
3    U N I V E R S I T Y  O F  M A R Y L A N D ,  B A L T I M O R E

www.pharmacy.umaryland.edu/pps/cpu

    n 2007, Thomas Dowling, PharmD, PhD, an associate   
    professor at the University of Maryland School of 
Pharmacy, published a study in Nephrology Dialysis Trans-
plantation—a leading research journal—analyzing the effects 
of smoking on kidney disease. 

Enter Nanette Steinle, MD, a physician/researcher in the
Division of Endocrinology, Diabetes and Nutrition at the School
of Medicine. After reading the article, she asked Dowling if 
he could help design a clinical trial to evaluate the effect of a
nicotine patch on cardiovascular function.

Their collaboration is a perfect example of the promising 
interactions that are being generated by a new enterprise at
the School of Pharmacy—the Clinical Pharmacology Unit (CPU). 

Through the CPU, faculty from the School of Pharmacy 
provide expertise and services in the early and advanced clinical
development of pharmaceutical compounds, new formulations,
and new systems of drug delivery. Academic researchers, mem-
bers of the pharmaceutical industry, small biotech companies,
and contract research organizations (CROs) are availing
themselves of the new service. 

A division of Shin Nippon Biomedical Laboratories (SNBL)
USA, located at the University of Maryland BioPark, is a
preclinical CRO and one of CPU’s latest clients. SNBL came
to the CPU for its expertise in clinical pharmacology and
pharmacokinetics.

Typically, CROs offer clients a wide range of pharmaceutical 
research services. Although the CPU does provide services that
some other CROs offer, technically the University’s new venture
is not a CRO.

“The CPU is staffed by School of Pharmacy faculty with 
knowledge of human disease, chemistry, drug administration, 
and FDA guidance in drug development,” says its director, 

I Kenneth Bauer, PharmD, PhD. Besides Bauer, other 
members of the CPU team include Dowling; School of 
Pharmacy Dean Natalie D. Eddington, PhD; and James 
Polli, PhD, professor and vice chair of academic affairs for 
the School’s Department of Pharmaceutical Sciences.

Although the CPU was launched in fall 2007, it’s already
becoming a “win-win” for the University. The cross-pollination
of ideas is increasing exchanges between the CPU and the 
researchers at the Marlene and Stewart Greenebaum Cancer
Center, as well as School of Medicine investigators from
cardiology, endocrinology, and nephrology. 

The work of the CPU allows the University to keep
resources in house, which translates to saving money since it
is usually more expensive to contract out testing, analyses, and
clinical trials.

“Furthermore, another of the needs we’re fulfi lling is the
National Institutes of Health’s Roadmap for Medical Research
that encourages the bench-to-bedside approach of translational
research,” says Bauer. The aim of researchers is to translate data
obtained at the molecular level to clinical applications and research.

According to James L. Hughes, MBA, vice president for
research and development at the University of Maryland, 
Baltimore (UMB), “The CPU is among the most entrepre-
neurial groups on campus. By providing both faculty and
companies with fi rst-rate services, it is signifi cantly advancing
translational research at UMB.”

In the future, the CPU expects to increase its on- and off-
campus client base and become self-suffi cient through client 
fees only. Yet it will not lose sight of its overarching goal: to 
advance science through scholarship and publish its fi ndings. 
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Development. “We try to match each technology with the 
right entrepreneur,” says James L. Hughes, MBA, vice president
of ORD. “The entrepreneur needs to be smart, creative, and
experienced, but he or she also needs to be committed to over-
coming the inevitable setbacks that occur in bringing any new
idea to fruition.” 

Fasano and Paterson both give University President David
J. Ramsay, DM, DPhil, enormous credit for promoting bio-
technology and translational research, not just at UMB, but
also in the state of Maryland. “His vision and dedication has
been remarkable. Few people can claim more credit than he can
for what he has done for biotechnology in the state of Maryland,”
says Paterson.

And at the biotechnology park fi rst envisioned by President
Ramsay many years ago, Alba researchers are eagerly awaiting
the results later this year of the clinical trials that might promise
some relief for CD sufferers. But no matter what the outcome,
says Alba CEO Peacock, his team will continue to look for
solutions to the treatment of CD and other autoimmune diseases. 

Likewise, under Fasano’s leadership, the Center for Celiac
Research is using donations to provide crucial information in
support of Alba’s clinical trials and to achieve other breakthroughs
in treating patients with celiac disease.

To learn more, visit www.albatherapeutics.com and
http://celiaccenter.org.

A critical care doctor trained at Harvard and Massachu-
setts General Hospital, Paterson practiced anesthesiology in the
cardiothoracic and pulmonary arena. In 1991, he launched a
company that manufactured a small health device. After he sold
the successful company seven years later, he worked in drug
development and commercialization for several of the largest
pharmaceutical companies in the world, and in 2003 he
approached the University of Maryland, Baltimore (UMB)—
but not because of Fasano’s discoveries.

“For me, it was a serendipitous discovery of Alessio’s work,”
says Paterson. “I’m on the board of directors for the Interstitial
Cystitis Foundation, a patient advocacy organization. I was
meeting with Susan Keay [professor of medicine in the School
of Medicine] to look at developing a diagnostic tool for this
chronic and painful bladder disorder.”

While reading about technology development at UMB,
Paterson came across Fasano’s technology portfolio and became
intrigued. “At that time, we thought the barriers between tissues
and spacing between cells were closed—like cement. Alessio’s 
group was proposing something different—that the openings 
[the tight junctions] could be regulated,” says Paterson.

He notes that before the discoveries in Fasano’s lab, loss of
barrier function was treated as a result of the autoimmune disease,
not as a cause. “Our work turned that precept on its head—it
is the consumption of gluten that causes the trigger that makes
the tight junctions open, resulting in an increase of zonulin 
and the ‘leaky gut’ so often found in celiacs,” says Paterson.

“The conventional thought is to open barriers to get a
vaccine into the body to treat the autoimmune disorders. Nobody
thought you could block the leak that is the component of so 
many autoimmune diseases. We did a 180-degree turn and 
developed a drug to keep those barriers from opening. This is 
translational medicine at its best—fi guring out how to make 
a drug to keep people from getting sick,” says Paterson. 

After founding Alba, Paterson raised $1.6 million in seed
funding, receiving early support from the Maryland Industrial
Partnerships Program and the Maryland Technology Development
Corporation. In 2006, Fasano and Paterson went on the road to
raise the major capital needed to build a biotechnology company,
received $30 million in Series A fi nancing and moved into the
University of Maryland BioPark with support from Maryland’s
Department of Business and Economic Development.

Finding entrepreneurial partners like Blake Paterson is an
integral part of the mission of UMB’s Offi ce of Research and 
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