
A
uditing clinical research billing can be a 
challenging task. The billing process for clinical 
research differs considerably from the norm 
and there are many touch points, creating 

potential for error. And each clinical research protocol has 
unique requirements. Given all this, there is no doubt clinical 
research billing is susceptible to false claim submissions. 
With only a small percentage of the patients participating 
in clinical research, why would institutions invest time and 
effort developing specific plans for auditing clinical research 
billing? 

Government focus on providers
Eighty-two percent of the Office of Inspector General’s (OIG) 
efforts in FY2012 were dedicated to oversight of the Centers 
for Medicare and Medicaid Services (CMS). Two years later, 
for the FY2014 Performance Budget Submission, the OIG 
is requesting approximately $320 million—an $82 million 
increase.1 As the baby boomer generation nears Medicare 
age, it is likely the OIG will continue to request additional 
funding in order to fight Medicare fraud. 

Not only is the government supporting increased Medicare 
audit efforts, they are focusing attention on relationships 
between the pharmaceutical companies and physicians, 
including clinical research activity. 

With the finalization of the Transparency Reports and 
Reporting of Physician Ownership or Investment Interests 
rule, referred to as the Sunshine Act, comes another set of 
regulations pharmaceutical companies and institutions need 
to consider. Although there was a large debate on whether 
research should be included in this act, the government’s 
choice to leave it in may foretell what is to come for 

1  U.S. Department of Health and Human Services, Fiscal Year 2014, Office of 
Inspector General, Justification of Estimates for Appropriations Committees
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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.
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research and engagements between institutions and the 
pharmaceutical companies. 

It appears that institutions cannot ignore any aspect of 
compliance, including clinical research billing. Although 
only a small portion of the claims billed by an institution, the 
large potential for errors associated with clinical research 
billing can put an institution at risk for significant fines and 
penalties. Therefore, it is best to be proactive and monitor 
clinical research billing to determine whether false claims 
are being submitted. 

What needs to be audited?
For large institutions, auditing the billing of all clinical 
research studies is likely not an option. To ensure 
compliance, institutions should choose the highest risk 
studies. Characteristics of high-risk studies may include:

 • Large amounts of clinical services in the budget

 • Involving multiple departments

 • The Principal Investigator (PI) has had previous 
compliance concerns

 • Both inpatient and outpatient services 

By selecting these high-risk studies, institutions are better 
able to focus resources and identify areas to check for 
compliance issues. Institutions need to set up a schedule of 
rotating audits, making sure to cover all areas involved in 
clinical research. 

The institution can set the monitoring categories as they 
wish (i.e., department, physician, etc.). The audits should 
rotate between each area to ensure the billing in all areas of 
clinical research is consistently reviewed. 

Where to start?
When the first area to audit has been determined, here are 
the first steps to consider.

Identify studies
There is no right number of studies to select. You may want 
to choose five to ten studies per area, but try to choose a 
variety of studies. 

For example, if the plan is to audit by department and your 
cancer center is selected, choose different types of cancer 
and various principal investigators (PI) as well as studies 
with different funding sources (e.g., industry, cooperative 
group, investigator-initiated) if possible. You will have a wide 
range of studies to review and be able to determine whether 
problems identified are a result of a particular PI or a study 
type, etc. 

Identify patients 
Depending on the studies selected, the number of patients 
per study may vary. Auditors can usually get a good picture 
of billing quality by sampling three to four patients per 
study. Since the main reason for auditing is to prevent false 
claims from being submitted to Medicare/Medicaid, another 
option is to select just the Medicare/Medicaid patients 
within the studies being reviewed. 

Gather documents  
First, gather the documents necessary to perform a 
Medicare Coverage Analysis (MCA). These include:

 • The study protocol

 • The informed consent form (ICF)

 • The Clinical Trial Agreement (CTA) or grant

 • The budget and/or payment schedule 

 • Any documentation from the FDA (if applicable) 
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You will also need the documents necessary to audit each 
patient. They include:

 • Any claims (i.e. UB-04 and CMS 1500)

 • The explanation of benefits (EOB)

 • On-study and off-study dates

 • The medical record

With the studies, patients and documents for each study 
selected, look next at the institution as a whole before 
auditing each study.

Look at the broad picture
It is not enough to select a few studies and look at the 
bills. You will need to review the policies and processes 
of the institution and obtain input from the key players in 
the research billing cycle. Painting the bigger picture of 
the processes and talking with the key players will allow 
you to understand institutional expectations at a macro 
level. The knowledge gained will help you to pinpoint 
problem areas when you are examining research billing at 
the micro level. 

Review research billing policies 
When reviewing the institution’s policies, it is a good idea 
to outline what you believe to be the research billing cycle. 
You should also identify the key players at each point in the 
research billing cycle. 

Next, generate a list of questions applicable to the research 
billing cycle, such as “How are study subjects identified?” 

and “Is there a bill hold or another type of manual back-end 
review process?” 

At this point, you should have an understanding of how the 
institution intended the research billing process to function. 

Interview of key players 
Interviewing the key players is crucial because it allows 
you to see if policies are being executed as intended, and 
it allows you to discuss what is and is not working with the 
people who perform those tasks on a daily basis. 

Because departments in large institutions are often 
siloed, key players may not understand other’s roles in the 
research billing cycle, which can cause a disconnect in the 
process. You can use the questions formulated during the 
policy review to interview each of the key players to better 
understand the process and possible causes of errors. 

Begin your detailed review
Now it is time to put what you’ve learned to the test by 
performing the audit, which requires multiple steps and 
information from several different areas. 

First, perform an MCA for each study.

Complete Medicare Coverage Analysis
Payers tend to follow Medicare guidelines when paying for 
healthcare services. If Medicare covers the item or service, 
most payers will cover it. MCAs are performed based on the 
Medicare guidelines and Medicare’s Clinical Trial Policy (CTP) 
(NCD 310.1). The CTP states that Medicare will cover routine 
costs in qualifying clinical trials. When performing an MCA, 
determine which of the items and services required by the 
study can be billed to Medicare or private insurance and 
which are to be paid by the study sponsor. 

You will need to consider key documents to determine 
whether they are all synchronized. For example, if the 
sponsor is promising to pay for an item or service in the 
protocol, the ICF and the CTA should also reflect this. 

Precise language in the ICF is key because if the language is 
vague, (e.g., “the sponsor will pay for all research tests and 
procedures during the study”), the patient may think the study 
pays for everything, even though some of those procedures are 
considered routine costs and are billable to the insurer. 

The golden rule is that if the patient is told the item or 
service is free, then they cannot be charged. Thus, it’s 
crucial to perform the MCA to synchronize the language 
in all documents as well as to determine what items and 
services need to be paid for by the sponsor. If the sponsor is 
not agreeing to pay for the item or service that is solely for 
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research purposes, the MCA can be used as leverage in the 
budget negotiations.

You will also want to look for language in the ICF and the 
CTA that may trigger Medicare’s Secondary Payer Rule. 
Language such as “the sponsor will pay for research injury 
if denied by the patient’s insurance” may potentially trigger 
the Medicare Secondary Payer Rule. 

While there has never been clear decision from Medicare 
regarding this issue, many institutions choose not to allow 
this language to prevent possible governmental settlements 
around this matter. Without a clear decision from Medicare, 
the institution’s leaders must determine the level of risk they 
are willing to accept. 

Verify registration and removal from study
An important component of ensuring billing compliance 
is to confirm the patients are being placed on and off 
the study per the appropriate registration and removal 
procedures. If patients are not registered to the study via 
the set procedures, no one will know to check to determine 
which charges should be billed to the research account and 
which charges can be billed to the patient’s insurance. This 
can create a potential for false claims. 

Similarly, if the patient is not removed from the study in the 
correct fashion, this creates potential for incorrect charges to 
the research account, and an unnecessary review of multiple 
patient claims. 

Reconcile claims against the MCA
When reconciling the claims, you want to determine first 
whether the patient received the services at the time points 
required by the study protocol. Analyzing this will help you 
determine whether a certain procedure was performed as 
part of a study or if it was performed for an unrelated purpose. 

Next, look at each claim and determine if each item or 
service on the claim is appropriate by cross-referencing it 
with the MCA. If an item or service was placed on a claim 
and billed contrary to the MCA, then a false claim has likely 
been generated. 

You need to perform this step for each claim throughout the 
study. Doing this for each item or service on a claim shows 
whether routine costs were accurately posted to the patient 
account and research charges were posted to the research 
account.  

Simultaneously,  review any procedures that the MCA 
regards as billable to Medicare to determine whether the 
procedure was performed within the allowable timeframe. 

For example: If the study protocol requires a CT scan within 
28 days prior to screening, but the patient had one 35 
days prior, a repeat CT scan may need to be performed. 
Depending on the patient’s disease, a repeat scan at that 
frequency may not be necessary and therefore the scan 
cannot be billed to Medicare despite the MCA stating 
otherwise. You will need to consider these situations and not 
take the MCA at face value. 

In addition to reconciling the claims with the MCA and 
reviewing the procedure timelines, you will need to 
review the patient’s medical record and the physician’s 
documentation. If it appears that the patient was 
receiving the item or service strictly for research 
purposes, even though it is a routine care cost, then it 
cannot be billed to insurance. It is extremely important, 
therefore, to engage physicians in compliance training so 
they know how to accurately document their notes. 

Review claims for research modifiers
In conjunction with reconciling the claims or afterwards, 
you will need to review each claim for the appropriate 
research modifiers. Effective January 1, 2008, CMS created 
two new modifiers to differentiate between routine 
(Q1 modifier) and investigational (Q0 modifier) clinical 
services. CMS has mandated that all outpatient claims 
submitted for patient care in clinical research studies use 
these modifiers. 

In addition to the modifiers, CMS requires that Condition 
Code 30 be placed on all institutional claims to verify that 
the patient is participating in a “qualifying clinical trial.” 
Furthermore, all institutional and professional claims need 
to have the diagnosis code V70.7 listed as the secondary 
diagnosis (or as the primary diagnosis if the patient is a 
healthy, control group volunteer). 

Institutional investigational device claims also need to 
have the IDE number on a 0624 Revenue Code line while 
professional claims must bill the IDE number along with a 
Q0 modifier. Lastly, institutions have the option of placing 
the clinicaltrials.gov number on their claims. Currently, the 
clinicaltrials.gov number is voluntary, but it may be a good 
habit in case CMS decides to make it mandatory in the 
future. 

Next, you are ready to review the financials. 

Part 2 will 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. NP
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