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BY GREG ROPPOLO, FRENOVA RENAL RESEARCH

INCREASE REVENUE AND GIVE PATIENTS MORE OPTIONS WITH CLINICAL TRIALS:

Five Things to Consider When Adding or 
Expanding Research at Your Practice

 Adding clinical research is a business strategy that, 
if approached knowledgably, can be of great benefit 
to physicians and medical groups. Clinical research 
offers numerous advantages: a) a new revenue 
stream; b) an opportunity to be recognized for and 
participate in cutting-edge research; c) the ability to 
provide additional options for patients; and d) the 
chance to assist in the advancement of medicine for 
future generations. By doubling as investigative sites, 
private practices tap into an industry investing more 
than $15 billion annually on clinical trial management 
in the United States. The following considerations 
can help principal investigators (PIs) make the most 
of this opportunity.

1 The Right Resources Can  
Lessen the Learning Curve

Understanding the clinical research process and the 
business of conducting and managing a safe and 
ethical clinical study is a necessity but can seem 
daunting. As a start, PIs will want to become familiar 
with the Code of Federal Regulations (CFR) Title 21 
and documents pertaining to the International 
Council for Harmonisation (ICH) to learn and 
understand the requirements for clinical trials and 
the specific forms needed to initiate a trial. CITI and 
other reputable resources provide certification in 
Good Clinical Practice (GCP) to ensure the well-
being and confidentiality of study subjects and the 
collection of reliable data for submissions to 
regulatory agencies.

Fortunately, resources are available to lighten the load. 
These range from workshops, webinars, conferences, 
and publications — e-newsletters, training guides, 
standard operating procedures — to LinkedIn Groups 
for clinical research professionals. Partnering with 
organizations that specialize in helping sites manage 
clinical research can save time, build confidence, and 
prevent investigators from having to reinvent the wheel.

2 Building the Business Infrastructure 
Is an Important Step

Clinical research is about helping today’s patients 
and future generations, yet some physicians struggle 
to run their trial sites as a professional business. 
Strategically establishing the proper infrastructure — 
operations, accounting, staff resources, technology, 
regulations, training, and other critical components 
— is a crucial step in ensuring a successful research 
enterprise. A strong understanding of the patient 
recruitment and enrollment process is needed along 
with a grasp of the differences in government and 
private-payer policies. Work with professionals who 
specialize in investigational site management for 
guidance in establishing best practices for profitability. 
At Frenova, not only do we help clients build their 
business infrastructures, but we also ensure the 
availability of a research pipeline by constantly vetting 
opportunities and presenting them to our partner PIs.

http://Frenova.com
https://www.phrma.org/-/media/TEConomy_PhRMA-Clinical-Trials-Impacts.pdf
https://www.phrma.org/-/media/TEConomy_PhRMA-Clinical-Trials-Impacts.pdf
https://www.ecfr.gov/cgi-bin/text-idx?SID=3ee286332416f26a91d9e6d786a604ab&mc=true&tpl=/ecfrbrowse/Title21/21tab_02.tpl
https://about.citiprogram.org/en/series/good-clinical-practice-gcp/
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3 The Practice Workflow  
Must Be Adapted

Clinical research requires specific skills and adds an 
additional workload to what may already be a busy 
practice. To achieve efficiency in conducting clinical 
research, standard operating procedures must be 
developed; these will help ensure work is conducted 
in a consistent and timely manner. An experienced 
study team and efficiency-enabling technologies allow 
researchers to devote more time to overseeing the 
medical aspects of their studies.

Partnership with a global manager of nephrology-
oriented sites like Frenova delivers the help investigators 
need to successfully integrate and manage research 
within their practices. Managed sites like Frenova’s are 
primed for rapid study startup and study execution so  
that they can deliver the reliable performance and 
high-quality data sponsors need to gain critical insights 
and advance the science of renal therapies. This is 
important because research teams that maximize site 
performance and success earn positive reputations with 
sponsors and are more likely to receive repeat study 
offers in the future.

4 Keeping the Patient in Mind
Clinical studies succeed when research needs 

are balanced with the practicalities of delivering clinical 
care. Perhaps an even more important point is that 
studies show that patients who are actively involved 
in their healthcare achieve better health outcomes and 
have lower health costs than those who don’t. 

Studies also show that patients are interested in trying 
new alternatives. Investigators should talk to patients 
about clinical research opportunities as they provide 
day-to-day medical care and oversight, explaining how 
participation may benefit patients personally in terms  
of better or otherwise unavailable treatments and 
lower costs while possibly improving medical care  

around the world. Starting these conversations even  
before implementing clinical research within a practice 
can boost future enrollment.

The right partner can also help optimize enrollment 
— and therefore, revenue. For instance, as the largest 
provider of investigators, CKD patients, ESRD patients, 
and data assets in the world of kidney disease , Frenova 
offers important advantages. This site management 
organization’s access to Fresenius Medical Care’s renal 
expertise and global patient population facilitates rapid 
recruitment and enrollment for nephrology trials. 

5 Economy of Scale Reduces 
Overhead Costs

Leveraging site management costs across numerous 
sites provides an economy of scale and financial 
advantage. By spreading these costs among many 
clients, a site management partner provides efficiency  
for business operations, marketing and patient 
recruitment activities, interfacing with sponsors, and 
much more.

http://Frenova.com
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Conclusion
There are manifold benefits to implementing expanded 
clinical research activities within a private practice. 
Clinical research has been shown to benefit practices 
financially and can increase the well-being of patients 
through new and innovative treatment options. However, 
to ensure success, specific steps are needed to support 
clinical research while also allowing PIs to meet 
business objectives. 

Frenova Renal Research is a nephrology-focused 
clinical development and management partner that 
transforms progress in kidney and adjacent disease 
treatment through expert, centralized site recruitment 
and support services, a large network of experienced 
PIs, and access to the world’s most extensive database 
of renal treatment data, collected over 25 years by 
Fresenius Medical Care. 

Practices that partner with Frenova for centralized site 
management services can count on:

 • Renal research expertise

 • Protocol-enhancing knowledge of renal patients’ 
needs, leading to easier-to-implement protocols

 • Transparent communications

 • Help with study startup and recruitment 

 • A steady research pipeline

This support empowers investigators to advance the 
science of renal therapies and bring new solutions to 
the marketplace.

http://Frenova.com
https://fmcna.com/

