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Introduction
Clinical trial billing is one of the most 
talked about, studied, and debated 
processes among research and compliance 
managers. Ensuring accountability and 
effectively executing complex processes, 
which are often manual, can be one of 
the most tedious responsibilities that 
any organization engaged in clinical 
trials must fulfill. The Department of 
Health and Human Services Office of the 
Inspector General’s (OIG) draft research 
compliance program guidance specifically 
highlights billing as an area of risk that 
should be managed through a formalized 
compliance process and subject to 
expanded internal control processes.

An increasingly important administrative 
goal of research organizations is to 
prevent the occurrence of double billing 
and to ensure that other types of false 
claims are not submitted for any patient 
care services rendered in association with 
a clinical trial. These issues have been the 
subject of numerous OIG and Department 
of Justice (DOJ) investigations and 
settlements over the past few years. From 
a research and a business perspective, it 
is important to pre-identify the standard 
of care (or usual care) charges, vis-à-vis 
those patient care charges which are 
non-usual care and that therefore should 
be paid by sponsors. Understanding 
payer/sponsor responsibility for covering 
the charges associated with executing 
a clinical trial protocol is essential so 

providers can prepare a budget to aid in 
effectively negotiating with sponsors.

Organizations face many compliance risks 
when engaging in clinical research. Aside 
from the protection of human subject 
requirements and concerns, clinical trial 
billing is among the most serious of these 
risks. Central to the billing issue is the 
risk of filing a false claim. A false claim is 
presumed to have been rendered when 
you know or have reason to know that 
charges for a patient encounter should not 
be billed to a third party payor (including 
the federal government) but the charge 

is submitted anyway. Submitting a false 
claim may be punishable by criminal and 
financial penalties. The False Claims Act 
has been used by Medicare to recover 
billions of dollars in fines and penalties 
from healthcare providers and others 
resulting from billing for ghost patients, 
upcoding, unbundling, and billing for 
inadequate or unnecessary care, as well as 
other violations of federal regulations.

Clinical trials billing is much more 
complicated than normal patient 
billing. The many disparate often 
disconnected processes with manual 
hand-offs which characterize the clinical 
trial billing continuum necessitate that 
communication be optimized for your 
organization so all stakeholders are 
educated concerning false claims and 
the associated processing and billing 
risks. The broad array of stakeholders 
may sometimes lead to conflicts of 
interest that can affect, contribute, 
or incentivize non-compliant billing 
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Compliant clinical trials billing is an area of risk for all institutions, whether private 
or academic. The level of scrutiny is heightened more now than ever before. This 
article features the risks that institutions face, the billing process continuum, and 
tools for effective communication to better align a compliant billing process. An 
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University of Connecticut U. of Connecticut Agrees to 
Settle Federal Allegations 
of Overbilling on Research 
Grants

The Chronicle of 
Higher Education

January 11, 2006

Rush University Medical 
Center

Rush U. Settles Overbill-
ing Case

The Chronicle of 
Higher Education

January 6, 2006

University of Texas Medi-
cal Branch, Galveston

Texas Medical College 
Agrees to Pay $1.7 Million 
for Medicare and Medicaid 
Overbilling

The Chronicle of 
Higher Education

July 12, 2005

Florida A&M University Florida A&M to Pay $1.5 
Million to Settle National 
Science Foundation Com-
plaint

The Chronicle of 
Higher Education

July 1, 2005

Cornell University Cornell’s Medical School 
Will Pay $4.3-Million to 
Settle Federal Lawsuit Over 
Fraud in NIH Grant

The Chronicle of 
Higher Education

June 23, 2005

The Mayo Clinic Mayo Pays $6.5M to Settle 
Fraud Dispute

Minneapolis Star 
Tribune

May 27, 2005

Table 1
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practices. Conflicts of interest occur when 
someone has a competing professional 
or personal interest that is not addressed 
appropriately by your organization. 
Many of these areas of concern have 
led to some recent cases where large 
institutions have paid millions of dollars 
in damages. (Table 1 lists some recent 
cases).

The Difficulties of Getting it Right

The clinical trial billing process can be 
ineffective and potentially non-compliant 
in the best circumstances and even in the 
most well-run research organizations. 
There are many reasons why getting it 
‘right’ is difficult. A significant cause of 
the challenges relates to the multitude of 
stakeholders that must touch the process. 
This leads to multiple hand-offs and/or 
interfacing with research management 
systems that are not equipped to 
sufficiently support clinical trial billing. 
Moreover, clinical trial patients are often 
not identified in registration and/or 
billing systems and because research is 
decentralized, principal investigators and 
clinical research associates often pursue 
or develop ‘workarounds’ so they can 
function independent of the organization 
in order to meet their own internal 
standards for timeliness. Cutting corners 
may save time but it is almost certainly at 
odds with an organization’s compliance 
objectives.

Research operations are often separate 
from the billing departments in many 
healthcare organizations, thus requiring a 
strong technology system to link the two, 
including development of strong lines 
of communication. Research operations 
can be multifaceted even in the best of 

organizations. But, by disregarding these 
often disparate processes you may well 
find your organization undergoing more 
frequent audits, the increased risk of 
having to deal with corporate integrity 
or compliance agreements, facing fines, 
or even responding to negative publicity 
for the institution. Almost certainly these 
risks will also include career damage 
for investigators associated with non-
compliant practices.

The process(es) can become derailed 
at numerous junctures. Operationally, 
an organization can find determining 
which charges to bill to whom and when 
to bill (segregation of charges); patient 
registration; charge capture; ‘scrubbing’ 
of bills and invoices; and training of staff 
to be most challenging. It is clear that a 
complex and integrated infrastructure 
is necessary to manage the process flow 
an organization needs to in order to 
implement compliant billing controls. 

Financial management of clinical research 
projects which includes budgeting; cost 
analysis of clinical trial agreements; 
accounting for payments; and supporting 
collections within the cash management 
practices can be exasperating for someone 
unsure about the process that is in place. 
Additionally, residual balances from 
clinical trials need to be clearly assessed, 
including establishing a hospital policy to 
clarify the handling of any monies over 
a certain agreed-upon amount. Clinical 
trial billing is cumbersome and there 
are many opportunities in the process 
to make mistakes. The keys to reducing 
risks are coordination, communication, 
and culture. This starts with a well-
established procedure and clear 
delineation of duties. 

Billing Process Challenges
The clinical trial billing process is a 
detailed continuum of activities. These 
activities include pre-trial planning; 
contracting; registration; in-study 
management; billing and study closeout. 
Attention to each aspect of the process 
and specifying accountability for 

work flows is critical to the success of 
the continuum. All parties that help 
effectuate these activities play a key 
role and each person can, ultimately, 
contribute (positively or negatively) 
to the final outcome for claims sent 
payors. Regardless of the tools, 
policies, templates, forms, or threats 
of punishment, compliant clinical trial 
billing still depends upon well-trained 
attentive people. Unfortunately, those 
(e.g., clinical research coordinator, 
research nurses, program administrators) 
who are already over-burdened with 
administrative responsibilities often 
end up being the ones in the cross-hairs. 
Getting these people to make the correct, 
compliant decision at various points in 
the process continuum each and every 
time is the biggest challenge of clinical 
trial billing. Communication is, therefore, 
essential.

To address these challenges, many 
organizations have developed tools, 
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templates, work flows, and standard 
forms they depend upon to make the 
process operate more successfully. 
Among the primary tools organizations 
use are Medicare coverage analyses 
that are prepared by competent 
research and billing personnel; clinical 
trials registration documentation for 
every trial opened in the organization; 
designated lab order forms with proper 
codes for research; creation of the 
intended billing plan; research encounter 
forms; identifying research subjects 
in the medical record (or creating a 
unique research record); and a careful 
administrative tracking of each patient 
who is a research subject. 

Medicare coverage analyses (MCAs) 
are essential in order to effectively 
manage clinical trial billing. Medicare 
covers certain costs for qualifying and 
‘deemed’ trials. Routine clinical costs 
(i.e., standard of care or usual care 
services) of qualifying clinical trials 
are covered, and the reasonable and 
necessary items and services used to 
diagnose and treat complications arising 
from participation in all clinical trials are 
covered under Medicare the according 
to CMS’s guidelines. A qualifying trial 
must explicitly describe its intent to study 
a Medicare benefit (a covered service), 
have therapeutic intent (not designed 
to test toxicity), and enroll diagnosed 
beneficiaries, not healthy volunteers. 

‘Deemed’ trials include trials funded by:

NIH (National Institutes of Health). •	

CDC (Centers for Disease Control). •	

AHRQ (Agency for Healthcare •	
Research & Quality). 

HCFA (Health Care Financing •	
Administration). 

DOD (Department of Defense). •	

VA (Veterans’ Administration). •	

Centers/groups funded by the •	
above.

Also included are trials conducted under 
an IND (Investigational New Drug) 
application reviewed by the FDA and 
all IND-exempt trials (Phase II Trials). In 
order to decide whether a trial is funded 
or not and covered as a clinical trial, you 
must perform an MCA. This includes 
many steps and requires that a qualified 
person review the National Coverage 
Decision and other local coverage 
determinations for each procedure 
listed in the study. For each study the 
principal investigator must decide 
what the standard of care (or usual and 
conventional care) is for the issue being 
studied and stick to that standard for the 
duration of the trial. Determining and 
building a billing grid within an MCA 
and making sure it is signed-off-on as 
being correct and followed is integral 
to the clinical trials billing process 
and certainly contributes to compliant 
management of research. (See Table 2). 

Opening a Study
There should be a formal mechanism in 
place to alert the appropriate personnel 
that a study is opening and that a patient 
is going on-study for charging purposes. 
‘Flagging’ of a subject can sometimes 
be the most difficult part of evaluating 
whether charges can post to their study 
account or not. These flags can serve as 
triggers to billing personnel to either hold 
or scrub bills before they drop from the 
billing system. This provides a safety net 
so that patient care charges associated 
with research studies can be reviewed and 
routed to the correct account or payor. 
Flags can be attached to studies (i.e., any 
enrollee associated with a specific study 
number has their bill ‘held’ subsequent 
to his/her encounter or episode of care). 
Flags can also be attached to patients 
(i.e., any charges for tests or procedures 
associated with a patient—study related 
or not—are held). Flags can be attached 
to the visit (i.e., all charges for tests or 
procedures associated with a specific visit 
are held).

Establishing Identification 
Capability
To create custom communication 
solutions, departments can develop 
mechanisms for identifying research 
patients. Some organizations have found 
their ability to identify patients to be 
problematic. Various organizations 
have developed specialized order 
forms to identify their research subjects. 
Others have designated staff whose 
sole responsibility is to provide a clear 
sense of possible financial obligations 
to the potential research subject and to 
explain the informed consent section 
of the study related to costs which may 
become the patients’ responsibility. Other 
organizations have found that having 
separate test/procedure requisitions can 
be helpful, but this duplicates effort on 
many fronts. However, finding a way 
to know which patients are receiving 
treatment related to a clinical trial must 
be done in order to have a compliant 
billing process. A process for flagging 
patients, studies, or visits can help avoid 
mis-charging procedures to the subject’s 
account and can eliminate improper 
billing to Medicare and insurance 
providers. Whatever process works best 
for your organization is vital to your 
success. 

Other tools that can help to properly 
identify study patients and charges 
include laminated cards, color coded 
scripts, query-ready databases, 
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newsletters and updates and a User-
friendly help-desk within your Clinical 
Research Office that is on-call for all 
questions when the patient presents for 
care. 

It is critical that an effective system of 
reconciliation/monitoring is employed 
to ensure that research-only charges are 
not billed to payors. Performing periodic 
account reconciliations will help, but 
coordination among all parties will 
be the crucial piece to any successful 
achievement in the multifaceted world of 
billing compliance. 

Communicating Expectations
Finally, improving and clarifying your 
policies will facilitate a comprehensive 
process for achieving clinical trial 
billing compliance. As with any policy 
enhancement effort, it is crucial that the 
expectations described in your healthcare 
organization’s policies are effectively 
communicated to relevant stakeholders. 
It will also contribute to an improved 
understanding of the process and 
accountability among those engaged in 
research. Policies can outline the ‘rules 
of engagement’ and help principal 
investigators and their study teams to 
better appreciate the role they play in 

initiating the clinical trial billing process. 
Importantly, policies and procedures 
must apply to all departments and 
personnel involved in clinical trials and 
provide a clear statement of everyone’s 
responsibility. Policies should help 
identify who must understand coverage 
principles and undertake the billing 
compliance analysis before the study 
begins.

To effectively communicate the contents 
of policies, organizations must have 
effective staff training that gives clear 
direction on roles and responsibilities and 
which create standards for performance 
and provides adequate staffing and 
central support for the study. Your 
organization should make it very clear 
that the principal investigator (PI) is 
ultimately accountable for all aspects 

of the study and that he/she needs to 
understand the billing compliance piece 
of clinical trials. It is important to create 
communication pathways throughout the 
process so the PI and his/her staff can 
ask questions on any aspect of the entire 
process. 

Conclusion

Billing patient care services associated 
with clinical trials should not be taken 
lightly in your organization. Make it 
a priority of your management and/
or compliance work plan. Meet with 
your executive leadership and help 
them to better appreciate the risks 
and benefits of compliant billing. By 
cultivating internal champions within 
the clinical research process who support 
the complex and difficult management 
process, your objective for becoming more 
compliant becomes more achievable. 
Ultimately, successful organizations are 
able to ingrain billing compliance and 
the importance of optimized billing 
processes into the organizational culture. 
By doing so, the investments needed to 
achieve these compliance objectives are 
more likely to be made and the ideal 
of compliant clinical trial billing can be 
realized. NP
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It is not the brains that matter most, but that which guides them— 
the character, the heart, generous qualities, progressive ideas.

~ Fyodor Dostoevsky


