhinoCyte is developing di-
agnostic tools and therapies for the adult stem cell 
treatment of multiple degenerative and traumatic 
neurological diseases. Through its partnership with 
MetaCyte, RhinoCyte has successfully completed a 
round of significant seed funding, held an initial pre-
IND meeting, received orphan drug designation for 
SCI, and is currently raising a $2 - $2.5 million Series 
A1 funding..

MetaCyte is in the early stages of company devel-
opment in partnership with UofL and Brown Cancer 
Center researcher Al Cunningham. The yet-to-be-
named company came to MetaCyte’s attention through 
UofL’s Office of Technology Transfer and Office of In-
dustry Contracts – all of whom are working together 
to launch the new, independent venture. Dr. Cunning-
ham has developed a predictive software package that 
analyzes industrial or other types of chemical com-
pounds for likely carcinogenic properties. Working 
with partners throughout the UofL system, MetaCyte 
is assisting in the incorporation, IP and copyright de-
velopment, and product enhancement.

Since 2002, MetaCyte staff has secured more 
than $16 million in funding for its portfolio compa-
nies, which has created in excess of 40 high-paying 
jobs, and returned more than $11 million to UofL for 
additional research. 
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Innovative Developments 
in Northern Kentucky

 
By A.J. Schaeffer 

Vision 2015, Northern Kentucky’s 
10-year strategic blueprint for re-
gional success, calls for “a culture 

of entrepreneurship and innovation” to 
be a defining quality of the region.  That 
ambition captures the momentum behind 
a number of biotech and healthcare start-
ups and related public-private collabora-
tions that are creating jobs and attracting 
strong talent to Kentucky.  

The Drug Enhancement Company of 
America, LLC (“DECA”), headquartered 
in Union, Kentucky, is a pharmaceutical/
healthcare product commercialization 
company whose founder, Roger Griggs, 
is perhaps best known for building Rich-
wood Pharmaceuticals (merged with Shire 

Pharmaceutical Group Plc in 1997) and 
its blockbuster drug Adderall.   DECA 
licenses, acquires and commercializes 
innovative healthcare technologies and 
products across a broad spectrum of ther-
apeutic categories.  DECA’s foundational 
and innovative work has, in a number of 
instances, led to the formation of other 
new pharmaceutical companies like Xan-
odyne Pharmaceuticals, Inc. in Newport, 
Kentucky.  In the past year, DECA has 
evaluated for potential acquisition thera-
peutic radioisotopes, pain management 
medications, new drug delivery platform 
technologies, attention deficit and cough 
and cold products. 

Most recently, DECA launched 
Union Springs Pharmaceuticals, LLC, a 
sales and marketing company for innova-
tive over-the-counter healthcare products.  
Union Springs President Joel Ivers was the 
keynote speaker at this year’s Kentucky 
BioAlliance Annual Meeting, where he 
described DECA and Union Springs’ de-
velopment of a new standard of personal 
protection for first response professionals.   
Union Springs’ patented MyClyns™ spray 
unit is a pen-sized devise that provides 
an immediate response to a potentially 
pathogenic exposure (such as a cut, abra-
sion or bodily fluid exposure). Uniquely, 
the patented solution in MyClyns can be 
sprayed directly into the eyes, nose, mouth 

and open wounds without toxicity or ir-
ritation to the user, and has been shown 
in independent laboratory tests to reduce 
more than 60 potentially harmful patho-
gens by 99.99%.  

With sales of MyClyns in all 50 Unit-
ed States to local, state and federal agen-
cies in law enforcement, corrections, EMS/
fire and other first-response/preparedness 
agencies, the Company announced in 
March the launch of its T5000/T500V® 
P95 respirator with a patented antiviral 
coating called Triosyn®.  Union Springs’ 
T5000/T5000V respirators stop 99.99% of 
airborne viruses from entering the wearer’s 
breathing zone.  The Triosyn filtration me-
dia has even been show to kill H1N1 virus-
es; one of the viral strains implicated in the 
swine flu outbreak, among other airborne 
viruses.  Not surprisingly, the swine flu 
outbreak generated widespread media cov-
erage of MyClyns and the T5000V respira-
tors, and drew explosive consumer interest 
in both products (though the Company has 
not begun marketing to that the mass con-
sumer market).   The Company is ramping 
production to satisfy strong demand for 
these and other products in both domestic 
and international markets.      

With DECA and Union Springs 
working in late-stage commercialization, 
sales and marketing, other Northern Ken-
tucky companies like bioLOGIC LLC and 
Bexion Pharmaceuticals are making their 
mark in earlier-stage drug development.  
Attracted to Northern Kentucky by Vision 
2015 and the collaborative support of the 
region’s economic development and business 
associations like the Tri-County Economic 
Development Corporation and E-Zone, 
these companies planted roots in Coving-
ton, Kentucky in 2008.  Bexion is focused 
on indications for gliomas, but is developing 
a range of promising oncology therapeutics, 
diagnostics technology and nucleic acid de-
livery systems.  Bexion’s platform technol-
ogy SapC-DOPS is locally licensed from 
Cincinnati Children’s Hospital.

Collaborative opportunities with 
Cincinnati Children’s Hospital, Tri-Ed, 
the E-Zone, the Kentucky Cabinet for 
Economic Development, KSTC, St Eliza-
beth Medical Center, Northern Kentucky 
University, the University of Cincinnati 
and others provide bioLOGIC, Bexion, 
Union Springs and other start-up com-
panies with a progressive resource base 
to capitalize on their innovations.  With 
expertise from over-the-counter to Rx 
pharmaceutical development, and from 
early state development to sales and mar-
keting, a critical mass of emerging health-
care technology companies is growing 
in Northern Kentucky despite a difficult 
economic climate.  

Intellectual Property Issues
Continued from page 7

such as previously-issued patents, journal 
articles, and other publications.  An as-
sessment is made, in light of the prior art, 
of whether the proposed invention can sat-
isfy requirements of patentability, such as 
novelty and nonobviousness.  Information 
obtained in a patentability analysis can be 
used for informing business decisions and 
intellectual property protection strategy.

Provisional Patent Application
A provisional patent application has 

the primary purpose of securing a filing 
date at the U.S. Patent and Trademark Of-
fice (USPTO).  A provisional patent ap-
plication is not examined, nor will it ever 
mature into a patent.  Within one year of 
filing the provisional patent application, a 
nonprovisional patent application must be 
filed to preserve the filing date.  

A provisional patent application is 
typically not as detailed as a nonprovi-
sional patent application, and can be used 
to establish a filing date with a limited 
upfront investment.  In this regard, it can 
provide time to explore marketing possi-
bilities before deciding whether to invest 
in a nonprovisional patent application.  
Even for well-funded patent budgets, pro-
visional patent applications serve as valu-
able strategic tools.  

Nonprovisional Patent 
Application

A nonprovisional patent application 
is a detailed legal document that describes 
and claims an invention.  It is examined 
at the USPTO and is the document that 
has the potential to mature into a patent 
following examination and prosecution.  
A nonprovisional patent application can 
be submitted after a provisional, in which 
case it receives the benefit of the filing date 
of the provisional, or it can be submitted 
without ever filing a provisional patent ap-
plication. 

Patent Pending Status
The filing of a patent application 

confers “patent pending” status, offering 
some protection against the risk of trig-
gering a patent bar.  The scope of protec-
tion conferred by patent pending status 
is not without limits.  Disclosure of “im-
provements” to the invention that were 
not described in a pending patent appli-
cation can trigger bars to patentability for 
the improvements.  NDAs can be useful 
if improvements need to be described to 
others before another patent application 
can be filed.  

Patent Prosecution
After a nonprovisional patent appli-

cation has been filed, examination and 
prosecution begin.  An Examiner at the 
USPTO conducts a search of the prior 
art and issues an Office Action with his 

or her findings.  A typical Office Action 
will include one or more rejections, for 
example, based on an obviousness argu-
ment.  The Applicant then has an oppor-
tunity to submit a Response, including 
legal arguments and claim amendments.  
At the conclusion of examination and 
prosecution, an agreement as to the scope 
of allowable claims is reached and a pat-
ent issues.  The examination and pros-
ecution process, from filing to issuance, 
lasts about 3 to 6 years.  

Commercialization Strategy
Typically an IP owner will choose 

one of the following three basic strategies 
for commercialization:  manufacture and 
distribute the product directly; license the 
technology in exchange for royalty pay-
ments; or sell the technology outright.  
The appropriate commercialization strate-
gy will depend on the details of each situ-
ations, and the particular experience and 
wishes of the IP owner.  Business entities 
can be formed and organized to help facil-
itate the strategy that is selected.  Regard-
less of the commercialization strategy, it is 
not necessary to wait for a patent to issue 
before steps are taken to commercialize 
the underlying IP.

Trademark Protection 
Can Add Value

A patent term is generally limited to 
20 years from the date of filing.  A trade-
mark term is not so limited, and protec-
tion can be extended for as long as the 
trademark is being used.  The patent ex-
clusivity period provides an opportunity 
for the IP owner to establish good will 
in a trademark associated with the prod-
uct.  When generic competitors enter the 
market after the patent term has expired, 
the IP owner can have an advantage and 
maintain a certain market share by virtue 
of the good will that has been built in the 
trademark.  For an IP owner-licensor, a 
registered trademark can constitute valu-
able IP, capable of generating a royalty 
stream, even after the expiration of a li-
censed patent. 

The strength of the health care indus-
try in the current economy provides oppor-
tunities for commercialization of life sci-
ences technologies.  Professionals involved 
in the health care industry are in a posi-
tion to identify needs, and develop ideas 
for advancements useful to the industry; 
however, innovation is only the first step.  
Intellectual property rights can be essential 
for extracting value from the commercial-
ization process, and getting new technolo-
gies to market for the benefit and use of the 
public.  Legal counsel can be beneficial in 
providing guidance for dealing with intel-
lectual property and other issues important 
to the process of commercializing life sci-
ences technologies. 

DECA’s foundational and 
innovative work has, in a 
number of instances, led to 
the formation of other new 
pharmaceutical companies.
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Continuing medical education is 
highly regulated, purposefully de-
signed to create an environment 

that encourages independent, scientific 
and evidence–based research, consensus 
based guidelines for care, and strategies for 
translating new knowledge and skills into 
effective approaches to care.  The underly-
ing mission is to translate the latest medi-
cal advances into healthcare practice that 
foster improved patient outcomes.  One of 
the sources for funding continuing medical 
education (CME) is commercial support 
from pharmaceutical and medical device 
companies. The form and structure of these 
financial transactions are closely scruti-
nized by a number of private and govern-
mental regulation entities. 

This commitment to linking CME 
more directly to improved patient care is 
transforming CME in positive, new ways. 
The focus on performance improvement (PI 
CME) is growing significantly and creating 
opportunities for physicians and healthcare 
professionals to identify specific areas of 
practice, to assess and change their practice 
patterns to practices that are more consis-
tent with the current standards of care for 
patients for identified conditions.  Physi-
cians can receive AMA PRA Category 1 
credit TM when they engage in critical self 
analysis of their practice.  This movement 
coincides with the Maintenance of Certi-
fication (MOC) efforts by the American 
Board of Medical Specialties that is spear-
heading a new system for physician board 
recertification to help restore confidence in 
the expertise of practicing physicians and 
further garner the public trust. 

Changes underway in the CME envi-
ronment affect all of the constituent audiences 
involved with continuing medical education 
and are proving to have a significant impact 
on physicians and their practice environ-
ments. The MOC program, as an example, is 
reframing the importance of lifelong learning 
and continued professional development by 
linking improved practice performance with 
specialty-specific educational initiatives. 

Impact on Medical 
School Curricula

Equally important, the impact of 
change in the CME environment is and 
will continue to affect the medical school/
academic communities. Increased aware-
ness of the need for transparency in edu-
cation/industry interactions and relations, 
candid discussion of the differences in the 
context of independent continuing medi-
cal education and promotional activities 
are the essential first steps toward further 
advancement.  

The development of educational op-
portunities can help physicians, residents 
and medical students critically analyze new 
information based on the strength of the 
evidence, the context in which the informa-
tion is provided and ultimately benefit the 
best interest of the patient.  Such initiatives 
will become hallmark elements of medical 
school and residency curricula as well as 
becoming benchmarks for monitoring the 
effectiveness of CME.

The Alliance for Continuing Medi-
cal Education (Alliance) and the Society 
of Academic Continuing Medical Educa-
tion (SACME) recently announced a col-
laborative educational program, called the 
National Faculty Education Initiative, to 
address the differences between indepen-
dent CME and promotional activities. This 
far-reaching new, online program is part 
of a leadership effort to educate faculty 
presenters/authors and participants about 
the significant differences and regulations 
associated with each. Concurrently, the 
National Task Force on CME Provider/
Industry Collaboration created a series of 
Fact Sheets that provide evidence-based in-
formation on topics related to CME.

Heightening Awareness of Change 
Over the past few years, there has been 

much discussion about commercial support 
in continuing medical education by those 
who question the ability of physicians and 
the healthcare environment to effectively 
manage the restricted educational funds 
from pharmaceutical and medical device 
industries in support of independent certi-
fied CME. 

There are several important points that 
should be considered in the ongoing dia-
logue: 

A meta-analysis of the current litera-
ture that focuses on the impact of commer-
cial support on CME was commissioned by 

the Accreditation Council for Continuing 
Medical Education (ACCME).  The results 
of the study are available on the ACCME 
website; notably, however, the studies avail-
able were all conducted in the late 1980s and 
early 1990s.  The resulting data does suggest 
or refute whether commercial support has an 
impact on the independence of CME.

The CME community implemented 
commercial support guidelines in the early 
1990s that have transformed and been ex-
panded into a series of regulations since 
2000 that include the ACCME Updated 
Standards of Commercial Support, the US 
Office of Inspector General Compliance 
Program for Pharmaceutical Manufactur-
ers, the PhRMA Guidelines (updated in 
2008), and the revised AdvaMED Guide-
lines that go into effect in July 2009. 

Industry/academic partnerships in the 
research and development of new advanc-
es in therapeutic options for patients with 
acute and chronic conditions are an integral 
aspect of research initiatives for many of the 
medical schools in the United States. 

These research monies support and 
augment government and other not-for-
profit funding to find new treatments and 
cures for conditions that affect the quality 
and safety of people’s lives.  

Commercial support of continuing 
medical education and gifts to physicians 
are not inherently the same. The American 
Association of Medical Colleges partici-
pated in a study on the effects of gifts and 
found that gifts could create a “relation-
ship” that may affect independent decision 
making. By contrast, the restricted grants 
for continuing medical education are de-
fined and controlled by regulations and re-
quired Letters of Agreement that outline 
specific terms and conditions that place 
the responsibility for content development, 
faculty selection under the auspices of the 
accredited provider. 

The CME community has and will 
continue to consistently demonstrate lead-
ership in the disclosure of conflicts of inter-
ests and the financial affiliations of present-
ers, transparency in grants and other appro-
priate checks and balances to ensure inde-
pendence in continuing medical education.  
The professional commitment by everyone 
involved in independent, certified CME 
continues to encourage and facilitate criti-
cal thinking and the necessary   discipline 
by those dedicated to improving healthcare 
delivery and, ultimately, fostering positive 
patient safety and outcome. 

Continuing Medical Education: Addressing Today’s Challenges

Jann Balmer, RN, PhD 

President, Alliance for  

Continuing Medical Education

Academic Medical Centers
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In laboratories across the University of 
Kentucky’s campus, scientists are de-
veloping diagnostic tools, treatments 

and cures for diseases, vaccinations against 
maladies, technology for surgeries and oth-
er advances in the health care professions.  
In fact, 594 researchers are at work in the 
UK colleges of Medicine, Pharmacy, Pub-
lic Health, Health Sciences and Nursing.  
That doesn’t count dozens of researchers in 
the colleges of Engineering, Agriculture, 
Design, and Arts & Sciences whose work 
crosses disciplinary lines.

Drawn by the excitement of discovery 
and a desire to help humankind, medical 
researchers at UK have attracted more than 
$200 million in research grants and con-
tracts for each of the last seven years – a fact 
that shows the value placed on the research 
here by federal and state agencies and indus-
trial sources.  The ideas being generated at 
UK have created an atmosphere of enthu-
siasm that has drawn many of the nation’s 
leading medical minds to the campus, such 
as Dr. B. Mark Evers, recently lured to head 
the Markey Cancer Center from the Uni-
versity of Texas Medical Branch at Galves-
ton Cancer Center.

Evers’ decision to come to Lexington 
– based on the university’s commitment to 
support researchers with state-of-the-art fa-
cilities, equipment and outstanding technical 
personnel – is only the latest evidence of the 
high regard for UK within the national and 
international academic and scientific com-
munities.  Within the last two years alone, 
UK has landed high-profile faculty across 
a number of disciplines, including Michael 
Speaks, the well-known dean of the College 
of Design; Paul Bertsch, a plant and soil sci-
ence professor in the College of Agriculture 
who is president of the Soil Science Society 
of America; and David A Brennan, the next 
dean of the College of Law who is deputy 
director of the Association of American 
Law Schools.

The university’s attraction of top minds 
was set in motion years ago, as UK estab-
lished itself as a center of leading-edge re-
search.  Proof of the university’s reputation 
can be seen in the number of UK scientists 
who rank among the world’s best, such as – 
but certainly not limited to – Dr. William 
Markesbery and Dr. Allan Butterfield, both 
of whom were identified by the Journal of Al-
zheimer’s Disease for their productivity and 
their impact in building understanding of the 
disease and advancing potential preventions 
and cures.

The opportunity to work with high-

caliber scientists is as much a drawing card 
– and a retention tool – as the university’s 
determination to provide world-class labo-
ratories and equipment.  Says Kim Nixon, 
an alcohol-abuse researcher in the College 
of Pharmacy who received the Research 
Society on Alcoholism’s Young Research-
er Award in 2008: “The major thing that 
brought me here was the other alcohol re-
searchers.  I had always worked at major 
alcohol research centers across the country, 
so I knew several of the researchers here, 
a well-established and impressive research 
core.  There was no doubt that this was a 
great fit for me.”

Nixon cites as part of her success the 
Leica confocal microscopes in her labora-
tory.  “These state-of-the-art microscopes 
are indispensible in my work.  You can’t lead 
or be a Top 20 university without this kind 
of facility and equipment,” she says.

Other shared-use facilities supported 
by the UK Office of the Vice President for 
Research include the Flow Cytometry Core 
Facility; Magnetic Resonance Imaging and 
Spectroscopy Center; Proteomics Core Fa-
cility; and Transgenic Mouse Facility.

UK’s research community also has 
drawn the attention of major sources of re-
search funding.  In particular, the National 
Institutes of Health’s National Center for 
Research Resources has provided support 
to establish multidisciplinary Centers of 
Biomedical Research Excellence (COBRE) 
here – not just once, but in four subject ar-
eas.  COBREs – like UK’s centers for Obe-
sity and Cardiovascular Disease, Biologic 
Basis of Oral/Systemic Diseases, Women’s 
Health, and Molecular Basis of Human 
Disease – are designed to strengthen the 
university’s biomedical research infrastruc-
ture while enhancing junior investigators’ 
abilities to compete independently for peer-
reviewed grant support.

Melinda Wilson, a molecular biolo-
gist who focuses on estrogen and is part of 
UK’s COBRE on Women’s Health, says 
UK’s success in winning the COBRE fund-
ing helped shape her professional future 
through the research relationships fostered 
by the center.  “I may have never made the 
connection between estrogen, HIV and car-
diovascular research had I not been part of 
the COBRE.  Eric Smart, who leads the 
COBRE cardiovascular team, had an inter-
est in the gender differences he was seeing in 
heart disease, so we started collaborating.

“That work led to my own grant, funded 
by the National Heart, Lung and Blood In-
stitute, looking at the effects of estrogen on 
cholesterol accumulation under conditions 
that induce atherosclerosis, the narrowing 
and hardening of the arteries.  This collabo-
ration, the start-up funds that gave me my 
start as a faculty member, and mentoring 
are all ways I’ve benefited from COBRE,” 

Wilson says.
 UK’s philosophy of bringing to-

gether researchers whose interests appear 
unrelated – such as computer scientists 
working with surgeons, ophthalmologists 
working with pharmaceutical researchers, 
etc. – has made the university a favorite for 
federal funding agencies like the National 
Institutes of Health and the National Sci-
ence Foundation.  These agencies recog-
nize the importance of cross-disciplinary 
research that creates a teamwork approach 
to discovery.  Since UK is one of the few 
academic institutions in the country with 
a College of Agriculture, a College of En-
gineering, a College of Health Sciences, a 
College of Medicine, a College of Public 
Health, a College of Nursing and a College 
of Pharmacy all in one central location, the 
arrangement permits researchers across dis-
ciplines the opportunity for frequent face-
to-face conversations and brainstorming 
sessions to generate and explore new ideas.

As Kentucky’s land-grant university, 
UK has a special mission to target and solve 
the Commonwealth’s most serious prob-
lems, a role that President Lee T. Todd Jr. 
embraces.  Todd has specifically encouraged 
researchers to pursue answers to what he 
calls “the Kentucky uglies” – diabetes, obe-
sity, cardiovascular disease, smoking and 
lung cancer, and poor oral health.  Since 
Todd came to UK in 2001, the university 
already has shown great progress in advanc-
ing understanding of these conditions and 
in seeking treatments.  The future holds 
even more promise – but isn’t limited to only 
those research areas.

Hundreds of research projects underway 
at the University of Kentucky will continue 
to benefit the health and well-being of Ken-
tuckians and people throughout the world.  
A few that come to mind include research 
to understand the causes of Alzheimer’s and 
Parkinson’s diseases; breast cancer research; 
early detection of lung cancer; fighting dia-
betic blindness; new treatments for nico-
tine and methamphetamine abuse; better 
ways to fight migraine headaches; advanc-
ing women’s health; breaking the cycle of 
violence against women; and targeting chil-
dren’s mental health.

 It’s hard to imagine a university that 
offers a better atmosphere for researchers 
than UK.  With the institutional commit-
ment to providing support and a dedica-
tion to its mission of service, UK provides a 
stimulating environment where ideas can be 
incubated, nurtured and brought to fruition. 
Meanwhile, our researchers benefit from 
Central Kentucky’s high quality of life.  The 
University of Kentucky truly offers the best 
of all possible worlds – both to its research-
ers and to those who are benefiting from its 
research. 

Commitment, Talent, Facilities Attract Best Researchers to UK
SPECIAL REPORT:  Academic Medical Centers
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Dean, College of Medicine; and 
Vice President for Clinical Af-
fairs, University of Kentucky

Academic medicine stands upon three 
fundamental pillars – education, re-
search and patient care. This ground-

work is critical to educating future physicians in 
a manner that prepares them for the challenges 
they will face once they leave our institution. 
Through a multitude of innovative approaches, 
the University of Kentucky College of Medi-
cine ensures the provision of clinical and scien-
tific experiences that cannot be paralleled; op-
timal environments in which our investigators 
can conduct clinical and translational research; 
and care focused on what is best for the patient 
and his or her family. 

As times have changed, we have found new 
ways to invigorate our program. The Kentucky 
Medical Curriculum, which was launched by 
UK in 1992, has served as a national model for 
other medical schools because it relates scientific 
principles and concepts to the prevention of dis-
ease and to the delivery of modern, compassion-
ate medical care. Two years ago we embarked on 
a new endeavor to further enhance the curricu-
lum by grouping rotations, providing opportuni-
ties for students to follow a patient’s care over a 
16-week period and longer. 

But, we did not stop there. In fact, we have 
developed a number of programs that positively 
impact our medical students.  

Rural Track Demonstrates Contin-
ued Commitment to Kentucky [subhead] 
According to the Kentucky Institute of Medi-
cine, the Commonwealth is nearly 2,300 phy-
sicians short. Another apparent challenge, es-
pecially for rural Kentuckians, is Kentucky’s 
geographic maldistribution of the physicians.

With this in mind, UK launched the Rural 
Physician Leadership Track, which is aimed at 
recruiting, training and retaining physicians 
in the state’s medically underserved rural ar-
eas. Students will spend their first and second 
years of medical school in Lexington and their 
third and fourth years in Morehead in collabo-
ration with Morehead State University and St. 
Claire Regional Medical Center. The creation 
of this program allowed us to increase the class 
size from 103 to 113. In the next several years, 
plans will follow to develop a similar program 
in Western Kentucky with Murray State Uni-
versity. 

The College of Medicine was founded to 
create physicians for Kentucky and, more im-
portantly, to serve the needs of rural Kentucky. 
Studies show that students who spend their 

third and fourth years learning medicine in a 
community setting are more likely to ultimate-
ly practice in that community. The regional site 
plan will allow us to train additional physicians 
to address the current shortage and produce 
physicians who have a strong desire to practice 
in rural areas of Kentucky.

Guaranteed Tuition 
Alleviates the Unknown

When we launched our tuition guarantee 
pilot program in 2007, UK had one thing in 
mind – our students. On average, UK’s tuition 
rises anywhere from 5 to 9 percent each year, 
which is a standard increase for virtually every 
university across the nation. UK remains very 
competitive in its College of Medicine tuition, 
but it is still daunting for incoming students 
who worry about the unknown potential in-
crease in their four years of medical education.

The tuition guarantee pilot program has 
transformed the way medical students pay and 
plan for their medical education. A very small 
group of universities offers this revolutionary 
way to help students overcome “sticker shock” 
when applying for medical school. Each class 
pays an increased amount, but an amount that 
remains stable for all four years. This enables 
students to concentrate on the study of medicine 
and alleviate unease about how fluctuations in 
tuition may impact their personal finances. 

Research Portfolio Focuses on 
Kentucky, Impacts the Globe

Economists agree that a prominent research 
university plays critical roles in producing an 
educated workforce, developing a climate for 
innovation and entrepreneurship, and creating 
an environment attractive to high-value indus-
tries. The economic impact of UK’s research that 
is simplest to measure is the direct economic im-
pact of the research funds attracted from outside 
the state and expended in the regional economy. 
Such a calculation serves as a minimal, lim-
ited view of economic impact, but nevertheless 
indicates a significant direct effect of research 
expenditure on the local economy. During last 
fiscal year alone, research grants and contracts 
from out-of-state sources resulted in a $365.8 
million contribution to the Kentucky economy, 
including $192.5 million in personal income. 
Externally supported research accounted for a 
total 9,292 jobs in the Commonwealth in fiscal 
year 2008. This figure accounts for 6,877 jobs at 
the University of Kentucky and additional jobs 
throughout the Commonwealth due to spend-
ing from supported research activities. 

The College of Medicine’s role within UK’s 
extensive, diverse research portfolio is signifi-
cant. Our investigators are making discoveries 
that have broad implications here in Kentucky 

as well as across the United States and abroad: 

Vivek Rangnekar, Ph.D., and his team have •	
developed a cancer-resistant mouse with a 
gene that might one day be used to fight can-
cer in humans. 
A team of UK researchers led by Haining •	
Zhu, Ph.D., has discovered a new cellular 
mechanism that may better explain what 
causes amyotrophic lateral sclerosis, also 
known as Lou Gehrig’s disease, providing 
valuable insight into ways to prevent or slow 
down ALS.
Findings from a team of scientists led by •	
Don M. Gash, Ph.D., John Slevin, M.D., 
and Scott Prince M.D., suggested that expo-
sure to TCE – a widespread environmental 
contaminant –  could be a risk factor for Par-
kinson’s disease.
2008 Duke Distinguished Clinical Scientist •	
Award recipient Jayakrishna Ambati, M.D.,  
and his research group is internationally rec-
ognized for seminal contributions to the field 
of ophthalmology, such as the first mouse 
model of age-related macular degeneration 
(AMD) and the discovery of complement 
activation as a trigger of “wet” AMD. 
The findings of Alan Daugherty, Ph.D., •	
D.Sc., and Lisa Cassis, Ph.D., effectively 
changed the study of abdominal aortic aneu-
rysms, and, now, at least 15 U.S. laboratories 
have adopted a study model based on those 
findings. 
A lung cancer blood test developed by Ed-•	
ward Hirschowitz, M.D., has been licensed, 
bringing it one step closer to the market-
place.

There is no end to what UK is doing in its 
ongoing quest for new knowledge. Last fis-
cal year alone, the College of Medicine was 
awarded $106.5 million in grants. In the first 
two quarters of this fiscal year, we have man-
aged to maintain our momentum by procuring 
$65.2 million in grants and contracts. When 
you compare UK to other medical schools – 
both private and public – we are among a small 
faction that has seen regular increases in health 
research grants and contracts. This demon-
strates that our investigators continue to chart 
new territory in medical and scientific research.  
This is a major feat and point of pride for our 
institution.

It’s Academic Medicine as Usual
The UK College of Medicine is challenged 

by the national and state economy, but our fac-
ulty, staff and students continue to add value 
to Kentucky and beyond. We continue to make 
progress even when facing a tumultuous finan-
cial climate, demonstrating our vitality and 
compassion for the Commonwealth. 

UK’s Medical School Expands Class Size  
and Continues to Grow Research Portfolio

SPECIAL REPORT:  Academic Medical Centers

studies show that 
students who 

spend their third 
and fourth years 

learning medicine in 
a community setting 

are more likely to 
ultimately practice 
in that community. 
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The reality is
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By Boyd R. Buser, D.O.

When the Pikeville 
College School 
of Osteopathic 

Medicine (PCSOM) opened 
its doors in 1997, its mission 
was to recruit and train stu-
dents primarily from rural 
Kentucky and Central Ap-
palachia and encourage them 
to stay in the region to set up 
their medical practices and 
serve their neighbors.

Recently listed in U.S. 
News & World Report as 
one of the top 20 U.S. med-
ical schools in rural medicine, this spe-
cial medical school in the mountains of 
East Kentucky has been making signifi-
cant progress – and keeping the promise 
to help alleviate the shortage of primary 
care physicians in rural Kentucky.

Osteopathic medicine (D.O.), like 
allopathic medicine (M.D.), provides 
fully-qualified and licensed physicians 
who serve in a variety of settings, from 
family practice in small towns to spe-
cialists at the largest hospitals and re-
search institutions. Osteopathic medi-
cine’s overall philosophy tends to attract 
students who are more interested in 
primary care, which is the greatest need 
in rural Kentucky and Central Appala-
chia.

In 2007, the Kentucky Institute 
of Medicine released a Comprehensive 
Statewide Physician Workforce Study 
that presented compelling evidence on 
the shortage of physicians and the im-
pact on the future of Kentucky’s econ-
omy and quality of life. As noted in 
the report, D.O.’s are more likely than 
M.D.’s to select family practice as a spe-
cialty (46% vs. 11%) and to practice in 
rural areas (18.1% vs. 11.5%).

The establishment of PCSOM was 
the result of the hard work of a number 
of visionary leaders, including then Gov. 
Paul Patton, Burlin Coleman and the 
founding dean, the late Dr. John Stros-
nider, as well as the extraordinary gen-
erosity of Paintsville attorney G. Chad 
Perry and others. Their efforts had a 
tremendous impact. And, interest in the 
school continues to grow. PCSOM re-
ceived a record number of applications 

for admission to our incoming 
class, representing a 17 percent in-
crease over the number of applica-
tions received in last year’s admis-

sions cycle. In addition 
to our four-year pro-
gram, there is increasing 
interest in dual degree 
programs. We are cur-
rently in discussion with 
the University of Ken-
tucky to help make such 
opportunities available 
to our students.

Since PCSOM ac-
cepted it first class, the 
school has produced 
more than 400 physi-
cians in the first eight 

graduating classes. Approximately 
150 of those physicians have fin-
ished their residence programs and 
are practicing medicine. Since the 
first graduates of PCSOM entered 
practice in 2004, more than 60 
new physicians have opened offices 
within a two-hour drive of Pikev-
ille. Several more have located 
in rural communities in Western 
Kentucky and throughout Appala-
chia. The vast majority of PCSOM 
graduates are working in primary 
care, mostly in medically under-
served areas. 

Importantly, our students and 
alumni are receiving high praise 
from the physicians and healthcare 
administrators with whom they 
work. PCSOM students and alum-
ni stand out for their commitment 
and care for patients as “whole” 
persons.

One great asset for keeping physi-
cians in Kentucky has been a student loan 
program established by the Kentucky 
General Assembly that is incrementally 
paid back each year Kentucky residents 
remain in Kentucky and practice after 
finishing their training. This investment 
of a little over a million dollars of coal 
severance tax funds each year is helping 
many physicians stay in rural Kentucky. 
We certainly believe it is a wise invest-
ment of the taxpayers’ resources.

A new physician’s impact on the 
quality of life and economy of a small 
town in Kentucky is tremendous. Re-
searchers say a new physician has a $2 
million annual economic impact, creat-

ing 16 to 25 new jobs and providing $1.5 
million in new income for their referring 
hospital. One need look no further than 
the significant growth and expanded 
quality services at the Pikeville Medical 
Center and other hospitals and medical 
centers in the region over the last few 
years to see the economic impact of the 
new physicians. By forging strong part-
nerships with healthcare professionals in 
Pikeville and across East Kentucky, we 
have helped create a region where qual-
ity healthcare is readily available. As a 
result of these partnerships, the economy 
has been strengthened by the creation of 
thousands of new high-paying jobs.

We realize there is much to be done 
to provide an adequate number of pri-

mary care physicians for rural Kentucky 
and Central Appalachia. We are work-
ing with the University of Kentucky, the 
University of Louisville, other medical 
schools, hospitals and medical centers 
throughout Kentucky and Appalachia to 
help fill this need. We know the Pikeville 
model works, and other medical schools – 
from Blacksburg, Va., to Yakima, Wash., 
– are following our example. 

Dr. Boyd Buser is the dean of the Pikeville 

College School of Osteopathic Medicine. He 

previously served as associate dean for Clini-

cal Affairs at the University of New England 

College of Osteopathic Medicine (UNECOM) 

in Biddeford, Maine, where he also served as 

interim dean. 

‘Keeping the Promise’
Pikeville medical school helping  
address Kentucky’s doctor shortage

Pikeville College School of Osteopathic Medicine second-year student Vail Brennan helps 

with a mini-medical school for fourth-grade students. Medical students and faculty planned 

a day of fun activities to teach the youngsters about osteopathic medicine and help ease 

fears about doctor visits. The day also included a teddy bear suture clinic, demonstrations 

on how the human body works and information on good nutrition, first-aid and safety. The 

mini-medical school, which was sponsored by a grant from the American Osteopathic 

Association, concluded with a “graduation” ceremony and a keepsake photo.

Boyd R. Buser, D.O. 

Dean, Pikeville College  

School of Osteo pathic  

Medicine 
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Medical News • May 2009 • page 17

Floyd Memorial is unquestionably a top-notch 

institution. I’ve practiced in virtually every 

hospital in the area. In deciding to make Floyd 

Memorial my home, I feel I’ve truly made the right 

choice. The surgeons are provided with anything 

and everything we need to help ensure that all 

procedures are carried out safely and successfully. 

The atmosphere throughout the hospital is warm 

and inclusive. It’s a true team effort. 

Why go anywhere else?

www.FloydMemorial.com
1850 State Street, New Albany, IN 47150

Carolyn Day, M.D.,FACS 

Board Certified General Surgeon

To learn more about physician opportunities available, 

contact Bob Mackin, VP of Business Development at  

(812) 949-5596, or send your C.V. to BMackin@FMHHS.com

An opportunity to work with the best  
is closer than you might think.

Make the right move 
without actually moving.

Growing, family-oriented region

Excellent payor-mix population

Multi-specialty environment with leading technology

Minutes from downtown Louisville, KY

Ongoing recruitment for expanding group practices and employment 

opportunities. Practice medicine in a community that offers:
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How does the legislative and regulatory 
monitoring of federal health issues impact 
physician and hospital payment, biomedi-
cal research, technology, medical education, 
and the physician workforce?  

Healthcare is one of the most regu-
lated industries we have in this nation. Lo-
cal, state and national rules impact every 
aspect. The CMS is very influential because 
of its involvement with reimbursement for 
Medicare patients, as well as standards of 
care. Additionally, it impacts the number of 
physicians in training by setting caps on the 
number of residents that can be included in 
a training program. Obviously, research is 
impacted by policy both in terms of quan-
tity through funding of the National Insti-
tutes of Health and the National Science 
Foundation, as well as subject matter such 
as embryonic stem cell research.

What is the role of the teaching hospital in 
the interpretation, implementation and 
analysis of national policy issues?

As a teaching hospital, University of 
Louisville Hospital stands on the front 
line of not only implementing new care 
guidelines, but creating them.

In the last year University Hospi-
tal partnered in a national study, looking 
for new ways to reduce MRSA infections 
through social and behavioral changes.   
Procedures developed here may save lives, 
and dollars, at hospitals across the coun-
try.

University Hospital also sees the vast 
majority of uninsured and underinsured 
patients in the area.  There are limited 

public funds available to reimburse the 
hospital so it needs to be a good steward of 
the money and constantly works to stretch 
those dollars as far as possible.

The stimulus bill passed by Congress 
includes funding that will allow the na-
tion’s medical schools and teaching hos-
pitals to be regional economic engines. 
What is the known economic impact of 
UofL on the city of Louisville, and on the 
state of Kentucky

The last time we examined this issue 
in 2008, the estimated economic impact 
of UofL was about $3 billion.

With a new Veteran’s Affairs Hospital in plan-
ning for Louisville, how will the relationship 
change, alter or grow with the UofL teaching 
facility and hospital?  Do you foresee some 
integration of services and training, which 
could lead to continued quality enhance-
ment coupled with cost-savings for the sys-
tem?

Federal dollars will pave the way for 
another major medical investment in part-
nership with a new Veteran’s Affairs Med-
ical Center.  The VA is budgeting 700-
million dollars to replace its current facil-
ity in Louisville.  Potential options range 
from rebuilding at its current site on Zorn 
Avenue to an in-patient tower or complete 
relocation near University Hospital.

While the location may be new, it is an 
extension of a long standing relationship.  
Since World War II UofL physicians have 
provided veterans with advanced medical 
care and compassionate expertise.  In fact 
85% of the physicians who see patients at 
the VA now are UofL physicians.   Re-
locating a portion, or all, of the medical 
center downtown would enhance care and 
improve outcomes by reducing the time 
needed to move patients or physicians be-
tween facilities.  UofL’s more than 450 
physicians represent the knowledge to heal 
from medical problems big and small in-
cluding specialty programs in stroke, can-
cer, and emergency medicine.

Cost savings would also result by 
sharing resources in a number of areas, 
like high tech equipment, shared staff, 
food service and laundry.

Whatever the VA decides (staying on 
Zorn, or moving any portion downtown), 
UofL and University Hospital are commit-
ted to continuing the foundation already 
built with the VA.  Jim Taylor, University 
Hospital President, emphasized, “We look 
forward to continuing that relationship, 
serving the men and women who have 
served us.”

 What recent critical medical breakthroughs 
have been pioneered through UofL?

Three significant medical break-
throughs that have occurred at UofL are 
1) hand transplants; 2) ABIOCOR, im-
plantable artificial heart; and 3) the po-
tential for a vaccine against HPV using 
tobacco plants. 

How are these research programs funded 
and by whom?

Research is funded through a vari-
ety of mechanisms. The largest and most 
widely recognized is the National Insti-
tutes of Health. However, other federal, 
state and local governmental sources pro-
vide support for UofL’s research activities. 
Also, private companies will contract with 
the University to conduct research. Final-
ly, private foundations and not-for-profit 
organizations support research at UofL.

How are we bringing such medical break-
throughs or scientific discoveries to the pa-
tient’s bedside?

UofL has several avenues to assist our 
faculty to bring their research discover-
ies to the bedside. We have our Office of 
Technology Transfer, which assists our 
faculty and staff in patenting their discov-
eries, as well as exploring licensing oppor-
tunities so that faculty can receive invest-
ments from other companies to further 
develop and refine the raw discovery. Sec-
ond, we have MetaCyte, which is a busi-
ness incubator. We provide business ser-
vices to start-up companies as they make 
those initial steps into the business world. 
Finally, we are developing Nucleus. This 
will provide researchers at UofL, and from 
throughout the world, with research facili-
ties to further their life sciences explora-
tions. Ultimately, the work from all three 
of these arms may result, after appropriate 
testing and regulatory approvals, to hav-
ing patients receive treatments at UofL the 
result from discoveries at UofL.

Can you describe how curriculums are evolv-
ing to train the next generation of clinical 
and translational researchers and also en-
gaging the community in the clinical re-
search process?

The National Institutes of Health is 
over the years has placed a tremendous 
emphasis on engaging community physi-
cians and health care entities into our re-
search programs. We have devised such a 

plan and hope to have it funded and begin 
to implement it soon.

As for translational research, we are 
opening a new research facility this sum-
mer which will enable us to make major 
strides in doing just this, taking our re-
search findings and speeding them to the 
bedside so that we can more quickly en-
hance our care to our patients.

What impact of our medical schools feeling 
from the current economic downtown – 
are the number of applications for medical 
school dwindling?

Like all segments of the economy, 
medical schools are feeling the pinch of 
the economic climate. We are not able to 
as aggressively recruit new faculty and staff 
as we expand our research, clinical and ed-
ucational missions. The stimulus package 
has the potential to provide a very short-
term jolt for the research efforts. However, 
what really is needed is a sustained annual 
growth rate of between 6 percent and 7 
percent so that we don’t have wild swings 
in our research capabilities.

As expected, the economy has impact-
ed private funding efforts as well. Many 
benefactors, whether they be individuals, 
companies or foundations, have felt the 
economic times, which has lessened their 
abilities to assist medical schools in terms 
of donations, gifts and grants.

We have experienced a record increase 
in applications to our medical school, 
considerably higher than national trends 
for the last two years, with record high 
MCAT and college GPA

What are the challenges and strategies of 
medical school expansion relative to lack of 
faculty resources, financial resources, and 
classroom and training space?

As can be imagined, increasing the 
class size to meet the anticipated physi-
cian shortage strains all our resources. We 
obviously are placing more people into the 
same physical space. Building a new aca-
demic building for all of our health science 
programs is something we want to ac-
complish. We continue to recruit faculty, 
though at a slower pace than we hoped due 
to the economic downturn. And the eco-
nomic downturn obviously has put pres-
sure on financial resources for updating 
equipment, providing scholarship money, 
etc. However, UofL is committed to con-
tinuing to provide high-quality medical 
education to our students. We are proud of 
our graduates. 

SPECIAL REPORT:  Academic Medical Centers
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A conversation with Larry N. Cook, MD, Executive Vice President for health Affairs, University of Louisville, 
Chief Executive Officer and Chairman of the Board, University health Care, Inc.
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Making a Difference Through In-Depth Research 
The UofL health sciences Center strives to enhance the lives of all Kentuckians

In addition to touching people’s lives 
via clinical care and educating the 
next generations of health care pro-

viders, the UofL faculty and staff conduct 
research that impacts lives. A small sample 
of that research below provides a glimpse at 
the breadth of work taking place through-
out the health sciences center.

Juvenile Diabetes Research
In the Kosair Children’s Hospital Re-

search Institute, researchers are actively 
pursuing research into the causes and com-
plications of diabetes, a disease in which 
the body does not produce or properly use 
insulin. An estimated seven percent of the 
population  have diabetes. 

Working under the leadership of Paul 
Epstein, Ph.D., the Diabetes Research 
Lab focuses primarily on diabetes’ effects 
on the kidney and heart. Researchers cur-
rently have several significant projects un-
derway:
• They have found that antioxidant pro-

tection of one cell type in the kidney 
protects from diabetic nephropathy, 
which can lead to chronic kidney fail-
ure and end-stage kidney disease.

• They have found new evidence of a 
gene that’s an important risk factor 
for the development of diabetic neph-
ropathy.

• They have obtained evidence that im-
paired glucose metabolism leads to an 
increased risk of heart failure.

Kosair Charities Pediatric 
Clinical Research Unit

The Kosair Charities Pediatric Clini-
cal Research Unit conducts Phase I – IV 
clinical trials in children. It is one of 13 
Pediatric Pharmacology Research Units 
(PPRU) sponsored by the National Insti-
tute of Child Health and Human Devel-
opment (NICHD) and the only inpatient 
Pediatric Clinical Research Unit in the 
Kentuckiana region.

The primary goal of the KCPCRU is 
to develop and conduct clinical, transla-
tional and basic pediatric clinical pharma-
cology research with other pediatric and 
medical subspecialties at the University 
of Louisville. Approximately 128 patients 
were enrolled in clinical trials in the past 
12 months. These studies complement the 
medical care of patients and frequently 
provide access to therapies not available 
to the general public for conditions such 
as pain, infection, hypertension, asthma, 
sickle cell disease, autism, allergies, pre-
vention of clotting in heart patients with 
shunts, cystic fibrosis, colic, anemia, lipid 
induced liver dysfunction, ulcerative coli-

tis, respiratory syncitial 
virus, juvenile rheumatoid 
arthritis and gastric esopha-
geal reflux. 

Healthy for Life! 
The University of Lou-

isville Department of Pe-
diatrics has partnered with 
Passport Health Plan, the 
Kentucky Chapter of the 
American Academy of Pe-
diatrics (AAP), YMCA and 
other organizations to cre-
ate Healthy for Life!, a com-
prehensive pediatric obesity 
evaluation and treatment 
program for children with 
a Body Mass Index (BMI) 
in the 85th percentile or 
above. 

Each child’s care plan 
is personalized. It is built 
on things like health status, 
personal strengths and in-
terests, and barriers to success. Healthy for 
Life! will have a teaching kitchen where 
our registered dietician offers cooking 
demonstrations, meal planning lessons and 
taste tests, an indoor playground where an 
exercise physiologist teaches children us-
ing active play equipment, treadmills and 
exercise bikes. The clinic also has group 
therapy space, a counseling center, exam 
rooms and a lab. Because it’s in the Health 
Sciences Center in downtown Louisville, 
children have easy access to pediatric spe-
cialists, if needed.
• Research links smoking to bacterial 
 infections;
• Nicotine shown to weaken immune re-

sponse
 Nicotine, a component of tobacco 

smoke, can make the body more prone to in-
fections and inflammation. Researcher Dr. 
David Scott and his international colleagues 
found that nicotine affects the production 
of one type of white blood cells, one of the 
body’s primary defenses against infection 
and disease. White blood cells are produced 
in bone marrow and the cells mobilize in the 
bloodstream to attack disease-causing bacte-
ria. The researchers learned that cells tainted 
with nicotine were less able to seek and de-
stroy bacteria than normal cells.  

They determined that nicotine sup-
presses an important cell function that helps 
kill invading bacteria and, at the same time, 
increases levels of a substance that promotes 
the breakdown of healthy tissues.

Although nicotine has been known to 
affect the immune response, this is the first 
study to examine how nicotine affects pro-

duction of bacteria-fighting 
cells in the bone marrow 
and their mobilization into 
the bloodstream. 

Mother-daughter 
relationship is focus 
of nursing research

University of Louisville 
School of Nursing profes-
sor Dr. Celeste Shawler’s 
research focuses on the re-
lationship between older 
mothers and their adult 
daughters where the older 
woman is diagnosed with 
high blood pressure, a lead-
ing cause of heart disease. 

Shawler wants to under-
stand if there is a correlation 
between effective manage-
ment of high blood pressure 
and a strong mother-daugh-
ter bond. She’ll also exam 
how inner strength plays a 

role in dealing with the illness, and look at 
factors like perception of control over the 
high blood pressure.

Long-term, Shawler plans to build 
a program of theory-based nursing in-
tervention to improve cardiovascular self 
management behaviors and health related 
quality of life.

-National Children’s Study 
The National Children’s Study is a 

NIH initiative that will examine the ef-
fects of environmental influences on the 
health and development of 100,000 chil-
dren across the United States from a na-
tionally-representative sample from 105 
U.S. counties. The goal of the study is to 
improve the health and well-being of chil-
dren. The Jefferson County Study Center 
is a collaborative effort between Dr. David 
Tollerud in the School of Public Health 
and Information Sciences and Dr. Debo-
rah Davis in the Department of Pediatrics, 
along with a multidisciplinary team of col-
laborators from the Departments of Ob-
stetrics and Gynecology and Psychological 
and Brain Sciences, the Survey Research 
Center at the Urban Studies Institute, and 
the National Opinion Research Center.

 Following a two-year planning phase, 
women will be enrolled preconception or 
during their first trimester from pre-se-
lected census tracts and their children will 
be followed from birth to age 21. The study 
has the potential to answer innumerable 
research questions that will inform policy 
for decades to come.

Health Effects of Occupational 
Exposures in Paducah Gaseous 
Diffusion Plant Workers

In a $3.5 million, five-year study 
funding by the National Institute for Oc-
cupational Safety and Health, Dr. David 
Tollerud in the School of Public Health 
and Information Sciences  and collabora-
tors from the University of Cincinnati and 
the University of Kentucky are investigat-
ing the health risks that enriched uranium 
may have posed for workers over the years 
at the Paducah Gaseous Diffusion Plant in 
southwestern Kentucky.  

They are compiling data on thousands 
of employees who worked at the plant for at 
least 30 days in different job classifications 
since it opened in 1952 and using the data 
to assess exposure levels.

Closer to home, Tollerud joined the 
West Louisville Partnership for Environ-
mental Justice, a long-term project involv-
ing UofL, the Louisville Metro Health 
Department and neighborhood citizens 
aimed at addressing environmental health 
issues in the Rubbertown area.

HPV Vaccine utilizing 
tobacco plants

University of Louisville’s James Gra-
ham Brown Cancer Center has licensed 
the technology for a second-generation 
vaccine against the human papillomavirus 
(HPV) to Advanced Cancer Therapeutics 
(ACT), a Louisville-based private compa-
ny dedicated to bringing new anti-cancer 
therapies to market.

The vaccine, to be produced in to-
bacco plants, targets the HPV L2 protein. 
Vaccines currently on the market have 
a different target, the HPV L1 protein. 
Second-generation vaccines, based on the 
HPV L2 protein, may provide broader im-
muneprotection against a greater number 
of the more than 200 strains of HPV at a 
lower cost than current vaccines.

To bring the vaccine to market quick-
ly, ACT also has licensedexclusive rights 
to GENEWARE®, a technology owned 
byOwensboro-based Kentucky BioPro-
cessing, LLC (KBP).

GENEWARE® uses an engineered 
tobacco mosaic virus to carry the L2 pro-
tein into the tobacco plant, where the plant’s 
natural growth reproduces the protein in 
larger quantities, producing the vaccine’s 
key ingredient in a cost-effective manner.

If something potentially impacts peo-
ple’s lives, the UofL Health Science Center 
and its faculty and staff are exploring how, 
why and to what degree. Findings from 
these research efforts will enhance the lives 
of people in Kentucky and beyond. 

second-generation 
vaccines, based 
on the hPV L2 
protein, may 

provide broader 
immuneprotection 
against a greater 

number of the 
more than 200 

strains of hPV at 
a lower cost than 
current vaccines.

SPECIAL REPORT:  Academic Medical Centers



Medical News • May 2009 • page 20

A Pain in the RAC?A Pain in the RAC?

As a member of the healthcare
industry, you are trained to find
and treat the pains of others.

But what about your pain?

Are you worried about lost profits
due to Medicare reimbursements?
What about the costs ofWhat about the costs of
maintaining a RAC audit process?

At VeBridge, we understand your
pain and are here to help. We
invite you to chat with us aboutinvite you to chat with us about
your RAC management needs.

We might just have the right
solution for you.

877.859.5222
www.vebridge.comg

 
By Jeffery T. Barnett, Esq. 

Barnett Benvenuti & Butler PLLC

During the course of the 2009 
General Assembly, more than 
700 bills were introduced by Ken-

tucky’s Senate and House of Representa-
tives.  While several of these 
items related in some respect 
to the delivery of healthcare 
in the Commonwealth, very 
few passed both chambers 
and were signed into law by 
Governor Steven Beshear.  As 
is often the case, determin-
ing whether the actions of our 
elected officials are beneficial 
depends on one’s perspec-
tive.  

Kentucky’s newest laws 
include provisions which, 
among other things, forgive certain stu-
dent loans for nurses; designate guidelines 
to be used in determining whether an in-
jured worker is “impaired” for purposes 
of workers’ compensation benefits; direct 
that portions of federal stimulus funds be 
used as payments to providers of Medicaid 
services; and increase certain “use” taxes 
on tobacco products as well as the sale of 
beer, wine, and spirits.

Kentucky Revised Statutes (“KRS”) 
164.769, which provides the “Best in 
Class” scholarship program, was amended 
to require the Kentucky Higher Educa-
tion Assistance Authority to give priority 
in loan forgiveness to nurses and public 
service attorneys in addition to teachers.  
Additionally, the legislature “urged” Gov-
ernor Beshear to seek additional funds for 
loan forgiveness purposes from the Amer-
ican Recovery and Reinvestment Act or 
other federal programs.

Decisions regarding whether an indi-
vidual is impaired or disabled for purposes 
of Kentucky’s workers’ compensation stat-
utes are to be made in accordance with the 
5th Edition of the AMA Guide to the 
Evaluation of Permanent Impairment.  
The General Assembly directed represen-
tatives of the Office of Workers’ Claims 
to study the feasibility and advisability of 
adopting the recently published sixth edi-
tion of these guidelines.  Some observers 
regard this decision as significant due to 
the belief that more injured workers are 
likely to qualify for workers’ compensa-
tion benefits under the terms and defini-
tions of the fifth edition.

Like many other states, Kentucky is 
scheduled to receive federal funds through 
the American Recovery and Reinvestment 
Act supported by President Obama.  As 
part of the General Fund Budget Reduc-

tion Plan, the General Assembly directed 
that portions of these funds be used for 
specific purposes.  These include ensuring 
that “timely payments” are made to pro-
viders of Medicaid services.  The law goes 
on to state that “to the extent possible . . 
. all payments for such prior services shall 
be made by June 30, 2009.”

 On February 13, 2009, Governor 
Beshear signed into law a bill 
introduced by Speaker of the 
House, Greg Stumbo, which 
called for various increases in 
excise taxes as well as the im-
position of sales and use taxes.  
Specifically, the state excise tax 
on cigarettes was raised 30 cents 
per pack while the wholesale tax 
on other tobacco products was 
doubled.  Also, the exemp-
tion for sales and use taxes was 
removed with respect to beer, 
wine, and spirits sold in stores.  

Some observers estimate that these mea-
sures may result in $160 million worth of 
revenue during the next fiscal year.  An 
amendment which called for fifty percent 
of any such revenue to be directed for use 
by the Cabinet for Health and Family 
Services was rejected.

Various other health related bills were 
stalled, tabled, withdrawn or otherwise 
defeated during the 2009 session.  These 
included issues such as the following:

Medical costs for prisoners.•	  If passed, 
Senate Bill 73 would have 
mandated that healthcare 
providers who treat prisoners 
from county or regional jails 
not receive payment in excess 
of the Kentucky Medicaid 
rate for the same or similar 
services.
Expand duties of physician •	
assistants. It was suggested 
that certain restrictions re-
lated to the scope of practice 
by physicians’ assistants be 
removed.  Specifically, pro-
ponents sought to expand the 
duties of these providers by 
increasing the amount and 
type of controlled substances 
they are permitted to pre-
scribe.
Reporting of certain inju-•	
ries. An attempt was made to 
require healthcare providers 
to report to law enforcement 
authorities all wounds related 
to the discharge of a firearm, 
including powder burns, as 
well as all stab wounds that 
did not appear to be self-in-
flicted.

The 2009 General Assembly—
Improving Healthcare in Kentucky?

Jeffery T. Barnett 

Attorney-at-Law

Barnett Benvenuti and Butler 










For 30 years, Hospice of the Bluegrass has been

a leader in end-of-life and palliative care and

has the privilege of caring for over 1,000 patients

and families daily throughout our 25-county

service area.  It is through the collaboration and

partnership with community physicians that

Hospice of the Bluegrass has been able to touch

so many lives.

For more information on referring to

Hospice of the Bluegrass, please

contact us at (800) 876 - 6005.
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World-class doctors.

Extraordinary care.

Remarkably close.

Our community deserves the best in neurological care. Norton Neuroscience Institute, led by some of the country’s 

preeminent neurosurgeons, brings together world-class technology and expertise to treat patients across the entire 

spectrum of adult and pediatric neurological disorders. We’re committed to providing advanced treatment and 

compassionate care for conditions like brain tumors, strokes, spinal disorders, epilepsy, multiple sclerosis, 

Alzheimer’s disease and Parkinson’s disease – right here at home. Norton Neuroscience Institute is helping 

ensure the most advanced neurological care is also the closest. Learn more at NortonHealthcare.com/nni.
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Community Behavioral health:
The Unraveling Safety Net

Behavioral Health
Medical  News The Business of Healthcare May 2009

 
Dr. Howard F. Bracco, 

Ph.D.President and CEO,  
Seven Counties Services, Inc.

Seems almost everyone these days in 
Kentuckiana is feeling stressed out, 
anxious and just plain worried. So 

why, at a time when addressing people’s 
mental health needs is increasingly criti-
cal, are an overwhelming majority of pri-
mary care doctors having difficulty finding 
mental health services for their patients?

A recent study by the Center for the 
Study of Health System Change found 
that the number of primary care physi-
cians who report difficulty obtaining men-
tal health services for their patients has 
risen dramatically in recent years. More 
than two-thirds of the doctors were un-
able to obtain outpatient mental health 
services for their patients, more than twice 
the number that reported difficulty access-
ing other specialists.

In our region, we’ve experienced a 
steady increase in the demand and need 
for mental health and addictions services. 
One measure of the rise is the number of 
individuals seeking services from Seven 
Counties – the region’s largest behav-
ioral health provider. At the beginning of 
this decade, Seven Counties served about 
20,000 individuals each year. In 2008, we 
topped the 32,000 client mark – a 60 per-
cent increase. 

Another harbinger of elevated pres-
sure on the behavioral healthcare system 
is the call volume at the Seven Counties’ 
Crisis and Information Center. As life be-
comes more challenging and difficulties 
mount, more people turn to safe sources of 
help – places where anonymity is assured 
and professional help can be found. 

The center – which operates our re-
gion’s only 24 hours a day, 7 days a week 
crisis and suicide prevention hotline – has 
seen call volume grow dramatically in re-
cent months. Our current monthly aver-
age (9,750 calls) is more than 1,400 calls 
greater than normal (8,350 calls). 

Nationwide, community mental 
health centers are experiencing a 20 percent 
increase in demand for services, according 
to a recent survey by the National Council 
for Community Behavioral Healthcare. 
At the same time demand is increasing, 
at least 32 states are known to be enact-
ing mental health funding cuts – reducing 
services, closing programs, imposing hir-
ing freezes, and cutting or freezing reim-
bursement rates for providers.

Mental health advocates in some 
states are actively protesting against the 
budget cuts. Hearing about plans to close 
four city-run community mental health 
centers, protestors in Chicago mounted 
an intense lobbying campaign that cul-
minated in a sit-in at the Mayor’s office. 
The months-long protests resulted in a 
temporary reversal of plans and city of-
ficials pledging to keep the centers open 

with a portion of federal stimulus money. 
The current biennial budget for Kentucky, 
passed in 2008, imposed a three percent 
cut in state assistance to our community 
mental health centers. Governor Beshear 
and the General Assembly spared the cen-
ters from any additional cuts in the latest 
round of budget trimming, but with fig-
ures of future deficits in the realm of $500 
million or more, this vital community 
service might not be so fortunate the next 
time.

As hospitals and some other medical 
providers know, stagnant Medicaid and 
Medicare rates have eroded the ability of 
providers to create more access. For Sev-
en Counties, persons who are eligible for 
Medicaid and Medicare make up about 40 
percent of our caseload – over 12,000 of 
those we serve. 

Medicaid rates for our services haven’t 
changed since the year 2000. Medi-
care rates have historically discriminated 
against mental health services. 

Today, we must use state funds and 
other resources to supplement Medicaid 
payments. Our Medicaid rates no longer 
cover the cost of our service to the average 
Medicaid beneficiary. The need to subsi-
dize Medicaid has steadily reduced the 
amount of uncompensated (safety net) care 
we can provide. Seven Counties’ uncom-
pensated care capacity has fallen by more 
than 66 percent since 2000.

Lack of investment, coupled with in-
creasing demand, is unraveling the safety 

net. As a result, access to mental health 
treatment in many parts of our region is 
severely limited. 

Seven Counties maintains close ties, 
through affiliated relationships, with more 
than twenty other non-profits and orga-
nizations that provide services ranging 
from housing to employment assistance 
to therapeutic day programming. An in-
creasing number of them are being forced 
to downsize due to lack of funding. Many 
centers now cannot even manage their ex-
isting caseloads. 

One affiliate – Bridgehaven Mental 
Health Services – made the most difficult 
of decisions this year. For the first time in 
its 50-year history, Bridgehaven had to 
turn away potential clients due to lack of 
funding. 

The current state of community men-
tal health centers – the frontline safety net 
– is, well, depressed. Further limiting ac-
cess to services will only exacerbate a fes-
tering problem. 

Abandoning people with unmet needs 
puts additional strain on our local econo-
mies and our human services and correc-
tions systems. Cutting services results in 
patients getting placed in costly state men-
tal hospitals and nursing homes. Without 
treatment, others will end up on the street 
or in jail. 

One thing we know for sure – the ever 
increasing number of people we serve will 
not disappear due to lack of funding for 

Continued on page 26
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By Sherilla Cunningham 

This statement applies to 
businesses too!  The mental 
health of a business is deter-

mined by the health, physical and 
mental, of its employees.  Employers 
are aware that healthy workers give 
the business a strong competitive 
edge and want to promote employ-
ees’ total wellbeing.

A few sessions ago, KY enact-
ed legislation that calls for mental 
health insurance benefits on a par 
with physical health benefits when 
mental health benefits are offered.  
The legislation applies to business 
owners with over 50 employees.  
Employers are fearful of health in-
surance costs period and are hesitant 
about further increasing expenses by 
making mental health benefits avail-
able to staff.  The concern is valid 
but we know that people, who per-
ceive illness in self or family, either 
stay home from work or disrupt the 
workplace with their inadequacies of 
mind and body. 

Forty-three percent of all adults 
suffer adverse health effects from 
stress, and stress is linked to the six 
leading causes of death: heart disease, 
cancer, lung ailments, accidents, cir-
rhosis of the liver, and suicide.  In 
fact, chronic stress may double the 
risk of heart attack.  Depression and 
chronic stress can weaken the im-
mune system and make people vul-
nerable to a host of illnesses.  

The ability to access appropriate 
affordable healthcare reduces absen-
teeism, boosts productivity, and im-
proves work quality.  What business 
doesn’t strive for this outcome?  

Some interesting statistics:
Over 90 percent of employees 

agree that their mental health and 
personal problems directly affect their 
job performance.  Mental health con-
ditions are actually the second lead-
ing cause of absenteeism.

Untreated / mistreated mental 
illness costs the United States $150 
billion in lost productivity annually 
and U.S. businesses bear up to $44 
billion of the bill.

Workplace stress causes about 
1 million employees to miss work 
each day.

Three out of four employees 

who seek care for workplace issues 
or mental health problems see sub-
stantial improvement in work per-
formance after treatment. 

Depression results in more 
“bed” days that many other medical 
ailments including ulcers, diabetes, 
high blood pressure and arthritis, 
according to the RAND corpora-
tion.

According to the World Health 
Organization, depression is the sec-
ond leading cause of disability in 
the U.S. causing businesses to ex-
perience increased disability costs 
when mental health problems are 
not appropriately addressed.  This 
situation may also cost your com-
pany in the form of increased acci-
dents and greater staff turnover.  In 
fact, the Occupational Safety and 
Health Administration (OSHA) 
has declared stress a workplace haz-
ard!  Few costs exceed the hiring and 
training of new personnel.

Good for Workers, Good 
for the Bottom Line

Data support the case that em-
ployers benefit financially from pay-
ing more attention to their staff’s 
mental health needs.  The bad news 
is that mental health problems are 
prevalent and strike without regard 
for age, ethnic background, gender 
or socioeconomic status.  Each year, 
in a typical office of 20 people, four 
will suffer from a mental health con-
dition.  The good news is that there 
are highly effective, cost-efficient, 
and scientifically validated treat-
ments for mental illness—mental 
health problems actually have better 
treatment outcome rates than most 
common medical conditions.

Raise your bottom line—con-
sider making mental health insur-
ance benefits available for yourself 
and your employees.

If you are interested in learning 
more about supporting healthy, pro-
ductive workers call or e-mail Men-
tal Health America of Kentucky, 
893-0460, mhaky@mhaky.org to 
request information about educa-
tional options available at no cost.

Mental Health America of 
Kentucky is Kentucky’s oldest non-
profit mental health advocacy and 
education organization dedicated to 
helping all Kentuckians live men-
tally healthier lives. 

There’s no Health  
without Mental Health!  

More than one in five Americans will experience 
a significant episode of depression or other 
mood disorder in their lifetimes. To better 

serve the region in providing state of the art treatment 
and research, the University of Louisville today opened 
a dedicated, multidisciplinary Depression Center.

“Part of the mission of the university is to im-
prove the health and well being of people in our com-
munity, our state and around the world,” said James 
R. Ramsey, UofL president. “This center is a key fac-
tor in our efforts to fulfill that mission.”

The UofL Depression Center provides an inter-
disciplinary, multifaceted approach to helping those 
with depression through clinical services, research, 
and community and professional education. A partic-
ular emphasis of the center is research into the under-
lying causes of mood disorders and developing new 
enhanced treatments that can better target the causes 
of these conditions.

“This center is an important step in bringing de-
pression and mood disorders treatment to the fore-
front of our overall health care efforts,” said Dr. Allan 
Tasman, chair of the department of psychiatry and 
behavioral sciences at UofL. “Depression is among 
the most common and troubling of human illnesses, 
and our community deserves the vast array of resourc-
es our UofL Depression Center will have available.”

The UofL psychiatry department has long been 
a recognized leader in advancing the diagnosis and 
treatment of depression. One of the first university-
wide multidisciplinary depression centers in the United 
States, UofL was invited to be a founding member of 
the National Network of Depression Centers in 2008.

Dr. John Greden, founding chair of the NNDC 
attended the opening, saying, “There is power in net-
working, in learning from each other, and the UofL 
Depression Center integrates excellence in clinical 
care, research, education, and public policy. They are 
a tremendous asset to Kentucky and the people of the 
region, and the other NNDC Centers look forward to 
collaborating with them.”

The center will be directed by Dr. Jesse H. 
Wright, a professor of psychiatry at UofL who is in-
ternationally known for his work in depression treat-
ment and research.

“The Depression Center uses a best-practices, 
multidisciplinary treatment model that integrates 
biological, psychological, and social interventions,” 
Wright says. “State-of-the-art pharmacotherapy, 
cognitive-behavior therapy, and other evidence-based 
therapies are provided in addition to newer forms of 
treatment derived from clinical trials.”

Clinical services at the Depression Center in-
clude comprehensive evaluation and treatment, and 
programs for bipolar disorders, women’s mental 
health, children and adolescents, geriatric treatment, 
chemical dependency, computer-assisted therapy, the 
student mental health program, treatment for those 
with both mood and physical illnesses, and virtual 
reality therapy. 

New Center Offers Hope 
for People with Depression
University of Louisville Depression Center Opens

‘This center is an 
important step in 
bringing depression 
and mood disorders 
treatment to the 
forefront of our 
overall health 
care efforts.’



Medical News • May 2009 • page 24

 
By Jesse Adams III, M.D. 

While major behavioral changes 
occur for a variety of reasons, 
health and money often top 

the list.   Kicking a smoking habit can 
have a positive impact on both.  It’s a 
well-known fact that Kentucky has the 
highest adult smoking rate in the na-
tion. Smoking is significantly associated 
with cancer and lung disease, but it also 
is a major cause of heart disease.  Nearly 
20% of heart disease related deaths are 
caused by smoking, and tobacco use is the 
leading cause of premature death claim-
ing nearly 8,000 lives a year in Kentucky 
alone.  As a Kentucky cardiologist, I un-
fortunately see the deleterious results of 
smoking daily.   

In addition to the devastating human 
toll that tobacco use has on society, there 
is also a vast financial burden. Kentucky 
taxpayers spend more than $1,700 per 
year, per smoker to treat smoking-related 
diseases.  The total cost of treating sick 
smokers in our state is a staggering $1.5 
billion a year.   And this total doesn’t take 
into account smoking’s toll on Kentucky 
businesses from lost hours and decreased 
worker productivity. 

Unfortunately, tobacco use dispro-
portionately affects the poor and unedu-
cated.  Approximately one-third of adult 
Medicaid recipients smoke. According 
to the Centers for Disease Control and 
Prevention, smoking costs the Kentucky 
Medicaid program nearly $500 million 
per year.  With unemployment on the 
rise, Kentucky’s Medicaid population has 
increased dramatically, adding to an ex-
isting fiscal and public health crisis. This 
“perfect storm” is something Kentucky’s 
leaders can and should address immedi-
ately.  

While tobacco addiction is one of 
the most difficult to break, millions quit 
each year thanks to proven solutions to 
help people gain freedom from tobacco 
use.  Numerous studies show that mo-
tivated people can successfully quit 
through a combination of smoking cessa-
tion medications and brief counseling by 
a health care provider in person or on the 
phone. The Public Health Service, the 
Institute for Medicine and other health 
authorities recommend health insur-
ance coverage for tobacco-dependence 
treatment. In fact, many private sector 
employers do provide tobacco treatment 
benefits to their employees, recognizing 
the cost-effectiveness of fewer smokers 

on the payroll. In the public sector, the 
Commonwealth of Kentucky also offers 
a comprehensive smoking cessation pro-
gram which has helped more than 2,000 
state employees quit smoking.   Howev-
er, the Kentucky Medicaid program does 
not (as yet) provide the recommended in-
surance coverage for smoking cessation, 
frustrating the desires of many smokers 
who are seeking assistance to quit this 
life-threatening habit and increasing the 
financial burden for all Kentuckians. 

Kentucky’s Medicaid program does 
provide a very limited and restrictive 
counseling benefit for pregnant smokers 
that access care through health depart-
ments; however, the majority of Med-
icaid-eligible pregnant women receive 
prenatal care elsewhere.  The Kentucky 
General Assembly took an important 
step by passing a common sense bill (HB 
337) in 2007 to provide counseling and 
medications to help people on Medic-
aid quit smoking.  Unfortunately, there 
was no funding attached to the legisla-
tion, so the benefit is not being offered 
to the estimated 285,000 smokers in the 
Kentucky Medicaid program – about 
70% of whom want to quit. That makes 
Kentucky one of only a handful of states 
that offer little or no assistance in this 
regard.

There is no need to pass a new bill 
or create a new program to change that. 
All we need is funding for a service that 
will pay for itself in a few short years and 
eventually save millions in taxpayer dol-
lars while saving many lives.   A total of 
$5 million ($1.5 million from Kentucky 
and $3.5 million in Federal matching 
funds) will help many of Kentucky’s most 
vulnerable, high-risk citizens end their 
tobacco addiction and save Kentucky 
taxpayers millions of dollars in Medicaid 
costs.  

We have proof of the success of to-
bacco cessation initiatives right here in 
Kentucky.  In 2007, Passport Health 
Plan began providing smoking cessation 
benefits to its Medicaid recipients in the 
greater Louisville area.  To date, more 
than one thousand people have enrolled 
in their smoking cessation program and 
47% have successfully quit smoking. If 
the same percentage of success was real-
ized statewide, Kentucky Medicaid could 
save more than $60 million.  

There is no time like the present to 
help Kentuckians quit smoking.  The re-
cent Federal (62 cents) and state (30 cents) 
cigarette tax increases offer real financial 
reasons for kicking the habit—especially 

Addiction Programs 
Provide Economic Benefits

 
 By A. Scott LaJoie, 

PhD, MSPH

In 2006, the most recent 
statistics available by the 
Centers for Disease Control 

and Prevention (CDC), cancer 
was the second leading cause 
of death in Kentucky and in 
the United States. The burden 
of cancer disproportionately 
affects persons of lower socio-
economic status (SES), and in 
particular, by African Ameri-
cans. One part of the explana-
tion for the disparities in cancer 
mortality is that the poor and 
less educated are less likely to 
participate in cancer screening, are more 
likely to be diagnosed at a later stage, 
and more likely to die from their cancer 
sooner. While behavioral issues, such as 
participating in screenings, are important, 
a less often discussed, but equally impor-
tant, concern is exposure to chronic stress. 
That raises the question what the connec-
tions between stress and cancer are. 

Poorer neighborhoods are more 
apt to have stress-inducing stimuli than 
wealthier neighborhoods.  Crime in poor-
er neighborhoods occurs more often and 
is more violent. Lack of jobs or places-
to-be promotes loitering and public use 
of alcohol and drugs. As a result, people 
tend to move in and out of these neighbor-
hoods more frequently, leading to higher 
neighborhood instability. The result is 
that people of lower SES are more likely 
to be exposed to chronic stress; chronic 
stress translates into higher rates of poor 
mental health, including depression and 
anxiety.  Worse, given their economic 
conditions and lack of resources, the poor 
as less likely to be seen by psychologists 
or psychiatrists and therefore suffer from 
poor mental health longer.

The statistics demonstrating high 
cancer mortality and poor mental health 
among the poor is not just coincidental. 
Low SES neighborhoods produce the 
highest levels of stress-inducing stimuli. 
Physiological changes in the autonomic 
and sympathetic nervous system result 
from stress. Some of the most important 
changes have been noted in the limbic sys-
tem, particularly the hypothalamic-pitu-

itary-adrenal axis (HPA).  Stud-
ies in both humans and animals 
have shown that chronic stress 
leads to increased production of 
neurotransmitters such as epi-
nephrine and nor-epinephrine 
and to reduced response of the 
immune system.

This reduced response of 
the immune system is illus-
trated by studies with children 
from lower SES neighborhoods.  
These studies show that poorer 
children have higher levels of 
stimulated cytokines and lower 
levels of cortisol in the morn-
ing than controls from other 
neighborhoods.  Cortisol is a 
marker of stress response and 
low morning levels are sugges-

tive of poor stress response. 
Moreover, researchers have demon-

strated that higher levels of catecholamine, 
and lower levels of cytokine and cortisol 
are associated with poorer cancer out-
comes, including poorer response to treat-
ment, more aggressive tumors and shorter 
survival durations. 

In those individuals pre-exposed to 
chronic stress or who have had significant 
acute stress tend to respond to a cancer di-
agnosis and treatment with higher levels 
of psychological distress than those who 
were not exposed to chronic stress.  And, 
they tend to be distressed longer after-
wards.

Higher levels of the catecholamine, 
norepinephrine, and lower morning lev-
els of cortisol, at the beginning of cancer 
treatments results in greater cancer-spe-
cific distress and higher rates of depres-
sion and psychological distress long after 
treatment has ended.  For instance, this 
has been shown in persons with renal 
cancer.

Another illustration of the link be-
tween exposure to chronic stress, psycho-
logical health, and cancer is colon cancer. 
In men with colon cancer, cancer-specific 
distress and/or depression leads to in-
creased levels of the vascular endothelial 
growth factor (VEGF). Increased levels of 
VEGF are associated with greater prolif-
eration of the cancer throughout the colon 
and rectum.

Fortunately, there is some evidence 
that optimism, whether it’s part of the 
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By Sheila A. Schuster, Ph.D 

Executive Director 
Kentucky Mental Health Coalition 

The economic crisis and its behav-
ioral health effects:

Kentucky’s Workforce Devel-
opment Cabinet announced in late April 
that every one of the state’s 120 counties 
has had an increase in unemployment, 
with some counties showing numbers as 
high as those seen in the mid-1980’s.

While numerous national and lo-
cal sources have reported an increase in 
demand for behavioral health services as 
the economy weakens, the impact of this 
“perfect storm” in Kentucky has not been 
fully explored.

The Wall Street Journal in October of 
2008 reported that the suicide rate rises as 
the employment rate declines.  Research 
shows that suicides and psychiatric hos-
pitalizations tend to peak at the lowest 
point of a recession, when unemployment 

is at its height.  The developments come as 
Americans begin cutting back on a broad 
range of health care, ranging from preven-
tive tests to prescription drugs.  But stud-
ies show that in times of economic crisis, 
when people lose their jobs and insurance, 
they tend to reduce their mental-health 
care more readily than their general medi-
cal care, with consequences that can be 
devastating.  When the economy slides, 
suicides and psychiatric hospitalizations 
tend to go up, as people neglect to get 
treatment until it’s too late.

A survey of more than one million 
Americans determined that Kentuckians 
had the highest levels of mental distress in 
the country.  According to the report re-
leased last month by the Centers for Dis-
ease Control and Prevention, 14.4 percent 
of adult Kentuckians reported having felt 
significant stress, depression or emotional 
problems in the previous month.  “Fre-
quent mental distress” is defined as hav-
ing 14 or more days in the previous month 
when stress, depression and emotional 
problems were a burden.  

Kentucky’s well-known and gen-
erational problems with poverty and poor 
education are certainly a contributor to 
the findings.  And the economic crisis 
isn’t likely to make things better.  Nathan 
DeWall, an assistant professor of social 
psychology at the University of Kentucky, 
noted that “When you start out in poverty 
and the national economy tanks, you are 
worse off.  Money doesn’t buy happiness, 
but it can relieve high amounts of stress.”

What is Kentucky’s ability to respond 
to the crisis?

Once a leader, Kentucky now ranks 
near the bottom in behavioral health 
funding.  In 1967, Kentucky established 
itself as a leader by being the first state 
to establish a statewide network of com-
munity mental health centers (CMHCs). 
Today, after decades of dwindling state 
support, Kentucky ranks 44th in mental 
health and substance abuse spending com-
pared with other states.  And, sadly, Ken-
tucky was recently given a failing grade by 
the National Alliance on Mental Illness 
(NAMI) on the state’s provision of mental 

health services.  The report noted:  “Bud-
get cuts only undermine an already shaky 
and insufficient infrastructure of commu-
nity services.”

Although the number of people 
served by the CMHCs has risen by 17 per-
cent since 2001, the state appropriations 
to the community mental health system 
have not been increased since 1998.  In 
fact, with budget cuts early in 2008, state 
funding today is actually 3 percent less 
than it was 13 years ago.  While funding 
for the CMHCs has been stagnant,  the 
state’s General Fund budget (which cov-
ers spending for all programs and services) 
has increased 50 percent since 1998.  It 
is no surprise, then, that a Program Re-
view report released in December of 2007 
by the Legislative Research Commission 
found that funding for community mental 
health is lagging behind the cost of pro-
viding services, challenging the sustain-
ability of the system.  

Secretary Janie Miller of the Cabi-
net for Health and Family Services testi-

“By’n by Hard Times Come A-knocking at the Door”…
Kentucky’s economic and behavioral health in crisis

Continued on page 26
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Kentucky’s Economic  
and Behavioral Health Crisis
Continued from page 25

appropriate care. 
When considering budget actions, our 

elected officials should consider people like 
“Audrey”, a client at one of our Louisville 
service locations. Audrey is deaf and diag-
nosed with a psychotic diagnosis and mild 
mental retardation. She came to her first ap-
pointment with poor social skills, poor deci-
sion-making skills, relationship issues, legal 
issues, out of work, having minimal family 
support and in an abusive relationship.  

Didn’t look like much of a future for 
Audrey, wouldn’t you say?

Today, Audrey is living in her own 
safe apartment; she is stable on medica-
tions, is involved in a positive relationship, 
works four days a week and receives week-
ly support from Seven Counties. 

From homeless to home; from unem-
ployable to employed; from dysfunctional 
to more than functional; from unloved to 
loved – that’s the sort of difference that 
community behavioral healthcare makes 
for thousands of people every day. 

May is Mental Health Month, rec-
ognized officially by Congress since 1949. 
This May’s primary topic of debate in the 
halls of the Capital is likely to be bail-
outs for powerful corporations, struggling 
banks and wealthy investment brokers. 
As we continue to bail out some of the 
richest and most powerful, we should be 
ever mindful of the bailout that has yet to 
materialize for some of the nation’s most 
vulnerable citizens – persons with mental 
illness or addictions. 

The Unraveling Safety Net
Continued from page 22

Mind Matters
Continued from page 24

Addiction Programs
Continued from page 24

individual’s psychological makeup or in-
duced by an intervention, can be helpful.  
For example, some studies have shown that 
optimism may mediate the link between 
distress and the activities of cancer-fighting 
natural killer cells and interferon gamma.  

In work by Dr. Sandra Sephton at the 
University of Louisville, she and her col-
league have found that group psycho-ther-
apy produced a beneficial effect on survival 
in breast cancer patients. Effective psycho-
therapeutic interventions are those that 
provide the cancer patient with education, 
a supportive social environment, good cop-

ing skills and stress management training. 
Whether the psychotherapy increases op-
timism, lowers distress, increases feelings 
of social connectivity, or accomplishes all 
three, doesn’t particularly matter.  Improv-
ing psychological wellbeing seems to im-
prove cancer survival chances.

Early interventions, for persons pre- 
and post-cancer diagnosis, that promote 
resiliency and coping skills are likely to 
help weaken the link between stress, psy-
chological health, and cancer, perhaps re-
sulting in fewer cancer diagnoses or better 
cancer outcomes. 

fied before the House Appropriations and 
Revenue Committee during the 2009 
legislative  session that the CMHCs have 
not received a Medicaid rate increase since 
2000.  Although every attempt has been 
made to make the system as efficient as 
possible, the number of persons served 
by the CMHCs over the past three years 
has not increased because the system has 
reached its capacity.  Without new fund-
ing, the growing behavioral health needs 
of Kentuckians – particularly during this 
economic downturn – will not be met. 

What is happening to behavioral 
health services in the state?

Articles in the Lexington Herald 
Leader (12/6\7/08), the Ashland Indepen-
dent (11/29/08) and The Courier-Journal 
(12/10/08) detail the impact:

In Louisville, Seven Counties Services 
has reduced staff, consolidated clinics and 
eliminated such programs as respite care 
for families of disabled people and smok-
ing cessation services for pregnant women. 
Even the crisis hotline has been affected. 
“We’ve had to reduce staffing levels at our 
crisis and information center,” said Dean 
Johnson, vice president of community re-
lations for Seven Counties.. “We’ve seen 
an increase in wait time for callers. More 
people are now hanging up.”

At Bluegrass Comprehensive Care in 
Lexington, the wait for an appointment 
is sometimes 60 to 90 days because there 
is not enough staff.  Bluegrass suffered a 
budget cut of more than $400,000 earlier 
this year and provides $7 million in char-
ity care due to inadequate state funding. 
“We use up all of our (state funding) in a 
few months,” noted Shannon Ware, vice 
president of administration and opera-
tions. 

Bridgehaven Mental Health Services 
in Louisville, a non-profit provider of out-
patient mental health services, is turning 
away new patients who have no health 
coverage—the first time it has done so 
in its 50-year history. “We’re expecting 
to turn away 100 new patients by the end 
of this fiscal year,” said Ramona Johnson, 
president and CEO.

At Pathways in Ashland, the com-
munity mental health center serving a 10 
county area, the lack of funding has re-
sulted in increased waiting times for ser-
vices, limited access to some programs, 
a hiring freeze and no pay raises for em-
ployees. “The lack of funding to meet the 
ever-growing cost of doing business in 
providing quality behavioral health care 
on a timely, accessible and clinically rel-
evant basis challenges the sustainability 
of services at Pathways,” said executive 
director Kimberly McClanahan.

What is the solution?  
Action is needed!

Governor Steve Beshear took ac-
tion in December of 2008 to protect the 
behavioral health system from another 
round of budget cuts:  “Especially in this 
time of turmoil, state government has a 
moral obligation to protect Kentucky’s 
most vulnerable citizens. Among those 
are people who suffer mental illness or 
developmental disabilities.  This is an 
area of care that has faced tremendous 
and increasing financial pressures over 
the years, and so extra attention must be 
taken to protect them from further ero-
sion of services and resources. My bud-
get shortfall plan exempts mental health 
and developmental disability programs 
from proposed spending cuts, and I will 
work hard to protect this priority in the 
months ahead.”  

But being protected from a budget 
cut to a chronically underfunded system 
of care only preserves the status quo, 
which is woefully inadequate.  It does 
nothing to create a firmer infrastructure 
or base of operations.  I have been advo-
cating for adequate behavioral health ser-
vices for nearly 30 years and the current 
situation – exacerbated as it is with the 
economic downturn – is as bad as I have 
ever seen…and likely to worsen without 
additional revenue.  Declining funding 
for mental health services will have con-
sequences elsewhere in our communities. 
Without behavioral health treatment, 
many of our people – family, neighbors, 
colleagues –  will end up in jail, in the 
hospital emergency room, living on the 
streets or in homeless shelters, or possibly 
doing harm to themselves or others. 

“The bottom line,” said Steve Shan-
non, Director of the KY Association of 
Regional MH/MR Programs, “is that 
underfunding behavioral health services 
hurts people desperately in need of treat-
ment, and it does not really save money. 
It simply shifts costs to others in our so-
ciety.”

“If Kentucky is to improve the qual-
ity of mental health services it provides, 
greater political leadership and will is 
needed.  Progress depends on sustained 
investment, with a greater proportion of 
funds dedicated to community programs.” 
(NAMI Report)

The CMHCs in Kentucky are unique-
ly prepared to help families remain intact 
and strong during this challenging, stress-
ful economic period.  But they can only 
do the job if sufficient resources are made 
available to strengthen and maintain the 
behavioral health service delivery system.

The economic downturn will result 
in increased demand for behavioral health 
services offered by the CMHCs.  Since the 

centers are the public safety-net provider 
of these services, the vast majority of indi-
viduals who have lost their insurance cov-
erage will need to access services at their 
local CMHC.  While some individuals 
may ultimately qualify for Medicaid ben-
efits, they will be without a payer source 
until that time.  Their need for services 
will further strain an already weakened 
and chronically underfunded behavioral 
health safety net. 

Without necessary funding, the 
state’s behavioral health system will be 
contributing to the unemployment levels, 
rather than helping those who are unem-

ployed.  The CMHCs are ready to assist 
Kentucky workers who have lost their job 
due to the economy to remain job ready.  
For the CMHCs to accomplish this goal, 
the Commonwealth needs to reinvest in 
its behavioral health public safety net sys-
tem of care. 

Sheila A. Schuster, Ph.D., a licensed psycholo-

gist, is the Executive Director of the KY Mental 

Health Coalition and an advocate for mental 

health and health care issues.

for those who can ill afford it.  Providing 
smoking cessation coverage for Kentucky 
Medicaid recipients is good economic 
and health policy, benefiting individual 
patients and Kentucky businesses while 
helping to improve the long-term finan-
cial prosperity of the state. 

Jesse Adams III, M.D., F.A.C.C. practices with 

Medical Center Cardiologists in Louisville.  He is 

also a member of the Board of Directors, Ken-

tuckiana Metro American Heart Association. 
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Where has the time 
gone? Three months 
have passed since the 

American Recovery and Rein-
vestment Act (ARRA) became 
law.  May is a pivotal month for 
the Office of the National Coor-
dinator for Health IT (www.hhs.
gov/healthit) and the ARRA 
healthcare IT initiatives.  We 
expect a draft Strategic Plan and 
possibly the first grant opportu-
nities to be released before Me-
morial Day.  On the other side 
of Pennsylvania Avenue, Congress is in the 
midst of a health reform discussion that is 
likely to take the entire summer.  

Legislative Branch 
House and Senate activity on health 

reform is in full swing. The Senate Finance 
Committee (http://www.finance.senate.
gov ) has published a policy paper for ad-
dressing healthcare cost reform.  The Com-
mittee’s Chairman Max Baucus (D-MT) 
and Ranking Republican, Chuck Grassley 
(R-IA) continued the process they estab-
lished in December 2008 by putting ideas 
into the public domain to receive reaction.  
Public comment on the policy paper is en-
couraged throughout the month of May 
(Health_Reform@finance-dem.senate.
gov.)  HIT provisions in the first policy pa-
per include broadening the eligible provid-
er categories for EHR incentive payments 
to include nurse practitioners and physi-
cians assistants, and certain post-acute care 
providers; identifying certain quality mea-
sures; and exploring solutions to looming 
workforce shortages.

Senate Health, Education, Labor, and 
Pensions (HELP) Committee Chairman, 
Ted Kennedy (D-MA) and Ranking Re-
publican, Mike Enzi (R-WY) are conduct-
ing a series of hearings over the course of the 
spring and summer on healthcare reform.  
Senator Kennedy anticipates acting on the 
legislation before the end of the summer.

For those that are concerned about 
run-away federal budgets, you’ll be hap-
py to note that the Blue Dog Democrats 
(fiscal-minded moderates) have received 
assurances from the House Leadership 
that statutory Pay-as-You-Go (PayGo) re-
quirements would receive consideration in 
legislation this year. The process was aided 
by President Obama’s public support for 
bringing back the PayGo requirements, 

which had expired in 2002.  

Executive Branch – A 
Role for Healthcare IT

Now that Governor Kath-
leen Sebelius is the Secretary of 
Health and Human Services 
and Dr. David Blumenthal is 
the National Coordinator for 
Health Information Tech-
nology, a good percentage of 
the Obama Administration’s 
healthcare team is in place. 
Secretary Sebelius has hit the 

ground running on several activities.  She 
gives HHS the much-needed Obama Ad-
ministration leadership that heightens the 
visibility of HHS activities to meet the 
ARRA requirements.  She will also begin 
to focus HHS efforts to impact the health-
care reform debate this year, 

Dr. David Blumenthal was a practic-
ing physician, and academic researcher, 
and healthcare policy expert in Boston 
before becoming National Coordinator in 
early April.  He has authored several policy 
papers on electronic health record adoption 
rates among providers, and is expected to 
use his 10 years of experience as an EHR 
user to bring a practical approach to pub-
lic policy.  Dr. Blumenthal has emphasized 
that through ARRA, Congress is focusing 
on the meaningful use of the technology, 
rather than the technology itself, and that 
the use needs to be meaningful for patients 
and providers in order to impact healthcare 
reform activities.  ONC’s collaboration 
with Medicare and Medicaid on the defi-
nition of meaningful use is a critical first 
step in the process.

Over the next several weeks, we can 
anticipate Dr. Blumenthal and the Office 
of the National Coordinator staff to be-
gin releasing funds to the states, regional 
health information exchanges, and other 
local activities to spur the development of 
the Nationwide Health Information Net-
work.  The healthcare IT community is 
awaiting the release of the ONC Strategic 
Plan, which is expected to provide a road-
map for ONC’s vision for achieving the 
milestones in ARRA.

Finally, the Federal Coordinating 
Council for Comparative Effectiveness 
Research (http://www.hhs.gov/recovery/
programs/cer/index.html) has held a series 
of public meetings to gain public com-
ments on the mandates and limitations for 

View from  
Capitol Hill:

Get Ready for the  
Summer of Health Reform

Tom Leary  

HIMSS Senior Director  

of Federal Affairs

comparative effectiveness research.  The 
Council must submit a report to Congress 
by June 30, 2009 regarding initial compar-
ative effectiveness research activities and 
make recommendations for the use of the 
$400 million in discretionary funding.

Conclusion
Health reform is going to dominate the 

public policy debates this spring and sum-

mer.  In order for healthcare IT initiatives to 
help achieve the quality improvements and 
cost savings that policy makers foresee, the 
definition of meaningful use and the tech-
nical foundation of the Nationwide Health 
Information Network must be in place.  The 
first hurdle was cleared when Secretary 
Sebelius and Dr. Blumenthal were named 
to their positions.  Next step, presenting and 
delivering on their strategic plan. 

The 2009 General Assembly
Continued from page 20
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Infection reports.•	  The type and amount 
of required disclosures by healthcare 
providers regarding infection rates were 
sought to be increased.  A bill was intro-
duced that would have required hospitals 
and other facilities to test every patient at 
the time of admission and discharge, as 
well as all intra-facility transfers, for the 
presence of all multiple drug resistant 
organisms.  The bill would have further 
required that all results be published on 
a designated web site.
 Smoking cessation.•	  Despite wide-
spread support, a measure requiring 
that Medicaid provide smoking ces-
sation information and treatment for 
pregnant women did not pass.
Visitation rights.•	  A move was made 

to allow any patient of a health facility 
over the age of 18 to designate an in-
dividual not legally related to them by 
marriage or blood to be considered an 
“immediate family member” for pur-
poses of visitation.
Physical fitness.•	  A bill was introduced 
which would have required public 
schools to include physical activity in 
the regular curriculum for a minimum 
of 30 minutes per day or 150 minutes 
per week.

Rarely is proposed legislation new 
or original from one session to the next.  
Consequently, it is possible that some, if 
not all, of the above failed proposals may 
be re-introduced during the 2010 General 
Assembly. 
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