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In recent years, there has been a 

steady trend of increased enforcement 

and monitoring of clinical research.  The 

government has invoked laws aimed at 

health care fraud to ensure the integrity 

of research projects and the proper use 

of federal grants.  Research subjects and 

their families have fi led claims alleging 

fraudulent conduct in clinical research 

and have received signifi cant monetary 

compensation from defendant institutions, 

hospitals, and principal investigators.  

While there often is cross-over among the 

different types of conduct that constitute 

fraud and abuse in the research context, 

such conduct generally falls into one of 

two categories: fi nancial misconduct and 

misconduct associated with human subject 

protection.  This article will focus on 

fi nancial misconduct in clinical research, 

the authority bearing on misconduct in 

the clinical research setting, the arsenal 

of enforcement tools at the government’s 

disposal, and the sanctions and implications 

that follow.  This article will also highlight 

key risk areas, and provide suggestions for 

addressing them.

Why Worry?

Leaders of research institutions and 

hospitals servicing research subjects, 

principal investigators, research 

administrators, and others involved in 

clinical research may question whether 

they need to worry about clinical research 

fraud and abuse, at least as compared 

to other competing compliance and 

operational demands.  Indeed, they should.  
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Enforcement authorities are vigilantly 

monitoring research fraud and abuse.  For 

example, in its 2005 Work Plan, the U.S. 

Department of Health and Human Services 

Offi ce of Inspector General (“OIG”) 

indicated that it would continue to work 

with the Department of Justice (“DOJ”) 

to pursue cases against federal grant 

recipients, and would evaluate the extent to 

which drug, biologic, and device applicants 

monitor their clinical investigators for 

confl icting fi nancial interests.  In 2003 

and 2004, the DOJ together with the 

OIG and the Offi ce of Research Integrity 

pursued cases against several universities 

for alleged mismanagement of grant funds, 

resulting in settlements ranging from 2.6 to 

5.5 million dollars.  In a number of cases, 

the OIG has required research institutions 

to enter into institutional integrity 

agreements which, like corporate integrity 

agreements used in many health care fraud 

cases, impose mandatory compliance 

infrastructure changes, documentation, 

auditing and training requirements that 

require signifi cant institutional resources to 

implement.  At a recent industry conference 

on research compliance, representatives 

from the United States Attorney’s Offi ce 

from the Eastern District of Pennsylvania 

confi rmed the DOJ’s focus on fraud and 

abuse in research, including fi nancial 

misconduct. Jim Sheehan, Associate United 

States Attorney for the Eastern District of 

Pennsylvania, predicted “a new world for 

research compliance” and suggested that 

researchers, research institutions, hospitals 

and others involved in research “ramp up 

now,” adding that there is “no room to say 

‘We don’t care.  We don’t have to.’”

Of additional concern is the 

government’s invocation of the False Claims 

Act for research fi nancial misconduct, 

which inserts squarely within the research 

arena the ominous threat of qui tam, or 

whistleblower, actions.  Under the False 

Claims Act individuals with evidence of 

fraud against a federal or state government 

may sue on behalf of the government.  If the 

government intervenes in the lawsuit, the 

whistleblower may receive up to 30 percent 

of the government’s recovery.  This creates 

a signifi cant incentive for disgruntled 

researchers, current or former employees, 

or competitors to bring whistleblower 

actions.  

Besides civil and criminal fi nes, other 

penalties may include loss of government 

research funding or debarment and 

exclusion from participation in federal 

health care programs. In addition, 

problematic trials that manage to avoid 

scrutiny from the federal government may 

still be the subject of investigation by State 

Attorneys General, who in some states have 

focused on misconduct associated with 

clinical trials.

Another reason to watch this area 

and worry is that fraud and abuse is 

becoming more widespread as competition 

and profi tability increase in the research 

industry.  Some industry speakers have 

estimated that 40 billion dollars a year 

is generated by research in academic 

institutions. This substantial potential for 

income, and the vigorous competition 

that results, can be a powerful incentive 

to engage in misconduct in varying ways 
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and degrees.  Some studies suggest that 40 

to 50 percent of researchers are aware of 

misconduct, but have not reported it.

Types of Financial Misconduct

Several aspects of the clinical trial 

process lend themselves to fraud and abuse 

concerns.  For example, the task of research 

grant management is fertile ground for 

fi nancial misconduct.  With the receipt of 

grant funds comes the responsibility of 

accurately reporting time and effort spent 

on the grant, properly accounting for and 

compensating the individual researchers 

involved, and properly allocating grant 

funds to only those items and services and 

overhead costs related to the grant.  Errors 

in any one of these areas are problematic 

and can lead to serious repercussions, as 

discussed above.

A second area in which fi nancial 

misconduct concerns arise is confl icts of 

interest.  While confl icts of interest are 

often associated with fraud and abuse as 

they relate to human subject protection, 

they also bear on fi nancial fraud and abuse 

concerns as a result of confl icts of interest 

reporting requirements.  Where funding is 

conditioned in part on compliance with 

confl ict of interest reporting, inaccurate 

reporting can lead to accusations of fraud 

and abuse in obtaining grant money.  

Failure to disclose confl icts of interest 

has also led to claims in private lawsuits 

alleging breach of fi duciary duty and lack 

of informed consent.  Inadequate, or 

the absence of, policies and procedures 

to manage individual and institutional 

confl icts of interest are of concern and 

heighten the risks in this area.

Another minefi eld for fraud and abuse 

relates to the payment for items and services 

by federal health care programs and related 

referrals.  In the research context, fraud 

and abuse issues arise concerning the 

delineation between routine costs that are 

payable by Medicare for qualifying trials 

and research costs that may not be billed 

to Medicare; the disposition of residual 

grant funds that remain after a trial has 

concluded; and payments for referrals and 

self-referrals.  Recent settlements involving 

such high-profi le institutions as the New 

York University Medical Center, which 

allegedly overcharged and double-billed 

Medicare for services provided to Medicare 

patients in research studies, attest to the 

challenges associated with distinguishing 

among the various charges in clinical trials 

and the need to establish billing practices 

that facilitate compliance.

Relevant Laws and Authorities

 

 There is a variety of mechanisms 

that the government can use to pursue 

researchers, research inst itut ions, 

hospit a l s ,  resea rch sponsors  or  

others suspected of fi nancial research 

misconduct.  Perhaps the most frequently 

used enforcement tool in research fraud 

and abuse cases is the False Claims Act (31 

U.S.C. § 3729 et seq.) due to the statute’s 

potentially broad reach and range of 

conduct that it encompasses.  Primarily 

enforced by the DOJ, the Act provides 

for treble damages, civil penalties of up to 

$11,000 per claim and potential exclusion 

from Medicare and Medicaid, in any case 

where a person knowingly submits or 

causes to be submitted to the government 

a false or fraudulent claim or statement 

for payment or approval.  Liability may be 

imposed on individuals and corporations 

even in the absence of actual knowledge, 

meaning that reckless or deliberate 

ignorance of the truth or falsity of a claim is 

actionable.  For example, lack of reasonable 

compliance measures in place to detect or 

prevent false claims could be considered 

reckless or deliberate ignorance of the truth 

or falsity of erroneous claims submitted 

to the government.  Whistleblowers and 

the government have invoked the False 

Claims Act to challenge fi nancial research 

misconduct in the form of violations of 

confl ict of interest disclosure requirements, 

false certifi cations in grant applications 

regarding investigators’ credentials or 

involvement in a study, erroneous time 

and effort reporting, failure to completely 

disclose funding sources, and cost report 

fraud.

 The National Coverage Decision 

issued by the Centers for Medicare and 

Medicaid Services on September 19, 2000 

(“NCD”), which establishes parameters 

for Medicare coverage of certain routine 

study costs, also bears on fi nancial 

misconduct in clinical research.  As a 

result, individual providers and institutions 

involved in research must be meticulous 

about billing Medicare for research-related 

costs and properly allocating such costs, 

at the risk of False Claims Act liability for 

noncompliance. 

Additionally, principal investiga-tors 

and institutions that receive compensation 

for their participation are subject to confl ict 

of interest requirements found in several 

federal regulations and guidances, and in 

many cases are also subject to the federal 

Anti-Kickback Statute and its associated 

regulations (42 U.S.C. § 1320a-7b(b) and 

42 C.F.R. § 1001.952).  The Anti-Kickback 

Statute prohibits any person from 

knowingly and willfully offering, paying, 

soliciting or receiving remuneration in any 

form in return for the referral of patients 

for, or the recommending or arranging of, 

the purchase, lease or ordering of items or 

services covered by a federal health care 

program. Satisfying all of the required 

elements of one of the statute’s safe 

harbors will protect certain arrangements 

from prosecution under the statute, but 

conduct outside a safe harbor will be 

analyzed on a “facts and circumstances” 

basis. Violators are subject to criminal and 

civil penalties and program exclusion.  One 

example of an arrangement in the clinical 

research arena that raises anti-kickback 

issues is the provision by a sponsor of 

excessive recruitment or other fees not tied 

to specifi c, budgeted items. Also, suspect 

are clinical trial payments in excess of fair 

market value to a principal investigator, 

institution, or hospital resulting in residual 

balances.  State anti-kickback, self-referral, 

and applicable consumer protection 

laws may also provide authority for 

governmental or civil actions.

The physician self-referral, or Stark 

Law, (42 U.S.C. § 1359nn) is another 

potential enforcement tool to address 

research fraud and abuse involving 

physician investigators.  Stark prohibits 

a physician from referring a Medicare 

or Medicaid patient for certain services 

to an entity with which the physician 

(or an immediate family member) has a 

fi nancial relationship, unless an exception 

is satisfi ed.  Payments associated with 

clinical research qualify as a “fi nancial 



18     New Perspectives Spring 2005Association of  Healthcare Internal Auditors Spring 2005     New Perspectives     19Association of  Healthcare Internal Auditors

relationship.”  Violations can result in civil 

monetary penalties of up to $15,000 per 

service, as well as program exclusion.

Other less used but equally 

troublesome enforcement tools include the 

Civil Monetary Penalties Law that imposes 

sanctions for, among other things, false or 

fraudulent claims (42 U.S.C. § 1320a-7a) 

and offering inducements to Medicare 

or Medicaid benefi ciaries to infl uence 

their selection of a provider, practitioner, 

or supplier (42 U.S.C. § 1320a-7a(a)(5)). 

In addition, a criminal statute amended 

by the Health Insurance Portability and 

Accountability Act of 1996 (known as 

“ HIPAA”) provides for fi nes and/or 

imprisonment related to false statements 

made in connection with the delivery 

of or payment for health care benefi ts 

provided under not just public, but also 

private programs or plans (18 U.S.C. § 

1035). Last but not least, researchers and 

pharmaceutical manufacturers have been 

charged under federal mail and wire fraud 

statutes, convictions of which can result 

in prison sentences of up to 20 years (18 

U.S.C. §§ 1341 and 1343).

Risk Areas to Watch and Steps to 

Address Them

While covering all of the pitfalls 

that researchers and sponsors are subject 

to is beyond the scope of this article, 

we highlight several risk areas below 

and provide suggested risk mitigation 

strategies.

Routine v. Study-Covered Costs

As discussed above, a key challenge 

in the clinical research area is the proper 

allocation between routine costs covered 

by Medicare and those costs that cannot 

properly be billed to Medicare because 

they are not Medicare-covered costs, 

are not part of a qualifying trial, or are 

paid for by another party, such as a 

pharmaceutical company sponsoring the 

research.  Prior to the issuance of the 

NCD in 2000, it was easier to segregate 

clinical trial costs from Medicare-covered 

patient care services because Medicare 

strictly prohibited reimbursement for any 

services provided to benefi ciaries as part 

of a clinical trial.  In many ways, it is not 

interpretation of the NCD itself, but rather 

the operational impediments associated 

with implementation of the NCD, that 

pose the greatest challenge.  

 The diffi culty of properly segregating 

routine costs from research-covered costs 

is exacerbated by the lack of information 

technology (IT) solutions that adequately 

address the need to appropriately segregate 

research-related costs associated with 

individual protocols.  Consequently, 

researchers, research institutions, hospitals 

and others involved in clinical research 

have had to develop resource-intensive 

“work arounds.”  In the worst-case 

scenarios, no alternative process has been 

developed to address the problem.  Due 

to IT limitations and the uniqueness of 

each protocol in terms of what may be 

deemed routine versus research-related 

costs, in many cases ultimately someone 

familiar with the study (such as the study 

coordinator) will need to review manually 

the bills for each study to ensure that the 

charges are allocated properly.

 Despite these challenges, 

researchers and research organizations 

can minimize the risk of billing errors by 

developing a clearly defi ned operational 

process to which every new research protocol 

is subject.  This includes and begins with a 

system for identifying research patients, such 

as developing special invoices or system IT 

codes that can be inputted at registration 

or by the study coordinator to fl ag research 

patients. Once developed, the process should 

be communicated to and followed by all key 

individuals involved with the study or study 

bills.  

 One billing process approach is to 

require that every study be reviewed by 

a designated study team whose objective 

is to oversee and execute the study’s 

“billing plan.”  The team should include 

key individuals such as the principal 

investigator, study coordinator, and 

representatives from fi nance, patient 

billing, and patient registration, as 

appropriate.  The team should create a 

preliminary budget by identifying the 

specifi c services or types of services 

covered by the sponsor (i.e., administrative 

and investigational but not routine medical 

care), as well as those treatments covered 

by Medicare, Medicaid, and commercial 

payors, calling on medically qualifi ed 

individuals for guidance, if necessary.  The 

budget should then be negotiated with the 

sponsor, and the study agreement should 

be reviewed carefully to ensure details of 

the negotiated budget are refl ected in the 

agreement.  Agreements that provide for 

lump sum payments that are not linked 

to specifi c costs should be discouraged 

to avoid allegations of payment for 

referrals (see discussion below) or that 

the lump sum payments cover costs for 

services billed to Medicare.  The same 

concerns arise with residual balances.  All 

budgetary concerns should be addressed 

before the study commences.  The study 

team should consider drafting specifi c 

billing instructions for distribution to 

individuals and departments who will be 

affected, and should establish standards for 

adequate documentation to support billing 

practices.  

In addition, the value of open 

communication cannot be underestimated, 

and frequent contact among coders, billers, 

admitting staff, research administrators, 

members of the Internal Review Board 

(“IRB”), and investigators should be 

encouraged.

It might also be helpful to designate an 

individual with administrative responsibility 

for overall management and coordination 

of the clinical trial billing process, 

separate and apart from the study team 

and personnel responsible for submitting 

charges to sponsor accounts and payors.  

Finally, entities involved with clinical 

research billing should ensure random 

audits are conducted periodically by 

objective personnel, such as internal 

auditors or third-party advisors, to ensure 

compliance.

Grant Oversight and Management

A second risk area for providers 

and entities involved in clinical research 

is proper grant fund accounting, 

administration, and management.  Any 

recipient of federal dollars that fund 

clinical research needs to carefully monitor 

the allocation of and documentation 

regarding such funds.  The grant offi ce 

or other departments or individuals who 

oversee the grant application process need 

to ensure that only qualifi ed persons who 

will actually work on the grant are listed, 
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and that all data submitted in support of 

the application are accurate.  In addition, 

compliance with fi nancial confl ict of 

interest disclosure requirements, if any, is 

essential.  Once grant funds are awarded, 

strict adherence to Offi ce of Management 

and Budget (“OMB”) circulars, Grant 

Policy Statements (if applicable) and policies 

and procedures addressing cost allocation, 

cost transfers, and expenditures of funds 

is necessary.  Grant progress reports 

should include all necessary disclosures, 

including changes in personnel, changes 

in objectives of the research, and accurate 

statements regarding the amount of data 

collected.

As discussed above, time and effort 

reporting has recently been the focus 

of numerous investigations involving 

major universities that allegedly failed to 

implement adequate internal controls and 

consequently overstated time spent on 

federally sponsored projects.  Researchers 

and research entities should make sure that 

consistent procedures are in place for the 

calculation and submission of time and 

effort reports.  Administrators should also 

establish and enforce deadlines by which 

time and effort reports must be submitted, 

to ensure that there is ample time to 

compare the reports to approved funding 

levels under the study agreement or grant, 

as well as to the actual payroll distribution.  

It is essential to implement internal policies 

and procedures and ensure adequate checks 

and balances in order to mitigate fraud and 

abuse concerns in this area.

Finally, researchers and research sites 

should bear in mind that grant management 

responsibilities often continue even after 

a study concludes.  In many instances, 

unused funds must be returned to the 

grantor, and legal challenges can result 

from improperly paying salaries out of 

residuals or otherwise misusing leftover 

funds.  Grant recipients should make sure 

that the post-study disposition of grant 

funds is closely monitored.

Investigator-Initiated Research

A third risk area is pharmaceutical 

company funding of investigator-initiated 

studies. In this scenario, a physician 

initiates the study of new uses of a drug 

or device, and a pharmaceutical or device 

manufacturer provides funding and/or 

the drug/device for the trial, but is not 

otherwise directly involved in the study.  

Parties involved in these studies can take 

several precautionary measures to reduce 

the risks of fraud and abuse.  

First, the investigator and 

manufacturer should specify the terms of 

the arrangement in a written agreement 

that at a minimum requires the principal 

investigator to obtain approval for the 

study from an IRB and disclaims any 

proprietary interest in the study on the 

part of the manufacturer.  The investigator 

should also prepare an itemized budget 

that separates costs covered by the sponsor, 

costs that can be billed to Medicare, if any, 

and other costs covered by third parties, 

such as commercial payors.  The budget 

should be attached to and incorporated 

into the agreement with the manufacturer, 

and the investigator should agree not to bill 

third parties, including any federal health 

care program, for items or services funded 

by the sponsor.  Lump sum payments to 

physicians that do not link dollar amounts 

to specifi c study costs are suspect, as are 

unitemized payments per study subject 

or percentage of cost payments.  These 

payment structures make it diffi cult to 

ascertain which services are covered by the 

sponsor’s payment and which are not, and 

only enhance the risk that the government 

will be improperly billed for study-related 

services.  The arrangement should be 

fashioned so that there are “no strings 

attached” – all of the parties’ obligations 

and responsibilities should be embodied in 

the agreement and the provision of funding 

should not be conditioned on extraneous 

considerations.  Once the research trial has 

commenced, both parties to the contract 

should maintain appropriate written 

documentation and should ensure that 

there are reasonable monitoring systems 

and checks and balances in place to ensure 

contract compliance.

It is also important that the 

manufacturer’s grant functions and 

marketing functions remain completely 

separate, so that the marketing division 

is not in any way involved with the 

decision to fund a particular investigator 

or institution.  Adequate segregation of 

these functions minimizes the potential 

for allegations that the study is not 

research, but rather a marketing initiative 

or payment to the investigator to prescribe 

or use the manufacturer’s products.  

Anti-Kickback Concerns and Fair 

Market Value

 Another risk area of concern 

is whether salaries and fees paid to 

researchers represent fair market value.  In 

order to mitigate the potential for kickback 

or inducement violations, researchers 

and research sites need to ensure that all 

compensation paid to the investigators 

and research staff is for legitimate research 

services and refl ects fair market value for 

those services.  Compensation without 

these characteristics raises red fl ags, and 

suggests that the study is an inducement 

for physicians to prescribe or purchase, 

rather than a genuine and independent 

scientifi c endeavor.  For example, studies 

that proceed without transmitting results 

to the sponsor’s research component, 

or that are initiated or directed by the 

manufacturer’s marketing or sales agents, 

are inherently suspect.  Compensation paid 

to a physician for conducting this type of 

research will necessarily exceed fair market 

value if the services are of only nominal 

scientifi c value, and can be construed as an 

illegal kickback to the physician.  

 Researchers and research sites 

should also be mindful of post-research 

arrangements with fraud and abuse 

implications.  It is not uncommon for 

physicians to enter into consulting 

agreements with pharmaceutical or device 

manufacturers after a research trial has 

concluded.  The physician may agree to 

attend medical advisory board meetings, 

assist with strategic planning, draft 

study protocols, make presentations and 

reports, or publish articles in exchange for 

compensation for the physician’s travel and 

time.  The propriety of these arrangements 

will depend on the legitimacy of the 

services that the physician is providing 

and the appropriateness of the related 

compensation, but physicians and sponsors 

can take several steps to avoid problems in 

this area.  While it is ideal to design the 

arrangement to comply with the personal 

services safe harbor of the Anti-Kickback 

Statute, it may not be possible in all cases to 

meet the safe harbor’s requirements.  The 
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failure to fi t within an anti-kickback safe 

harbor is not, in and of itself, a violation, 

but the parties may be able to satisfy at 

least some of the safe harbor requirements 

to signifi cantly minimize risks.  Therefore, 

the parties should attempt to satisfy as many 

elements of the safe harbor as possible, but 

at a minimum should always ensure that 

the fair market value requirement of the 

safe harbor is satisfi ed.

Conclusion

The area of clinical research is highly 

regulated and is subject to a complex 

and broad array of governing statutes, 

regulations, guidance and other rules 

making compliance especially challenging.  

The overlay of federal and state laws and 

regulations addressing fraud and abuse 

heightens the risk of severe civil, and 

in some cases criminal, penalties for 

fi nancial misconduct. It is important for 

individual investigators, research sites 

and institutions, as well as the entities that 

sponsor them, to be aware of the numerous 

possibilities for fraud and abuse and the 

steps that can be taken to avoid them.  !
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