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n Part 1, we discussed the first steps to auditing 
clinical research billing, including identifying the studies 
and patients, gathering documents, reviewing policies, 
completing interviews and performing the audit.

Here we discuss how to review the study financials by 
reviewing the research account and the invoices between 
the institution and the study sponsor. We wrap up the 
audit by discussing audit findings and implementation of a 
corrective action plan.

Review the financials
Your audit is not completed when the compliance part is 
finished. A vital component to ensure the livelihood of a 
research institution is to determine whether the financials 
are kept up to date. If the research account shows an 
excessive surplus or a deficit, there could be a problem with 
the receivables. When reviewing the financials, first look at 
the research account.

Research account
To get a picture of the institution’s financial situation, you 
should look at the research account for each study. A high 
deficit in the research account may mean charges that 
are supposed to be billed to insurance are being billed 
to research. A high surplus could mean the institution is 
inappropriately billing items or services to third parties that 
should have been billed to the research account.

Review invoices
You should also review the invoices to determine if the 
institution is billing and being paid for items and services 
that the sponsor is required to pay per contract. If the 
institution is not invoicing the sponsor per the study 
contract, the funds will not be flowing as they should.

After each study’s financials have been reviewed, you can 
move to the final steps of the audit process.

How Risk-Based Monitoring Helps 
Avoid Clinical Research Billing Fraud: 
Part 2
Learn how to design an expert approach to eliminate errors and possible fraud
By Katie Richter

Rush University, in December 2005, entered 
into a settlement agreement with the 
government for approximately $1 million. 
They inadvertently billed Medicare for 
cancer therapy research study services 
that were not reimbursable under National 
Coverage Decision 310.1. It was one of the 
first settlements of this kind, but it will most 
likely not be the last. With increased funding 
to fight Medicare fraud, we can expect to see 
settlements more frequently. The importance 
of auditing clinical research billing and the 
types of studies to audit is discussed here. 
Best practices are identified, along with 
systematic processes to prevent submission 
of false claims in clinical research billing.

Katie Richter is the Director of Strategic 
Site Operations and Compliance at Phar-
maSeek Financial Services where she 
develops outsourced business solutions 
for all aspects of clinical research man-
agement. Katie’s experience in clinical 
research includes research billing compli-
ance, contract and budget negotiation, 
and receivables management. You can 
reach Katie at KRichter@pharmaseek.
com or (608) 664-9000 x2236.
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The final steps
Consideration of the audit findings and translating the 
findings into solutions can be the hardest part of the audit 
process. You will need to analyze the problems found during 
the audit and determine the possible corrective actions.

Implement corrective action
First, summarize the audit findings. Laying out this 
information from all studies allows you to better determine 
whether issues occur across all studies or apply to only a few 
studies. If they appear on all studies, a process change may 
be warranted.

If the errors occurred in a specific area of the research billing 
cycle, more training for all staff members with respect to 
that area of the research billing cycle may be warranted. If 
your findings relate to just a couple of studies, it may mean 
that a particular PI and study team need specific training.

When you have determined where the problems occurred, 
you should engage members of the research billing cycle 
and upper management to agree on proposed corrections 
and an implementation plan. Document that in the 
corrective action report.

You should always meet with appropriate personnel in 
the research billing cycle as well each study PI to discuss 
the audit outcomes, even if the outcome was a "no 
findings" result.

Final audit meeting
Final audit meetings need to include relevant personnel 
and a discussion of the audit findings, both negative and 
positive. If the problems resulted from one person’s poor 
training, it might not be necessary to disclose the details 
to all other personnel in the research billing cycle. Use 
discretion concerning who needs to know what in those 
situations.

When meeting with upper management (i.e. the people 
who control implementation of the new procedures), you 
will want to disclose all the findings and discuss corrective 
action plans. The relevant management personnel will 
determine who is responsible for implementation of the 
corrective action plan and who will be monitoring it to 
ensure it is executed appropriately.

When the audit is completed and new procedures are 
implemented, you can consider the audit finalized. 
However, that does not mean the institution is problem-
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free. Maintaining billing compliance is a struggle that needs 
supervision and review.

Conclusion
To ensure compliance, the institution needs to establish 
and adhere to an auditing schedule. Striving for billing 
compliance in clinical research includes consistently 
auditing/monitoring the billing on studies in all areas of 
the institution. Because a corrective action plan has been 
implemented does not mean the institution will remain 

compliant. Changes in personnel and in systems present 
possible new problems that challenge the institution’s 
ability to maintain compliance in clinical research billing 
operations.

Clinical research is a difficult area in which to remain abreast 
of requirements and in which to keep personnel adequately 
trained. To know your institution remains compliant means 
monitoring should be constant and audits cannot be long 
ignored. NP
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