
FRENOVA SITE MANAGEMENT ORGANIZATION NURTURES GROWTH  
OF INVESTIGATOR SITE

BACKGROUND
Clinical investigators regularly report that logistical barriers hinder their conduct of clinical trials. Physician and staff 
workload balance, the time required for study startup and implementation, lack of access to studies and finance 
issues can all limit research success and expansion. Furthermore, today’s increasing trial complexity intensifies 
these concerns.

Thomas Wooldridge, M.D., of Nephrology and Hypertension Associates in northeast Mississippi, found himself 
facing these challenges. As a 15-year veteran principal investigator (PI), he has a passion for exploring the latest 
therapies to help his patients. His practice includes offices in Tupelo and Oxford, Miss., which are 50 miles apart, 
as well as 11 dialysis units serving over 1,000 patients. 

CHALLENGES
In 2015, Wooldridge’s research business suffered from low enrollment, low revenue and a low study count. With 
his practice already busy providing traditional care for patients, there was a lack of resources dedicated to 
the management of research. All aspects of administering the research program were left to a limited number of 
dedicated staff. Those functions included recruitment, consent, feasibility, treatment, testing and record-keeping for 
all study patients, 24/7. 

Apart from being stressful, this situation severely curtailed enrollment. The many administrative duties left little time 
for recruitment. And because time constraints prevented staff from traveling to other sites, they only had access to 
the 300 patients served by the Tupelo office and its closest satellite dialysis center. 

In addition, lack of time and resources made finding new studies difficult. The shortage of active studies and 
minimal number of enrolled patients kept the research revenue potential low. Wooldridge’s business approach 
needed a change. 

SOLUTION  
To invigorate his clinical research business, Wooldridge enlisted more help from Frenova’s Site Management 
Organization (SMO) and accepted the invitation to join F1RST Up®, becoming part of an exclusive alliance of  
sites primed for rapid study startup.
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1.  With a four-fold increase in research staff, the site team can now recruit in a 50-mile radius and reach an 
additional 700 dialysis and 800 CKD patients. Most importantly, enrollment has quadrupled.

2.  The number of active studies has more than doubled. Wooldridge’s practice has undertaken studies targeting 
new indications, ranging from vascular access-related scarring and catheter infections to phosphate binders  
and the treatment of atrial fibrillation in dialysis patients. 

3.  In just three years, the practice’s revenue from its research activities has nearly tripled. Encouraged by this, more 
of the practice’s partners have become PIs and actively refer potential research subjects to the research staff. 
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The first step was to increase the number of research staff to improve operational efficiency. Through its SMO, 
Frenova managed the hiring tasks, including recruiting, pre-screening, interviewing and narrowing the pool to  
a handful of candidates. Frenova also implemented a clinical trials management system at the site.

Another order of business was to increase the number of ongoing studies. As a Frenova SMO member and F1RST 
Up partner, Wooldridge has access to a pipeline of prequalified studies. When an SMO member decides to move 
forward with a study, Frenova manages the financial analysis as well as budget and contract negotiations. Because 
Wooldridge’s practice is also a F1RST Up site, Frenova already has pre-negotiated master agreements and pre-
collected regulatory documents on file. This efficiency helps Wooldridge compress timelines, allowing his research 
business — like all F1RST Up sites — to start studies, on average, twice as fast as the industry norm.

 
RESULTS 
Aided by the business management expertise and other resources offered by Frenova, this site is among Frenova’s 
best performers. As a F1RST Up member, Wooldridge starts studies faster and enrolls patients sooner after activation.

Frenova helps physician practices overcome the complexities and unexpected challenges associated with managing 
a clinical research business. With assistance from Frenova, Wooldridge has grown his research business into a 
rewarding enterprise. Now that he spends less time managing the research business operations, Wooldridge is free 
to focus on his principal investigator responsibilities and caring for patients.
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ABOUT FRENOVA RENAL RESEARCH

Frenova is the world’s only drug and medical device contract clinical development services provider dedicated 
exclusively to renal research. As a Fresenius Medical Care North America company, Frenova manages a networked 
system of clinical research assets and resources including over 450 principal investigators at more than 260 
sites representing 160 medical practices. Frenova manages clinical trials in kidney disease and its adjacent 
medical conditions. Whether you want to conduct a renal-related study, need guidance on your protocol  
or access to patients, start with the patient in mind — and trust the partner that’s completely renal — Frenova 
Renal Research.

Visit www.FrenovaRenalResearch.com for more information.


