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FOCUS ON RECENT FRAUD AND ABUSE 
ENFORCEMENT IN:


●


 


Grant Applications and Use of Grant Funds
●


 


Clinical Research Trials
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CIVIL FALSE CLAIMS ACT (“FCA”) 
31 U.S.C. §3729


●


 


Liability for Certain Acts-Any person who-
knowingly presents, or causes to be presented, to 
an officer or employee of the United States 
Government... a false or fraudulent claim for 
payment or approval;
knowingly makes, uses, or causes to be made or 
used, a false record or statement to get a false or 
fraudulent claim paid or approved by the 
Government; ...
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CIVIL FALSE CLAIMS ACT (cont.) 


●


 


Knowing and Knowingly means:
Has actual knowledge of the information;
Acts in deliberate ignorance of the truth or falsity of 
the information; or
Acts in reckless disregard of the truth or falsity of 
the information.


IMPORTANT NOTE:  No proof of specific 
intent to defraud is required under civil FCA.
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CIVIL FALSE CLAIMS ACT (cont.)


●


 


Sanctions
Up to $11,000 per claim
Treble damages
Potential exclusion from federal healthcare 
programs (Medicare, Medicaid, NIH, etc.) 
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THE QUI TAM PROVISIONS OF THE FALSE 
CLAIMS ACT  (31 U.S.C. §3730) 


●


 


Case brought by a private individual (a “whistleblower”)
●


 


In the name of and in behalf of the United States 
government


●


 


Filed under seal and in camera while the DOJ 
investigates merits for civil or criminal prosecution and 
considers whether to intervene


●


 


In standard case, where government intervenes, qui tam 
relator (plaintiff) receives between 15% and 25%  of the 
proceeds of settlement. (25% to 30% where government 
does not intervene.) ( 31 U.S.C. §3730(d)(1))


●


 


Reasonable attorneys’ fees and costs also recoverable
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WHO ARE THE QUI TAM RELATORS?


●


 


Physicians
●


 


Researchers
●


 


Lab assistants
●


 


Auditors/consultants
●


 


Sales representatives
●


 


University officials
●


 


Disgruntled employees and former employees
●


 


Disgruntled spouses
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FCA CASES IN THE CONTEXT OF 
RESEARCH 


●


 


False certifications in grant applications
●


 


False statements in use of grant funds
●


 


Failure to make complete disclosures
●


 


False statements in reporting use of grant monies or 
research results


●


 


False statements in allocation of costs
●


 


Fraudulent Medicare billing
●


 


Double billing a grant and other federal payment program 
(Medicare)


●


 


Omission of material facts on grant applications
●


 


Failure to disclose industry funding
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WHAT DOES NOT LEAD TO FCA LIABILITY


●


 


Citation of published article
●


 


Statement that is literally true
●


 


Disagreement over scientific methodology
●


 


Scientific errors
●


 


Failure of research system to reveal an error
●


 


Data immaterial to government’s decision to fund 
research


See, United States ex rel. Milam v. Regents of the University of 
California, et al., 912 F. Supp. 868 (D. Md. 1995);  United States ex 
rel. Berge v. Board of Trustees of the University of Alabama, 104 F.3d 
1453 (4th Cir. 1997).
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RELATIONSHIP OF INVESTIGATION BY THE OFFICE OF 
RESEARCH INTEGRITY (“ORI”) TO THE FCA


●


 


Findings of ORI not entitled to preclusive effect in 
FCA case, where ORI did not conduct a hearing and 
parties had no opportunity to litigate the issues.


●


 


Level of intent required for the ORI to proceed with 
an administrative action is intentional falsification, a 
higher level of intent than required under the False 
Claims Act.


●


 


Claim may be actionable under the FCA that is not 
actionable under ORI regulations for research 
misconduct.           (See, Milam case.)
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RELATIONSHIP OF MEDICARE, FDA 
BILLING RULES TO THE FCA


●


 


Prior to submitting claim for payment under 
Medicare or FDA billing rules, be sure claim 
complies with particular rule for specific 
treatment and/or research circumstance


If claim is not in compliance with billing rules, claim 
could be a false or fraudulent claim for payment or 
approval under the FCA 
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RELATIONSHIP OF MEDICARE, FDA 
BILLING RULES TO THE FCA (cont’d)


●


 


Review accuracy of facts and circumstances 
set forth in:


Research application
Medical records of research subjects
Results reported in research trials
If records submitted are not accurate, they could 
be construed as a false record submitted to secure 
a false or fraudulent claim for payment
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ANTI-KICKBACK STATUTE 
42 U.S.C. §1320a-7b(b)


●


 


Whoever knowingly or willfully solicits or receives any 
remuneration (including any kickback, bribe or rebate) 
directly or indirectly, overtly or covertly, in cash or in kind-


in return for referring an individual to a person for the 
furnishing or any item or service for which payment may be 
made in whole or in part under a Federal health care 
program; or
in return for purchasing, leasing, ordering or arranging for or 
recommending purchasing, leasing or ordering any good, 
facility, service or item for which payment may be made in 
whole or in part under a Federal health care program, 
shall be guilty of a felony, fined not more than $25,000 or 
imprisoned for not more than 5 years or both.
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POTENTIAL KICKBACKS IN 
CLINICAL RESEARCH


●


 


Award of clinical trial to Key Opinion Leader or Top 
Prescriber


Does funding encourage investigator to prescribe drug 
or device being tested?
Was this the intent?


●


 


Payments to researchers/recruiters or subjects of the 
study inconsistent with fair market value for services 
rendered and/or costs


●


 


Seeking of reimbursement for clinical supplies or 
devices
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ADDITIONAL AREAS OF KICKBACK RISK


●


 


Payment of consultants, speakers above FMV 
for services rendered or speaking 
engagements


●


 


Providing value to influence research, 
expenditures, reporting, other


Free travel
Fine dining
Free tickets to sports, theatre, golf and other 
country club outings
Other items of value
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USE OF THE FALSE CLAIMS ACT 
TO ENFORCE  RESEARCH GRANT 


ACCOUNTING RULES
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●


 


Indictment of Former Dean, University of 
Louisville


On October 22, 2008, a former Dean from the 
University of Louisville and a colleague were 
indicted on charges of conspiracy to commit 
money laundering, mail fraud and tax evasion for 
allegedly taking a total of $2.3 million in grant 
funds from the University of Rhode Island. In 
furtherance of the scheme, a non-profit 
organization was created for the purpose of 
siphoning off grant funds. 
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●


 


Settlement of False Claims Act case by officials from 
cancer research institute in New York state 


On January 11, 2007 the former President, officers and 
directors of a cancer research institute settled for $3.2 
million a case alleging misuse of federal grant funds 
involving fraudulent requests for reimbursement seeking 
payment for expenses not related to the terms of the 
grants.  Both outside auditors and financial services 
providers paid significant amounts for civil claims arising 
from their advice to the institute. In 2008, Institute CFO 
entered into a plea agreement after admitting he lied to 
federal agents during the investigation.
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●


 


St. Louis University School of Public Health 
settlement of False Claims Act case


The whistleblower, former Dean of St. Louis 
University School of Public Health, filed suit in May 
2005 alleging that faculty from the school 
overstated their time spent on grants from the 
CDC, and this resulted in the inflation of 
supplemental income to these faculty members 
through the grants. In July 2008, the School paid 
$1 million and agreed to yearly auditing to settle 
the case. 
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●


 


Cook County Hospital settled False Claims Act case by 
former investigator


Hospital and an associated non-profit institute paid $5.5 
million to settle a 1997 qui tam action alleging that they 
submitted false claims under a research grant from National 
Institute on Drug Abuse. False claims alleged included 
inflation of number of research subjects (“ghost subjects”) 
and misrepresentation about randomization of the study.  In 
related case, the United States Supreme Court determined 
that the local county government, which received the federal 
funds, can be sued in a qui tam action under the False 
Claims Act. Cook Co., Illinois v. United States ex rel. Janet 
Chandler, 538 U.S. 119 (2003).
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●


 


Yale University settles False Claims Act and common law 
claims for $7.6 million


Included in the allegations in this case were assertions that 
from 2000 to 2006, Yale researchers allegedly transferred 
costs to federal grant accounts to which the costs were not 
allocable. It was alleged that this was done rather than 
returning the funds to the government, as the grants were 
near expiration and monies remained in the accounts. 
Researchers also allegedly submitted reports showing 
100% time charged to the federal grants when the 
researchers were actually spending time on work not 
related to the grant that they would not otherwise have been 
paid for. The case was settled in December 2008.
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CLINICAL TRIAL BILLING
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CMS Issues Clarification of Medicare Payment for Routine 
Costs in a Clinical Trial (Sept. 29, 2008; revised Jan. 7, 2009)


(http://www.cms.hhs.gov/MLNMattersArticles/downloads/SE0822.pdf)


●


 


Payments for routine costs in a clinical trial are outlined in 
Chapter 16, Section 40, of the Medicare Benefit Policy 
Manual


Medicare Standard:  Medicare will not pay for services or items 
provided freely, which no one has a legal obligation to pay for 
or provide. 
OIG has advised that Medicare allows hospitals to  waive 
collection of charges to uninsured patients of limited means  
and this will not violate the Anti-Kickback Statute. Nonetheless, 
waivers of co-pays must be carefully reviewed and justified.
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Research Sponsor Payments for Routine Costs in 
Clinical Trials Must be Analyzed in Conjunction with 


Payments to Medicare Beneficiaries


●


 


If research sponsor agreement provides that sponsor will pay 
for routine costs if there is no reimbursement from patient or 
insurer, Medicare payment cannot be made, and beneficiary 
cannot be charged.


●


 


Research sponsor may pay for routine costs for indigent non- 
Medicare patients based on financial need. If this payment is 
made, Medicare beneficiary may be charged, if all other 
patients are charged (whether their insurance pays or not).


●


 


Research sponsor may pay for Medicare co-payments and 
deductibles in clinical trials, but this possibly could pose fraud 
and abuse problems.
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OIG Advisory Opinion 8-11 
(Sept. 17, 2008) 


Issue: Whether cost-sharing obligations for Medicare beneficiaries 
participating in a federally sponsored clinical trial could be 
waived without a violation of the fraud and abuse laws (in 
particular, the Anti-Kickback Statute)?


Response: Yes, in spite of the OIG’s general dislike of blanket waivers.


Analysis: All OIG Advisory Opinions are limited to the particular facts 
and circumstances of the case presented, and cannot be 
relied upon by any other than the parties requesting the 
opinion. In this case of a long-term randomized controlled 
trial, both CMS and NIH sponsored the research and closely 
monitored the trial, there was no specific industry 
involvement and the cost-sharing waiver could enhance the 
likelihood of success of the trial.
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Overview
• HIPAA Privacy
• FDA standards differ from CMS 


standards
• Understanding 2007 CMS Clinical Trial 


Policy
– Qualifying Trials
– Routine Costs 
– Coverage with Evidence Development
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Overview (contd.)
• Registration with www.clinicaltrials.gov 


under FDAAA 2007
• Risk Areas 
• Enforcement Trends and Compliance Tips



http://www.clinicaltrials.gov/
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Brief HIPAA Privacy Overview for 
Clinical Research


• The Privacy Rule permits a covered entity to use or disclose PHI for 
research in certain cases, including:


• If the subject of the PHI has granted specific written permission through an 
Authorization that satisfies section 45 C.F.R. 164.508


• For reviews preparatory to research with representations obtained from the 
researcher that satisfy section 45 C.F.R. 164.512(i)(1)(ii) 


• For research solely on decedents’ information with certain representations 
and documentation obtained from the researcher that satisfies section 45 
C.F.R. 164.512(i)(1)(iii) 


• If the covered entity receives appropriate documentation that an IRB or a 
Privacy Board has granted a waiver of the Authorization requirement that 
satisfies section 45 C.F.R. 164.512(i)


• If the information is released in the form of a limited data set, with certain 
identifiers re-moved and with a data use agreement between the researcher 
and the covered entity, as specified under section 45 C.F.R. 164.514(e)
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Brief HIPAA Privacy Overview for 
Clinical Research


• Additional resources available at HHS 
Office of Civil Rights Web Site:
– http://www.hhs.gov/ocr/privacy/hipaa/understanding/s 


pecial/research/
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Clinical Trial Strategy 
FDA and CMS Regulatory Expectations


• 1976 Medical Device Amendments – FDA risk-based regulation 
of devices
– Premarket Approval (“PMA”) for Class III (highest risk) devices: 


“reasonable assurance of safety & efficacy”                                    
– Premarket Notification for Class I and II devices: “Substantial 


equivalence” to a device already marketed
• Social Security Act Section 1862(a)(1)(A) – CMS National 


Coverage Decision
– Determination on a national level of items and services that are 


“reasonable and necessary”
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• FDA “reasonable assurance of safety and efficacy” determination does not 
equal:
– CMS determination of “reasonable and necessary” under Section 


1862(a)(1)(A) of Social Security Act
– CMS determinations can differ from the FDA-approved labeling 


• CMS permits certain off-label coverage and reimbursement as well:
– drugs prescribed for “medically accepted uses” supported in 


recognized compendia
– For example, investigational drugs that have received an FDA 


reviewed IND application or are IND exempt, or IDE devices


•


Clinical Trial Strategy: 
FDA and CMS Regulatory Expectations
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Highlights of Revised Medicare 
Clinical Trial Policy


• Revised Medicare Clinical Trial Policy issued 
October 17, 2007


Minor revisions of original 2000 Medicare 
Clinical Trial Policy 


Clarification of payment for “routine” costs that are 
studied (investigational item or service) in a clinical trial
Added Coverage with Evidence Development (CED) to 
Medicare Clinical Trial Policy
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Revised Medicare Clinical Trial Policy
• Medicare will cover routine cost of qualified clinical trials, 


including:
– Deemed clinical trials
– Clinical trials that have certified (by principal investigator) 


that they meet qualifying criteria
– Clinical trials required under National Coverage 


Determination process 
(* new coverage)
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Revised Medicare Clinical Trial Policy
Routine costs include:
• all items and services that are otherwise generally covered by 


Medicare (e.g., conventional care)
– items and services covered by Parts A, B
– items and services not otherwise excluded by statute (e.g. 


cosmetic items) or excluded under national coverage 
decision (i.e., noncoverage decision)


• investigational item or service itself if Medicare would 
“[cover] outside of the clinical trial”
(* new clarifying language)
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Revised Medicare Clinical Trial Policy
Routine costs also includes:
• Conventional patient care covered by Medicare, including 


medically reasonably and necessary care arising from use of 
the investigational item or service


• Items or services used to administer the item or service studied 
(e.g. administration of experimental drug or implantation of 
experimental medical device)


• Clinically appropriate monitoring or prevention of 
complications from clinical trial
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Revised Medicare Clinical Trial Policy
Routine Costs DO NOT include:
• The investigational item or service, itself, unless 


Medicare would cover outside of trial; 
• Items and services for which there is no benefit 


category; 
• Items and services, which are statutorily excluded; 
• Items and services for which there is a national non- 


coverage decision; 
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Revised Medicare Clinical Trial Policy
Routine Costs DO NOT include (contd.):
• Items and services provided solely to satisfy data 


collection and analysis needs and that are not used in 
the direct clinical management of the patient (e.g., 
monthly CT scans for a condition usually requiring 
only a single scan); 


• Items and services customarily provided by the 
research sponsors free of charge; and 


• Items and services provided solely to determine trial 
eligibility
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Revised Medicare Clinical Trial Policy
Routine costs must be incurred during a qualifying 


clinical trial
I.  Elements of Qualifying Clinical Trial:
• Trial evaluates an item or service in Medicare 


benefit category and is not statutorily excluded
• Trial has therapeutic intent and must not be 


designed exclusively to test toxicity or disease 
pathophysiology


• Trial of therapeutic intervention must enroll 
patients diagnosed with disease rather than 
healthy volunteers; trial of diagnostic intervention 
may enroll health control group of patients
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Revised Medicare Clinical Trial 
Policy


II.  Elements of Qualifying Clinical Trial 
(contd.) 
1. Principal purpose is to test whether treatment will 


improve health outcomes
2. Well-supported by scientific and medical 


information or intended to clarify or establish 
health outcomes of comment treatment 


3. No unjustifiable duplication of existing studies
4. Trial design is appropriate to answer research 


question asked
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Revised Medicare Clinical Trial Policy


II.  Qualified clinical trial (contd.)
5. Sponsored by credible organization or individual 


capable of successfully completing trial
6. Comply with 45 C.F.R. Part 46 HHS human 


subject protection regulations
7. Conduct trial according to appropriate standards 


of scientific integrity







17


Qualification Process for Clinical Trials
Sponsor must:
• Enroll trial at www.clinicaltrials.gov


– Failure to do so may lead to denied claims, and, in worse 
case scenario, government enforcement action to recover 
claims paid


• Notify clinicaltrials@cms.hhs.gov
• Satisfy remaining qualification criteria


– For example, meet any specific coverage criteria 
established by local Medicare contractor


– Medicare contractor discretion unchanged by revised 
Medicare Clinical Trial Policy



mailto:clinicaltrials@cms.hhs.gov





1818


Automatically Qualified or “Deemed” 
Clinical Trials


Deemed Trials: 
1. Funded by:


Agency for Healthcare Research and Quality (AHRQ)
Centers for Disease Control and Prevention (CDC)
Centers for Medicare & Medicaid Services (CMS)
Department of Defense (DOD)
Department of Veterans Affairs (VA)
National Institutes of Health (NIH)


2. Supported by center or cooperative groups 
funded by any of the above agencies
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Automatically Qualified or “Deemed” 
Clinical Trials (contd.)


Deemed Trials (contd.):
3. Trials conducted under an Investigational 


New Drug (IND) application reviewed by 
FDA or IND exempt trials
• 21 C.F.R. 312.2(b)
• Sponsors of IND or IND exempt trial must 


identify trial by email to 
clinicaltrials@cms.hhs.gov
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Investigational Devices Used In 
Clinical Trials


• FDA/HCFA Interagency Agreement Regarding 
Reimbursement Categorization of Investigational Devices 
– September 15, 1995


– Joint Agency Agreement between HCFA and FDA resulted 
in devices being categorized as Category A or Category B


– Medicare would extend coverage to Category B devices 
that are being studied as part of a FDA approved clinical 
trial, but have not been approved for marketing
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Intent of Agreement
• Medicare beneficiaries be assured greater access to 


the latest advancements in medical technology
• May help to improve the quality of clinical studies by 


ensuring that the Medicare patient population is 
included in the studies and the devices are being 
tested on the appropriate patient population


• The change in policy will facilitate enrollment into 
clinical trials


• Clarify Medicare coverage of reasonable and 
necessary medical services during trials for 
investigational devices
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Investigational Devices
• Medicare contractors consider information about the 


device’s use within the context of the FDA-approved 
clinical trial and patient protocols


• Medicare contractors consider whether the device use 
is:
– medically necessary for the particular patient;
– whether the amount, duration, and frequency of 


use or application of the service are medically 
appropriate; and 


– whether the device is furnished in a setting 
appropriate to the patient’s medical needs and 
condition
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Investigational Device Exemption Requests 
Category A


• Unchanged by revised Medicare Clinical Trial Policy
– Category A (FDA Class III or experimental) where FDA 


has not determined device is safe and effective 
– Medicare covers routine costs of qualifying clinical trials 


using IDE Category A devices, on or after Jan. 1, 2005, but 
before Jan. 1, 2010 


– Category A device used in trial is intended for diagnosis, 
monitoring or treatment of an immediately life-threatening 
disease or condition


• Immediately life-threatening disease or condition as “a state of a 
disease in which there is reasonable likelihood that death will occur 
within a matter of months or in which premature death is likely to 
occur without early treatment”


– Category A device is not covered
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Investigational Device Exemption Requests 
Category B


• Category B (FDA Class I, II or III, non-experimental) 
devices have no initial questions about safety or 
efficacy
– usually updates to or evolution of proven technology


• Medicare covers Category B devices if they are 
considered reasonable and necessary, AND if all 
other applicable Medicare coverage requirements are 
met 
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Application for Medicare Coverage of 
Investigational Device


• Providers must furnish Medicare contractor with the 
following information prior to submission of a claim 
for payment: 


• For Category B devices submit
– Copy of FDA approval letter furnished to sponsor
– name of the device (both trade, common or usual and 


classification name)
– action taken to conform to any applicable FDA special 


controls
– narrative description of the device to enable payment 


determination
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Application for Medicare Coverage of 
Investigational Device (contd.)


• Providers must furnish Medicare contractor with the 
following information prior to submission of a claim 
for payment:


• For Category B devices submit (contd.)
– statement indicating how device is similar to and/or 


different from other comparable products, and 
– provider’s protocol for obtaining informed consent from 


clinical trial subjects (informed consent document 
approved by Institutional Review Board)
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Application for Medicare Coverage of 
Investigational Device (contd.)


• Providers must furnish Medicare contractor with the 
following information prior to submission of a claim 
for payment:


• For Category A devices submit
– in addition to the items listed for Category B devices (e.g., 


FDA approval letter etc.) 
– information necessary to review the clinical trial to 


determine whether the device is being used for the 
diagnosis, monitoring, or treatment of an immediately life- 
threatening disease or condition (e.g., the study protocol, 
etc.)
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Application for Medicare Coverage of 
Investigational Device (contd.)


• Application information should be sent to:
– Contractor Medical Director
– Attn: IDE applications


• Providers may bill for either an Investigational 
Device Exemption or a clinical trial, but not both


• Check local Medicare contractor (Fiscal 
Intermediary, Carrier or Medicare Administrative 
Contractor) Policy for specific coding and billing 
guidance
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Coverage with Evidence Development 
Added to Medicare Clinical Trial Policy


• What is Coverage with Evidence Development?
– Medicare coverage conditioned on the collection additional evidence 


(evidence development):
– through National Coverage Determination process
– may be required for items and services used in clinical trials when there 


is some evidence of significant medical benefit, but insufficient 
evidence to support a “reasonable and necessary” determination


– conditional upon meeting standards of patient safety and clinical 
evidence, items and services not otherwise covered


– would be considered “reasonable and necessary” in the context of a 
clinical trial 
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Routine Costs in Clinical Trial Conducted 
Under Coverage with Evidence 


Development


• Routine costs covered 
• Item or service studied is not covered 
• Clinical trial must meet specific requirements 


under Coverage with Evidence Development 
National Coverage Decision


• No guarantee of favorable coverage 
determination at conclusion of clinical trial
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Coverage with Evidence Development


• Coverage with Study Participation 
– requires another clinical trial


• Coverage with Appropriateness 
Determination
– requires data submission to registry


• Medicare coverage of routine costs in 
clinical trial or registry, but administrative 
costs and cost of item or service studied 
generally not covered
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National Coverage Decisions 
Requiring Coverage with Evidence 


Development
• Chemotherapy for Colorectal Cancer (Clinical Trial), NCD 110.17
• Positron Emission Tomography (Fluoro-D-Glucose) (PET (FDG)) for 


Dementia and Neurodegenerative Diseases (Clinical Trial), NCD 
220.6.13


• Home Use of Oxygen in Approved Clinical Trials, NCD 240.2.1
• PET (FDG) for Brain, Cervical, Ovarian, Pancreatic, Small Cell Lung 


and Testicular Cancers (Registry), NCD 220.6.14
• Implantable Cardioverter Defibrillators (ICDs) (Registry or Clinical 


Trial), NCD 20.4
• Artificial Hearts (Clinical Trial), CAG-00322N, May 1, 2008 


(Decision Memo: 
http://www.cms.hhs.gov/mcd/viewdecisionmemo.asp?id=211)
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Medicare Clinical Trial Billing Tips


• Comply with Medical Records Documentation 
Requirements (not required with claim, but 
make available on request)
– Beneficiary records must include trial name
– Sponsor; and 
– Sponsor-assigned protocol number
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Medicare Coverage and Reimbursement 
Tips 


(contd.)


• Medicare Coverage Database and contractor websites 
may contain updated coding and billing requirements:


• For example, effective January 1, 2008:
– CMS is discontinuing QA, QR, and QV, Health 


Common Procedure Coding System Code 
modifiers to identify investigational and routine 
clinical services used in qualifying clinical trials


– Implementation date no later than April 7, 2008
– CMS Transmittal 1418, Change Request 5805 
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Medicare Coverage and Reimbursement 
Tips 


(contd.)
• Q0 - Investigational clinical service furnished in 


qualified/approved clinical trial
– Investigational clinical services are items/services that are 


investigated as an objective within the study
– Q0 replaces 


» QA (FDA Investigational Device Exemption) and 
» QR (item/service furnished in a Medicare specified study)


• Q1 - Routine clinical service furnished in 
qualified/approved clinical trial 


– Routine clinical services 
– Q1 replaces 


» QV (routine care item/service furnished in a qualifying 
clinical trial)
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Medicare Secondary Payer Law
• Medicare Secondary Payer law (42 U.S.C. 


1395y(b)(2)(A)(ii) (amended by MMA § 301(b)(1)): 
“business . . . professional entity ‘deemed’ to have a ‘self- 
insured plan’ if it carries its own risks, whether by failing 
to obtain insurance or otherwise”


• CMS interpretation in April 2004 letter: Statement by trial 
sponsor that it would “pay for medically necessary 
services” for complications related to clinical trial 
considered “insurance” for primary payment responsibility 
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Medicare Secondary Payer Law 
(contd.)


• Medicare is payer of last resort, not clinical trail sponsor, when sponsor 
guarantees payment for patient care arising from clinical trial complications
– No clarification in Revised Medicare Clinical Trial Policy
– Addressed further in MLN Matter SE0822 Revised:


• “If the routine costs of the clinical trial are not billed to indigent non-Medicare patients 
because of their inability to pay (but are being billed to all the other patients in the 
clinical trial who have the financial means to pay even when his/her private insurer 
denies payment for the routine costs), then a legal obligation to pay exists. Therefore, 


Medicare payment may be made …. “


• Requires careful language in trial agreements and in discussions with 
clinical trial participants


• Need CMS or Congress to clarify whether policy reflected in April 2004 
letter is consistent with Congressional intent of Medicare Secondary Payer 
law
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Medicare Secondary Payer Law 
(contd.)


Section 111 of Medicare, Medicaid, and SCHIP Extension Act of 2007
• Potentially creates a reporting obligation for clinical trial sponsor, principal 


investigator, or clinical trial site
– Based on April 2004 CMS letter, clinical trial sponsor who guarantees 


payment for trial-related complications in trial agreement is a guarantee 
of insurance and therefore a self-insured plan that is primarily 
responsible for payment for medical costs incurred to treat injured 
participants for trial complications


– Medicare payment is secondary
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Medicare Secondary Payer Law 
(contd.)


Section 111 of Medicare, Medicaid, and SCHIP Extension Act of 2007
– Requires on or after the first day of the calendar quarter that is 18 


months after enactment of Act (i.e., July 1, 2009)
• Submission of certain information by, or on behalf of applicable 


plans, including self-insurance
– Determination of whether a patient is entitled to Medicare 


benefits 
– Information, including patient identity, and other information 


deemed necessary for coordination of benefits to the HHS 
Secretary 


– Failure to meet reporting requirement is subject to civil monetary 
penalty of $1000 per day of noncompliance 


– Potential prosecution for the submission or causing the submission of 
false claims in violation of federal False Claims Act
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Food and Drug Administration 
Amendments Act of 2007


• CMS is reviewing clinical trial-related provisions and will 
issue additional rules or guidance: 
– “We are working to develop clearer standards for 


Medicare-covered trials that will be consistent with the 
FDA AA 2007, which was enacted after the NCD public 
comment period expired. CMS is reviewing this legislation 
to ensure that we are not imposing duplicative or 
inconsistent standards.” 


– “Final Decision for Clinical Trial Policy Qs and As” 
available at 
http://www.cms.hhs.gov/determinationprocess/downloads/i 
d210qa.pdf
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Clinical Trial-Related Provisions of 
FDAAA


• Requires registration of trials for all diseases and 
conditions at www.ClinicalTrials.gov including:
– Summary and title intended for lay public
– primary purpose
– primary disease or condition studied
– intervention
– start date and expected completion date


• Clinical Trial Registry database must be searchable 
and user-friendly to public



http://www.clinicaltrials.gov/
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Clinical Trial-Related Provisions of 
FDAAA (contd.)


• Must certify compliance with the clinical trial 
databank requirements at 42 U.S.C. 282(j)(5)(B) 
using FDA form to include:
– National Clinical Trial (NCT) numbers
– Certification must accompany submission to FDA on or 


after December 26, 2007
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Clinical Trial-Related Provisions of 
FDAAA (contd.)


• Effective April 1, 2008, Medicare began 
encouraging voluntary submission of NCT 
numbers on claims
– Transmittal 310, January 18, 2008


• MLN Matters MM5790


– CMS will use this number to identify all 
items/services furnished to beneficiaries during 
clinical trial
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Clinical Trial-Related Provisions of 
FDAAA (contd.)


– Voluntary, so claims submitted without the clinical 
trial number will be paid the same as claims 
containing a number


– CMS has not indicated whether it plans to 
implement mandatory NCT number reporting
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Compliance Risk Areas
• Ineffective oversight and tracking of Medicare routine costs and “free” items and 


services
• Consider: OIG Draft Model Guidance for PHS Research Awards:


– http://oig.hhs.gov/publications/docs/press/2006/ResearchCPG-finalrelease06072006.pdf
• OIG 2009 WorkPlan:


– Financial Conflicts of Interest in Research Funded by the National Institutes of Health 
• OIG will review NIH’s oversight of grantees’ compliance with financial conflicts-of-interest requirements


– Colleges’ and Universities’ Compliance With Cost Principles
• OIG will review colleges’ and universities’ compliance with selected cost principles governed by OMB 


Circular A-21, Cost Principles for Educational Institutions
– Use of Data and Safety Monitoring Boards in Clinical Trials 


• OIG will review the extent to which Data and Safety Monitoring Boards (DSMB) monitor data in clinical 
trials consistent with June 1998 NIH Policy for Data and Safety Monitorin


• NIH Time and Effort Reporting 
– ensure that institution has implemented effective measures to ensure researchers do not bill 


for more effort than is possible
• Charge Allocation to Grant Awards


– implement effective accounting systems to properly allocate funding by source
• Cost transfers


– ensure that cost transfers comply with NIH requirements, including supporting sufficient 
supporting documentation



http://oig.hhs.gov/publications/docs/press/2006/ResearchCPG-finalrelease06072006.pdf
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Compliance Risk Areas (contd.)
• False Claims Act


– Certain clinical research areas are at risk for FCA liability:
• fraudulent Medicare billing, e.g. billing for “free” items and services, 


and double billing
• scientific misconduct: United States ex rel. Condie v. Regents of the 


University of California, 1993 U.S. Dist. LEXIS 21384 (N.D.Cal. 
1993); United States ex rel. Milam v. Regents of University of 
California, 912 F. Supp. 868 (D. Md. 1995)


• grant fraud, e.g. submission of false information on grant 
applications (misrepresentation of PI identity): United States ex rel. 
Wu v. Thomas Jefferson University (settled 2000); see also United 
States ex rel. Cantekin v .University of Pittsburgh, 192 F. 3d 402 (3rd 


Cir. 1999), cert. denied, 531 U.S. 880 (2000) 
• cost allocation fraud
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Best Practices for Compliance
• Engage in discussions with major payers in area, including 


Medicare, regarding streamlining decisions regarding coverage 
during clinical trials
– Example, ensure that you notify Medicare Contractor Medical 


Director describing trial involving Category B device and obtain 
notification that coverage requirements are met before billing for 
device and routine costs  


– Need to develop process for identifying services provided in a 
clinical trial


• Need to review protocols to determine which services should and 
shouldn’t be billed and audit to ensure billing rules followed


• Ensure compliance with billing requirements in 
– Medicare Claims Processing Manual, Chap. 32, Section 68 and 69, as 


applicable
– NCD Manual, Section 310.1
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Best Practices for Compliance (contd.)
• Ensure compliance with federal grant authorities:


– NIH Grants Policy Statement (Dec. 2003)
– NIH Office of Extramural Research, Financial Questionnaire: 


Evaluation of Management Systems
– OMB Circular A-21 - Cost Principals for Educational Institutions
– OMB Circular A-110 - Uniform Administration Requirements for 


Grants and Agreements with Higher Education Institutions, 
Hospitals, and Other Non-Profit Organizations 


• 45 C.F.R. Part 74
– OMB Circular A-133 - Audits of State, Local Governments, and 


Non-Profits 
– PHS Form 398, Application for PHS Grant
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Informed Consent and Subject Injury 


Abdullahi, et al. v. Pfizer, Inc., Nos. 05-4863-cv and 05-6768-cv 
(2d Cir. Jan. 20, 2009): 


• Nigerian nationals sought damages under the Alien Tort Statute, 
28 U.S.C. § 1350 (US district courts have jurisdiction over tort 
actions brought by aliens if it involves a violation of the law of 
nations or treaty of the United States)


• Alleged that Pfizer tested an experimental antibiotic on children 
with meningitis without the consent or knowledge of the children 
or their guardians, and without explaining the risks or availability 
of alternative treatments or available free care from Doctors 
Without Borders


• Second Circuit reversed district court decision that it lacked 
subject matter jurisdiction because the Alien Tort Statute did not 
apply, and that Nigeria was the proper forum for the action.


• Remanded for a hearing on the merits
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Informed Consent and Subject Injury


The Second Circuit found that the Alien Tort 
Statute's prerequisites were satisfied:


(1) there is a norm of international law prohibiting medical 
experimentation on non-consenting human subjects, as embodied 
in the Nuremberg Code, the Declaration of Helsinki, guidelines 
published by the Council for International Organizations of 
Medical Services, and the International Covenant on Civil and 
Political Rights, although they are not necessarily binding law in 
the US; 


(2) these principles prohibiting medical experimentation without 
informed consent have been the basis of US law since 1962, 
when informed consent was first required for drug trials; 


(3) that under 21 C.F.R §§ 312.20 and 312.120, domestic and 
foreign clinical trial sponsors must obtain informed consent from 
subjects when enrolling them in a clinical trial; 


(4) FDA regs require that foreign clinical studies without an IND must 
comply with GCPs, which require informed consent (21 C.F.R.            
§ 312.120); 


(5) the customary international law norms are specific; and 
(6) the protections offered are of "mutual concern" to the nations 


involved
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Informed Consent and Subject Injury


Johns Hopkins University (2001)
– Healthy volunteer in asthma study died after exposure to a 


drug intended to simulate an asthma attack
– Drug was not approved by the FDA, and no waiver was 


sought by the investigator
– Informed consent form approved by the IRB did not 


disclose that the drug was not approved by the FDA, and 
did not adequately disclose the risks of inhaling the drug


– Investigator failed to notify the IRB that the protocol had 
been altered, and failed to notify the IRB of published 
research discussing safety risks associated with the drug


– IRB did not do an independent literature search
– Hopkins’ FWA was withdrawn by OHRP, but reinstated 


after voluntary remedies adopted by JHU (additional IRB, 
quality control checks)


– Private litigation settled
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Clinical Trials and Insider Trading: 
It’s Not a Good Thing


Drug Researchers Leak Secrets to Wall 
Street, Seattle Times (Sept. 12, 2005) 
– Analysts and hedge funds contacting researchers 


directly and paying between $300 - $500/h for 
information on current clinical trials


– Most researchers had signed confidentiality 
agreements with sponsors


– Consulting firms are marketing access to panels 
of specialists


– Trading on the information violates insider trading 
rules
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Clinical Trials and Insider Trading: 
It’s Not a Good Thing


Securities and Exchange Commission v.             
Sanjiv S. Agarwala,  Civil Action No. 06 CV 0352J 
(POR) (S.D. Cal.)(2006)


• Investigator in a clinical trial received three types of material non-public 
information:


– Sponsor received FDA approval for a treatment protocol involving its drug                    
for malignant melanoma


– Results from a clinical trial for acute myeloid leukemia were positive, and 
– Results from a clinical trial for malignant melanoma were negative. 


• SEC alleged that during 2004 the investigator used his father's brokerage 
account to purchase or sell stock in the sponsor before the public 
announcements of that information, and breached his duty to the sponsor           
not to trade on the basis of confidential information


• To settle the SEC’s charges, Agarwala agreed to pay $44,750 in disgorgement 
of his illegal trading profits, civil penalties, and interest


• Also consented to the entry of a final judgment permanently enjoining him from 
future violations of the antifraud provisions of Section 17(a) of the Securities 
Act of 1933, Section 10(b) of the Securities Exchange Act of 1934, and Rule 
10b-5
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Congressional Oversight of Sponsored Research


House Energy and Commerce Committee


Investigation of Vytorin® clinical trials and safety and 
effectiveness, including:


– December 2007 letter requesting information relating to the delay 
in releasing clinical trial data and changing trial endpoints;


– January 2008 letters requesting information on DTC advertising, 
withholding of clinical data, and data safety monitoring;


– August 2008 request for records reaching back 10 years, 
focusing on financial relationships among sponsors and Oxford 
University Clinical Trials Service Unit and integrity of the data 
furnished to the FDA; 


– September 2008 follow-up request for records and request to 
interview principal investigator; and 


– February 2009 letter requesting information including:
• Data safety monitoring board membership and minutes;
• Clinical trial steering committees, 
• IRB membership and approvals, 
• Publication of trial data in the NEJM
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FDA’s Bioresearch Monitoring Program


• Intended to protect research subjects and the quality and 
integrity of data submitted to FDA


• FDA conducts onsite visits to investigators, sponsors, monitors, 
CROs, IRBs, and laboratories


• Inspection covers multiple facets of a clinical trial, including:
– Who performed key tasks in the protocol (ex.: consent, data)
– Degree of responsibility delegated by PI
– How data is recorded and accuracy of records
– Accountability for investigational item
– Monitor’s oversight of the investigation


• Deficiencies are reported on Form 483, and can trigger either:
– Informational letter identifying deficiencies and requesting 


voluntary corrective action, or
– Warning letter that identifies significant deviations from regulations 


and risks to health and safety; requests prompt written corrective 
action plan


• Repeated or deliberate failure to comply may result in penalties 
including a disqualification from receiving investigational  
products in the future, referral to OHRP, disqualification of data
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FDA Civil Penalties


Leon LaHaye, M.D. and LaHaye Center (2003)


– FDA settled multiple civil charges against an ophthalmologist 
and his ASC involving laser eye surgery for $1.1M


– Used an unapproved laser on 110 patients before seeking 
approval for a study protocol


– The protocol was approved by CDRH for 754 eyes, but 
additional subjects were treated without first obtaining IRB or 
FDA approval


– Study protocol parameters ignored by treating nearsightedness 
beyond the permitted range and by treating astigmatism and 
both eyes of some patients 


– Ophthalmologist failed to submit accurate and complete reports 
to the FDA indicating exposure of all subjects to the laser


– Improperly promoted the laser by omitting a statement that it 
was investigational


– 21 U.S.C. §§ 331 and 333
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FDA Civil Penalties


Arizona Heart Institute/Edward Diethrich, M.D.             
(2003-2007)
– CDRH/BIMO on-site inspection to determine that data in 


an IDE application was scientifically valid and accurate
– Inspection triggered a Warning Letter


• Four IDE Protocols using a stent
• Stent was modified and implanted into 68 patients              


with thoracic and abdominal aortic aneurysms outside of an 
approved IDE protocol, and without informed consent


• FDA concluded that this was unapproved research with a 
significant risk device


• FDA rejected claim that the stents were exempt as “custom 
devices” that do not need FDA clearance


• FDA mandated a plan of correction, including notice to 
patients that they were implanted with an unapproved device
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FDA Civil Penalties


Arizona Heart Institute/Edward Diethrich, M.D.  
(2003-2007)
– Hospital and surgeon settled FCA claims for 


$5.8M and a five-year corporate integrity 
agreement


– Government alleged that defendants violated the 
FCA by submitting Medicare claims for 
procedures involving implantation of stent graft 
devices that were neither approved by the FDA 
approval nor were covered by an approved IDE
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FDA Criminal Penalties


NuMed, Inc. (2004)
– Experimental stent implanted in 14 babies
– Procedures performed without any IDE or IRB approval
– Not used in an emergency situation or with FDA approval 


for compassionate use
– Informed consent for surgery did not explain that the stent 


was experimental 
– No informed consent for research
– Researcher tried to obtain after-the-fact consents
– Triggered multiple enforcement actions
– 2009:  Negligence claims against the surgeons dismissed 


due to lack of expert testimony as to causation of injury
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FDA Criminal Penalties


NuMED, Inc. (2007)
– Manufacturer and its president pled guilty to distributing 


unapproved medical devices and paid criminal fines totaling 
$2,293,451


– Offenses involved distributing 2800 unapproved CP stents and 
5200 balloon catheters


– Defendants acknowledged they had not sought pre-market 
approval or 510(k) clearance


– As part of the agreement, defendants agreed to (1) pay 
$2,230,103 to fund a clinical trial at Johns Hopkins using the 
stent, and (2) distribute the stent at no cost within the United 
States for five years following any FDA approval based on the 
clinical trial data. 
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FDA Criminal Penalties


Anne Butkovitz (2005)


– Clinical study coordinator for a clinical trial of rotavirus 
vaccine in children


– Responsible for contacting each subject’s parent(s) at 
three intervals to determine if there were any serious 
adverse events and to report on a Case Report Form


– Did not make the required contacts with 
parents/guardians of the clinical study but stated on the 
Case Report Forms that she had made the contacts 


– Entered a plea of guilty to one count of making a false 
statement, fined $1000 and sentenced to one year of 
probation


– Plea agreement included a lifetime debarment from any 
study involving a drug or biologic required or intended for 
submission to the FDA.
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FDA Conflicts of Interest 
(21 C.F.R. Part 54)


At time of manufacturer filing, each investigator who 
participated in the clinical trial must disclose:


•Compensation made to the investigator in which the value of 
compensation could be affected by study outcome
•A proprietary interest in the tested product, which includes a 
patent, trademark, copyright or licensing agreement
•Any equity interest in the sponsor of a covered study (ownership 
interest, stock options, or other financial interest) whose value 
cannot be readily determined through reference to public prices 
•Any equity interest in a publicly held company that exceeds 
$50,000 in value


– This requirement applies to interests held during the time the 
clinical investigator is carrying out the study and for 1 year following 
completion of the study; 
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FDA Conflicts of Interest 
(21 C.F.R. Part 54)


• Any other compensation from the sponsor of the study to the 
investigator or the institution to support activities of the 
investigator that is worth more than $25,000 (not including the 
costs of conducting the study), which is given while the clinical 
investigator is conducting the study, or within one year after 
completing the study.  
– Includes grants for ongoing research, consulting arrangements, 


equipment, and honoraria
• Any steps taken to reduce the bias caused by the disclosed 


financial relationship(s)
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FDA Conflicts of Interest 
(21 C.F.R. Part 54)


If FDA determines that the financial interests of any clinical 
investigator raise a serious question about the integrity of the 
data, its available remedies include:


•Conducting audits of the data derived from the clinical 
investigator in question; 
•Requesting that the applicant submit further analyses of data to 
evaluate the effect of the clinical investigator's data on the overall 
study outcome;
•Requesting that the applicant conduct additional independent 
studies to confirm the results of the questioned study; and 
•Rejection or hold of the data generated as a result of a 
questionable financial relationship
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Conflicts of Interest


• OIG Report: The Food and Drug Administration’s 
Oversight of Clinical Investigators’ Financial 
Information (January 2009):
– Only 1% of investigators disclosed a financial interest in 


FY 2007 (compared with 23-28% disclosure to medical 
journals)


– FDA cannot determine whether or not sponsors have 
submitted financial information for all investigators


– 23% of approved applications were missing a certification 
or disclosure form


– 28% of applications relied on a “due diligence” exemption 
from disclosure in 21 C.F.R.§ 54.4, and in 18% of those 
cases the applicant did not explain why the financial 
information could not be obtained


– In 31% of cases, FDA did not document a review of 
financial information in a marketing application
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Conflicts of Interest


Senate Finance Committee
– Sen. Grassley letters to pharma companies and institutions 


requesting information on payments to physicians
– Researchers failed to report income or underreported income
– Researchers and their institutions receive grants from NIH and other 


federal agencies
– Underreporting may have involved evasion of COI reporting 


thresholds
– Several manufacturers voluntarily disclose physician payments 


(Pfizer, Lilly)
– High-profile allegations of abuse:


• Joseph Biederman, M.D. (Harvard/MGH): accused of failing to report 
$1.6M in consulting fees from manufacturers between 2000 and 2006; 
subsequently agreed to stop working on any sponsored research


• Charles Nemeroff, M.D. (Emory): accused of failing to report more than 
$1.2M in consulting fees between 2000 and 2007; NIH suspended a 
$9.3M research grant and Dr. Nemeroff agreed to step down as chair of 
the medical school’s psychiatry department


• Frederick K. Goodwin, M.D.: former NIMH director and host of NPR 
show failed to report $1.3M in consulting fees; program cancelled
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Conflicts of Interest


Physician Payments Sunshine Act of 2009
– Requires that drug, biological, and device manufacturers 


report information annually on “payments or transfers of value” 
to physicians


– Definition includes research, grants, and royalties
– Allows for reporting of payments or transfers of value in 


connection with a clinical trial to be made after the earlier of:
• The date of FDA approval or clearance, or
• Two calendar years after the date of the payment or transfer


– Data would be made available on a searchable website
– Civil penalty of up to $10,000 for a failure to report; a “knowing 


failure to report” can trigger a civil penalty of up to $100,000
– Statute would supersede state or local reporting laws 
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Conflicts of Interest


Massachusetts Pharmaceutical and Medical 
Device Manufacturer Code of Conduct
•2008 statute; draft regulations pending that 
would require manufacturers to:


– adopt Department’s Code of Conduct
– submit a description of its training program
– certify compliance with the Code of Conduct and 


conduct annual audits
– submit procedures for investigating non- 


compliance
– submit contact information for compliance officer
– report “the value, nature, purpose and particular 


recipient of any fee, payment, subsidy or other 
economic benefit with a value of at least $50 . . . .”
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Conflicts of Interest


• Code of Conduct would not prohibit 
reasonable compensation for professional 
or consulting services in connection with a 
“genuine research project or clinical trial” or 
other costs as specified in a written 
research agreement


• Required disclosure would not include 
payments in connection with sponsored 
research that meets this definition
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Grant-Funded Research Projects
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Conflicts of Interest


Basic rules: Federal Grants
– Institution must have a process in place to ensure that conflicts 


of interest are “managed, reduced, or eliminated . . . .”       
42 C.F.R. § 50.604


– Conflicts can be managed 
– In the grant application, investigators must disclose “significant 


financial interests”, which include
• Salaries, royalties, or other payments in excess of $10,000 over 


12-month period, and 
• Equity interests with a value over $10,000 and/or exceed 5% of the 


equity in a single entity
• Excludes salaries for teaching, seminars, serving on advisory 


panels for non-for-profit entities


– Conflicts can be managed by a range of methods, including:
• Public disclosure of significant financial interests;
• Monitor of research by independent reviewers;
• Modifying the research plan;
• Disqualifying the conflicted investigator from any PHS-funded 


research;
• Divestiture of the significant financial interests; and 
• Severance of the relationships creating the conflict.
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Cost Transfers Under Research Grants


U.S. ex rel. Long v. Mayo Foundation (2005)


Relator and government alleged that Mayo’s 
research accounting practices included:
•Spending down grant accounts at the end of the year to avoid 
returning unused funds to NIH 
•Shifting costs from grant projects that were over-expended to grant 
projects that were under-expended without adequate documentation
•Retroactively altering effort and financial progress reports to reflect 
the reassignment of charges to the grants with remaining funds
•Not properly documenting transfers
•Not making transfers in a timely manner


•$6.5 million settlement
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Time and Effort in Grant-Funded Research


Harvard/Beth Israel Deaconess (2004)
– Self-disclosure to NIH; referred to DOJ
– DOJ alleged that Harvard improperly charged for:


• Costs of investigators not working on the grant
• Supply and equipment expenses related to 


other projects
• Salary of PI in excess of budgeted amount


– $2.4M settlement; DOJ acknowledged that 
settlement amount was reduced due to 
institution’s disclosure and cooperation
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Time and Effort in Grant-Funded Research


U.S. ex. rel. Schwiderski v. Northwestern University


– Clinical practice plan at an academic medical center is a 
separate legal entity from the grantee institution


– Relator (and later Government) alleged:


1. Northwestern overstated the description in the grant applications 
of the researchers’ institution-based salaries and percentage of 
researchers’ work effort devoted to the grants by leaving out 
clinical time and income


2. Northwestern knowingly failed to comply with time and effort 
reporting requirements and rebudgeting requirements as required 
under notice of grant award conditions


– $5.5 million civil False Claims Act settlement (qui tam)


29







Time and Effort and Cost Accounting


U.S. ex rel. Gober v. University of Alabama 
at Birmingham (2005)
– $3.39M settlement 
– Whistleblower was UAB’s compliance officer
– Whistleblower alleged UAB violated FCA by:


• Drawing down NIH grant funds with insufficient 
documentation to support PI’s efforts; 


• Failing to maintain adequate compliance mechanisms to 
reconcile effort commitments with actual effort expended 
as required by regulations 


• Billing Medicare for research-related services already 
paid by third parties
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Take-Aways on Grant-Funded Research


– Don’t assume that time and effort reporting 
policies alone are enough


– Does your documentation match your 
polices? 


– Are you seeking counsel or agency advice 
regarding grays areas under cost accounting 
principles or NIH policies? 


– Charging salary costs for employees whose 
effort is also being accounted for by another 
legal entity requires good communication to 
avoid duplications 
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Take-Aways on Grant-Funded Research


• You can be liable for the actions of an 
affiliate


• The government does not view multiple 
grants as a fungible pool of money


• The government cares about data integrity
• There are no ad hoc cost transfers
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Research Misconduct


• Falsification: Making up data or results and 
recording or reporting data


• Fabrication: Manipulating research materials, 
equipment, or processes, or changing or 
omitting data or results such that the research 
is not accurately reported


• Plagiarism: Appropriating another person’s 
ideas, processes, results or words without 
giving appropriate credit
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Research Misconduct


• Institutional Federalwide Assurance
– Institution holding a grant must agree to have a process in 


place responding to allegations of research misconduct in 
PHS-supported research that complies with PHS Policies 
on Research Misconduct (42 C.F.R. Part 93) 


– Institution responsible for conducting inquiry and/or 
investigation into allegations of research misconduct and 
report findings to ORI


– ORI may impose remedies, including exclusions from 
contracting or subcontracting with any agency of the 
federal government and from eligibility or involvement in 
federally-funded nonprocurement programs (including 
grants or contracts)


34







Research Misconduct: 
United States v. Poehlman


An example of what a researcher did wrong and a university 
did right


• University of Vermont researcher admitted fraud in grant data 
from 1992-2002 


• Used false and fabricated data in published papers and          
relied on those papers in 17 grant applications


• Misconduct spanned more than 10 years, and involved 
approximately $3 million in grant funds


• Reported to the university by a student
• Poehlman allegedly destroyed evidence in a database, 


submitted false documents and testimonials to the 
investigation committee, and falsely accused collaborators
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Research Misconduct: 
United States v. Poehlman


• UVM and ORI made over 50 findings of research 
misconduct, involving thousands of data points


• 10 scientific papers with falsified and fabricated data needed 
to be corrected or retracted


Investigator:
• Paid $180,000 in fines and penalties
• Agreed to a lifetime ban on receipt of federal funds
• Guilty plea to criminal fraud 
University of Vermont:
• No penalties based on its internal investigation and 


cooperation with USA 
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