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Missed Revenue in Clinical Research:  
1 Study, 10 Sites, $154,000 Caught
By Uncovering Missed Revenue, Frenova Helps Its Networked Sites Succeed

Background
The survival of marginally profitable investigational sites concerns the entire clinical research industry, 
including sponsors. Traditionally, the business relationship between sites and sponsors has been 
complicated by inefficient processes and sites’ absence of personnel dedicated to properly managing 
research finances. While sponsor payment systems may be at fault, incomplete payment is also often 
caused by erroneous and/or incomplete invoicing by sites. Either way, sites routinely miss significant 
reimbursement opportunities. Is there a remedy?

This case study shows how Frenova prevented its networked sites from losing out on significant sums 
of hard-earned revenue.

Challenges
Poor profitability can directly impact a site’s success and viability. Miscalculations in estimated costs 
or inexperience in budgeting and negotiating the clinical trial agreement can set a site up for financial 
difficulty before a study even starts. But even where contracted amounts fully reflect the value of 
services provided, site financial health can suffer through a variety of other mechanisms once a study 
is underway, including:

1. Improper invoicing by sites
Sites may neglect to invoice for every patient seen and every service performed. They may also make 
mistakes in completing forms or data entry, causing confusion on the sponsors’ end. Failure to bill for 
incidentals is another source of missed revenue. And obviously, delayed invoicing results not only in 
delayed payment but also inconvenience and confusion for the sponsor.

As an example, invoiceable budget line items frequently overlooked include:

 • Dry ice
 • Remote monitoring of site
 • Serious adverse event (SAE) reporting
 • Protocol amendments and reconsents

 • Unscheduled visits
 • IND safety reports
 • Study visits
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Ensuring proper compensation for all study visits is crucial as they account for a large proportion of the 
clinical trial budget. Furthermore, it’s not uncommon for sponsors and CROs to mistakenly underpay or 
fail to pay for visits outlined in the budget. In such cases, the numbers can add up quickly. 

Consider an average study in which the subject budget calls for 2 years of monthly visits (24 visits) and 
the average site enrolls 6 patients. Typically, a site would run several such studies simultaneously — 
perhaps, 8. 

8 studies x 6 subjects x 24 visits = 1,152 individual payments to track

If a single visit is budgeted at $800, up to $921,600 in revenue is at risk over 2 years, or $460,000 in 
revenue per year. And this is just an average — sites with higher numbers of subjects and studies have 
even more at stake. 

2. Sponsor inefficiency and error
Some sponsors lack good financial systems and rely on manual transcriptions to process invoices 
and payments. As such, payments are often late. The sponsor may even miss paying for a service 
completely. Or, the sponsor may incorrectly reimburse according to the wrong contract, at a rate 
different from that agreed upon. 

3. Sites not reconciling invoices with payments
Most investigator sites don’t have the resources to keep track of research finances. Without a finance 
team, study coordinators — in addition to managing study patients —are often responsible for recording 
bills and receipts, with no effective system for reconciliation. This problem may be compounded by 
payments that arrive with no indication of what they cover.

Solutions
Frenova’s goal is to ensure that sites receive every penny earned. 

In this case, Frenova ensured that 10 sites participating in one particular study delivered timely, 
complete invoicing on an ongoing basis and received accurate, full compensation for their work  
as the study proceeded. 

As part of Frenova’s network, these independent sites underwent regular reconciliation checkups by 
Frenova project finance managers. These business professionals dug deep into the daily details of site 
activities — from study visits to the purchase of dry ice — and compared each site’s entire study budget 
with its actual invoices. Discrepancies representing unclaimed revenue were brought to the sites’ 
attention to be rectified each month.

This valuable, painstaking service enabled the sites to: 

 • Recover costs sooner, thus improving cash flow

 • Receive complete payment for all services rendered, for better profitability

 • Ensure the sponsor paid all invoices at the agreed upon rates 

 • Appear to be well-managed and avoid inconveniencing sponsors with any  
large, unanticipated invoices at the end of the study 
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About Frenova Renal Research
Frenova is a provider of clinical research and site management services with over 
20 years of experience centered on renal research and the unique needs of renal 
patients. Whether you want to conduct a renal-related study, seek guidance on 
your protocol design or access to patients around the world, Frenova provides the 
managed investigator sites, patients and data your clinical trial demands.

Frenova, a company of Fresenius Medical Care, manages the world’s largest network 
of renal research assets, including over 550 principal investigators at more than 350 
sites around the world. We also offer access to hundreds of thousands of patients 
with kidney disease including CKD and ESRD. By pairing this extensive network with 
our clinical development and bioinformatics database and capabilities, Frenova easily 
determines protocol feasibility, drives patient recruitment/enrollment strategies and 
identifies the right sites for your study. We develop strategies that shorten your path 
to study completion no matter the scope of your needs.

Results
Over the course of one study, through ongoing, skilled 
due diligence, Frenova’s dedicated team prevented 
the 10 participating sites from missing over $150,000 
in revenue. (See chart.) For sites conducting multiple 
studies at a time, such numbers could add up.

Site Amount found in EDC 
not invoiced

Site 1 $62,113

Site 2 $43,269

Site 3 $22,050

Site 4 $8,194

Site 5 $8,092

Site 6 $3,306

Site 7 $3,163

Site 8 $1,931

Site 9 $1,531

Site 10 $413

Grand Total $154,061

In this case, Frenova’s periodic reconciliations saved sites 
time and ensured they were compensated promptly 
and completely for all investigative activities. Improving 
cash flow and solving overall revenue concerns should 
encourage investigators to continue conducting clinical 
trials. Further, sites with reputations for accurate record-
keeping and timely invoicing are more likely to be 
awarded studies in the future.

For These Ten  
Networked Sites,  
Frenova:
1. Ensured full payment 

for all services and 
incidentals

2. Improved cash flow 

3. Strengthened reputation 
with sponsor

4. Captured $154,000 in 
missed reimbursements 
during a single study


