
Leah Brown:
Managing Clinical Trials
1990 UK grad formed Aten Solutions
to provide oversight of drug trials

By Linda Perry
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Most of us remember the story about sailors in the 1700s
dying from scurvy on long ocean voyages until a surgeon
in the Royal Navy experimented with the diet of 12 ill

sailors. James Lind divided the men into six small groups and sup-
plied each duo with various items to add to their diet, such as sea-
water, vinegar, and barley water. e sailors who received two
oranges and one lemon showed the most improvement and were
cured within six days, fit for duty.

at systematic inquiry was one of the first documented clinical
trials and a far cry from the comprehensive scope of scientific re-
search for medical treatments today. Private industry and universi-
ties spend billions of dollars over many years while researching
possible drugs, hoping to receive Federal Drug Administration
(FDA) approval to sell the drugs and begin recovering their in-
vestment and earning profits.

As president and CEO of Aten Solutions in Cary, N.C., UK
College of Law alumna Leah E. Brown helps these pharmaceutical
companies, government agencies and educational units with facets
of the modern day clinical trial process. A10 does this as a high-
tech outsourcing company that supplies whatever level of staffing
expertise a client needs to successfully complete the FDA approval
process. is might be experienced individuals who provide proj-
ect oversight to ensure compliance with FDA regulations, biosta-
tisticians, safety and medical monitors, data analysts and
managers, or medical writers, among others.

“It’s a virtual company,” says Brown, who is president and CEO
of the young organization. Although established only three years
ago, Brown says A10 is helping to staff clinical drug trials around
the country and also is about to partner with a pharmaceutical
company to provide services overseas. Presently, she has a perma-
nent staff of 12 people, with about 65 contractors in Raleigh,
N.C., Philadelphia, Pa., Charleston, S.C., San Francisco, Calif.,
and also in northern New Jersey.

Brown didn’t grow up hoping she would one day be involved
with clinical trials, of course. As one can imagine, her road to
owning this multi-million dollar venture has taken a few twists
and turns.

A clinical trial is a long-term process under the supervision of a
qualified investigator — usually a physician — that tests a medicine
or medical treatment in a strictly controlled manner for effectiveness
and safety. Trials are typically conducted by pharmaceutical compa-
nies, government agencies and university medical centers. ere are
strict laws that are enforced by the Food and Drug Administration
(FDA) detailing the processes and procedures for conducting clinical
research, as well as state laws and institutional policy.

Many drugs are evaluated over an 8 – 10 year period before receiving
FDA approval to be used by the public. ere are different types of tri-
als, for example, some test new combinations of drugs, new approaches
to surgery, disease prevention, better diagnostic tests, disease detection,
or ways to improve the quality of life for those with chronic illness.

Before trials start, studies typically are conducted on animals.
Then there are five main phases for each trial, phases 0 and I - IV.
Each phase increases the number of individuals tested, and phase
IV involves continued surveillance of the drug after it is available
to the public.

According to the Center for Information and Study on Clinical
Research Participation, the FDA has reported that there are ap-
proximately 50,000 clinical trials taking place in the United
States, but 90 percent are delayed because of unfulfilled participa-
tion by volunteers.

at statistic might change as the public becomes more educated
about the benefits of clinical trials and the safety monitoring that is
in place for those enrolled in a trial.

What’s A Clinical Trial?
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A native of Maplewood, N.J., she received an undergraduate de-
gree in business information systems in 1985 from Virginia Com-
monwealth University in Richmond. She later worked in
Manhattan, N.Y., in a technical role for a telecommunications
company before moving on to Rutgers Law School. A twist of fate
led to Brown’s arrival at the UK College of Law when her former
husband was transferred to Lexington with IBM.

“I didn’t want to go to the UK College of Law. But it turned out
to be the best thing that could have happened to me,” says Brown.

Arriving on campus as a second year student and the only
African-American woman in her College of Law class, she ex-
pected a tough road ahead because other students had already
formed friendships and study groups. She would be the outsider,
she said, and was older and had work experience; entirely different
from the rest of the student body in the college. “But everyone
embraced me and made me feel welcomed, and the faculty really
helped me,” Brown said.

She received a full scholarship and was determined to succeed.
One person who particularly gave her guidance was Father D. Regi-
nald Whitt, an African-American Dominican priest who was also a
faculty member in the college. She said there were not that many
African Americans on campus to begin with, let alone faculty, and
he very much identified with the needs of students. He also was very
‘hip’ and made sure to take the time to know an individual.

Another person in Kentucky who had a major impact on
Brown’s life was Lexington attorney Gayle Slaughter, a 1980 UK
College of Law graduate.

“I had knocked on a lot of law office doors in Lexington look-
ing for a job and I kept getting turned down. When I went to
her office, she told me she didn’t really need anyone at the mo-
ment but could see that I was probably knocking on a lot of
doors and she would give me a chance anyway,” Brown says.

Slaughter says she is not surprised that Brown is doing well
now. “She exhibited extraordinary talent and intellect and was a
very hard worker…She also had more of a global perspective
about her,” says Slaughter.

Brown worked there for six months until she qualified to apply
for a job at Valvoline Oil Company, where she worked part-time
and later full-time during the summers.

After a move to Raleigh, N.C., she joined a consulting firm
there that dealt with health care compliance and employment
law. After 14 years, the national division she ran reorganized and
the company pulled out of the Southeast. Brown was once again
looking for a job, and had a “light-bulb” moment. “I had made
millions for that company. I decided I could go out on my own
and do something similar,” she said.

After doing market research and putting together a business
plan, she started A10 with a business partner, whom she later

Leah Brown, center, consults with A10 employees Angela Smith, left, office manager, and Susan McCormick, vice president of
account management and client services.
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bought out. The company name has several origins based on fac-
tors significant to the organization, but primarily, Brown says,
“On a scale of 1 to 10 for clinical trial support, we are A-10.”

Her company, which she initially ran out of her home, focuses
on helping large pharmaceutical companies like Johnson &
Johnson and GlaxoSmithKline get through the FDA approval
process. Merck is her largest client, she says. The drug companies
have internal organizations that get reviewed by an Institutional
Review Board and get a protocol written up for a drug trial.
“When the infrastructure and plan has been put in place, they
call A10 to support that plan, for example, with project manage-
ment, clinical monitoring, safety monitoring, medical writing
and data management,” Brown says. Typically, A10 is involved in
phase 2 of clinical trials (20 to 300 individuals) and phase 3 (300
to 3,000 or more individuals), during which the continued safety
and efficacy of the drug is assessed. Trials can last as little as six
months, but are more likely to be 18 months long.

In general, A10 makes sure that the pharmaceutical company
does things right. “It’s about oversight and reporting,” says
Brown.

In addition, A10 also helps some clients meet their own multi-
cultural supplier goals because A10 is a certified minority,
woman-owned company.

“Every day is unusual; but every day is the same. The cook-
book is there. FDA tells you what to do. The quirks are the peo-
ple, but you have to follow the protocol to a T,” she says, hoping
that the end result will be that a drug receives FDA approval.

One of her biggest challenges is keeping a steady flow of clini-
cal trial professionals ready when she needs them, wherever she
needs them. Bioprocess development technician, cell culture
specialist, executive director pharmacovigilance and principal
clinical scientist are just a few of the job titles that A10 might re-
cruit around the country.

Not only does Brown want A10 to be one of the top contract
research organizations, she also wants A10 to be an advocate for
effective therapeutics in communities that have traditionally ex-
perienced health care disparities. “We get excited when we have
an opportunity to work on therapeutics for HIV, diabetes, and
hypertension — things that have a great affect on women and
minorities,” she says.

Mindful of ethically unjustified studies in the 1900s like the
infamous “Tuskegee Study of Untreated Syphilis in the Negro
Male,” a clinical trial which began in 1932 by the U.S. Public
Health Service and the Tuskegee Institute, Brown says that regu-

lations have come full circle. Now there are many safeguards in
place, more government monitoring and review boards. “Today
any patient can report any acute or minor adverse effect. Also,
there is an aggressive and thorough consenting process. Informa-
tion can be translated into many languages so patients are com-
pletely informed of possible side effects,” she says. “We want
health care advancement but we want to minimize adverse ef-
fects.”

Brown’s end of the year challenge comes as A10 goes interna-
tional. It’s been estimated that Wyeth and Merck conducted
about half of their clinical trials last year outside the United
States. More and more pharmaceutical companies are doing so.
A10 is being sponsored this fall for a clinical trial mission in
South Africa. Brown says the project is two-fold in that it allows
for a different and diverse demographic to participate in a clini-
cal trial and also there is a large population there, resulting in
A10 having access to more individuals willing to be involved in
the trial.

Brown, who has two teenage boys, says the one business lesson
she has learned is to always expect the unexpected and learn to
be comfortable with that.

“People will be surprised to know that despite the challenges
of running a multi-million dollar company and the stress of rais-
ing teenagers, today I am the happiest I’ve ever been in my life.”

Currently, UK is conducting about 60 clinical trials, according to
Dr. C. William Balke, director of UK Clinical Research. ey
cover a wide range of investigation, including Alzheimer’s disease,
strokes, allergies, heart disease, childhood obesity, fibromyalgia,
and identical twins, to name only a few.

“e ultimate challenge is to recruit and retain volunteers to par-
ticipate in the studies,” says Balke. “Without volunteers, there
would be no new therapies for diseases and disorders.”

Many alumni don’t realize they can volunteer for a trial right here
at UK. Some studies need healthy volunteers as well as patients

with medical conditions. In addition to knowing that by volunteer-
ing an individual is helping others through the advancement of
medicine, some volunteers receive compensation for taking part in
the study.

Interested in participating in a clinical trial at UK? Review the
list of current trials by visiting www.UKclinicalresearch.com and
select “clinical trials” or call 859-257-7856.

Clinical Trials at UK
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