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Risks of non-compliance to institutions

Diminution of institution’s reputation in medical,
scientific communities

Loss of funding and draw down privileges
Risk of fines and penalties

Settlement costs and/or damages arising from
FCA actions

Shut down of research operations




Risks of non-compliance to individuals
Loss of PI status
Debarment, suspension, and exclusion
Criminal and/or civil sanctions

Multi-Agency Initiative on Clinical
Research Compliance Guidance

Currently under development by the National
Science and Technology Council, Committee on
Science, Research Business Models
Subcommittee:

http://rbom.nih.gov/index.htm
Will expand on OIG’s Draft Compliance Program
Guidance for Recipients of PHS Research
Awards,” (Nov. 25, 2005)
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2009 OIG Work Plan initiatives:

Review National Institute of Health (NIH)
oversight of financial conflicts-of-interest
requirements

Review NIH implementation of select agent
regulations at laboratories

Review college and university compliance with
selected cost principles

Review extent to which Data and Safety
Monitoring Boards monitor data in clinical trials

HHS, Office of Inspector General Work Plan 2009, at
http://www.oig.hhs.gov/publications/docs/workplad@®/WorkPlanFY2009.pdf

Billing
CMS National Coverage Determination Policy
Billing Coordination

Grant Management

Allocation of charges to award costs

Cost transfers

Effort Reporting

Indirect Cost Rates

Training grants

Subrecipient award monitoring
Scientific Misconduct, Financial Conflicts of Interest,
and Informed Consent Improprieties
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Synchronizing with Medicare rules

“A problem related to the ... charging of both award funds and
Medicare and other health insurers for performing the same
service.

This is clearly improper and has subjected institutions to fraud
investigations.”

70 Fed. Reg. 71312 (Nov. 28, 200%




July 19, 2000
CMS implements clinical July 9, 2007
trial policy through National CMS releases Clinical
Coverage Determination Trial Policy Decision
(NCD) process Memo with two minor October 17, 2007
revisions to NCD Final Decision Memorandum
on Clinical Research Policy
maintains the status quo
July 19, 2007
CMS announces
Second Reconsideration
June 7, 2000 Of newly renamed
Clinton’s Executive Memo “Clinical Research Policy’
Medicare to pay routine June 2006 September 27, 2007
patient costs of some CMS begins Food and Drug Administration
clinical trials reconsideration of Amendments Act of 2007;
clinical trial policy includes several new

requirements affecting clinical trials

http://www.cms.hhs.gov/ClinicalTrialPolicies/
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CMS Pub 100-04; Transmittal 1418; Change
Request 5805 (January 18, 2008)

New HCPCS Modifiers when Billing for Patient Care
in Clinical Research Studies

Modifier QO replaces QA and QR for investigational clinical
services in an approved clinical research study
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Modifier Q1 replaces QV for routine clinical services
in an approved clinical research study

Covered outside of clinical research study

Used for direct patient management within study

Do not constitute investigational clinical services
Modifier QO replaces QA and QR for investigational
clinical services

Items/services being investigated within study

May include items/services approved or unapproved under
Medicare

Effective Date: January 1, 2008
Implementation Date: April 7, 2008

CMS Pub 100-04; Transmittal 1418; Change Reque3$ &anuary 18, 2008)

+

CMS Pub 100-20; Transmittal 310; Change
Request 5790 (January 18, 2008)

Voluntarily Including 8-Digit Clinical Trial

Number on Medicare Claims
Providers requested to voluntarily report the
number assigned by the Nat'l Library of Medicine
Clinical Trials Data Bank when a new study is
registered by a sponsor or investigator

Effective Date: April 1, 2008

Implementation Date: April 7, 2008

CMS Pub 100-20; Transmittal 310; Change Requedd §¥&nuary 18, 2008)
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Rush University Med. Center $1 M

settlement

Among the first settlements related solely to the
Medicare national coverage determination (NCD) on
clinical trials

Self-Disclosure Issues:
Improperly billed Medicare for physician and hospital
outpatient cancer research services as routine care costs
under the NCD

Violations attributed to absence of “synchronization of the
Medicare rules, the compensation arrangements with the
sponsors, and the financial discussion in the informed
consent”

Press Release, Rush Univ. Med. Ctr., Rush SettlewiémGovernment May Help Clarify Billing Requiremts
for Medicare Patients in Research Studies (De2085) (

/ -

Rush University Medical Center (cont.)
Corrective action
Establish Research & Clinical Trials Admin. Office

Centralized office responsible for coordinating documents
and information from all departments so as to develop
single standardized billing guidance

Require a coverage analysis for clinical trials
Refund Medicare overpayments plus 50% penalty
3-year Certification of Compliance Agmt (CCA)

Press Release, Rush Univ. Med. Ctr., Rush SettlewigmGovernment May Help Clarify Billing Requiremts
for Medicare Patients in Research Studies (De2085)
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U. of Alabama at Birmingham $3.39 M
settlement

Allegations :

Falsely billed Medicare for clinical research trials that were
also billed to the sponsor of the research grants

Falsely billed Medicare for researcher’s time spent on patient
care when no patients had been seen

Whistleblowers = Compliance officer, academic
physician

U.S. ex rel. Gober v. UABNo. 01-cv-00977-VEH (N.D. Ala. settlement annoeth@/15/2005)t).S. ex rel.
Meythaler v. UABNo. 04-00112-VEH (N.D. Ala. settlement announdétb/2005)

‘ Guarantee Language and Medicare
Secondary Payer Issues

Medicare Secondary Payer law (42 U.S.C.
1395y(b)(2)(A)(ii) (amended by MMA 8§ 301(b)(1)):
“business . . . professional entity ‘deemed’ to haveelf-
insured plan’ if it carries its own risks, whethserfailing to
obtain insurance or otherwise”

CMS interpretation in April 2004 letter: Stateménttrial
sponsor that it would “pay for medically necessary
services” if patient’s insurance will not cover or f
complications related to clinical trial considered
“insurance” for primary payment responsibility




‘ Medicare Secondary Payer Law

Upshot: CMS believes Medicare is payer of last
resort, not clinical trial sponsor, when sponsor
guarantees payment for patient care

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

+

Clarification of Medicare Payment for Routine
Costs in a Clinical Trial (Sept. 29, 2008)

If routine costs are furnished gratuitously (without
regard to beneficiary’s ability to pay & without
expectation of payment from another source)

Medicare payment cannot be made

Beneficiary cannot be charged
If private insurers deny routine costs and provider
does not pursue non-Medicare patients

Medicare payment cannot be made

Beneficiary cannot be charged

CMS Transmittal SE0822 (Sept. 29, 2008) )
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Clarification of Medicare Payment for Routine
Costs in a Clinical Trial (cont.)

If routine costs are not billed to indigent non-
Medicare patients, but are billed to all other
patients with financial means to pay

Legal obligation to pay exists

Medicare payment may be made

Provider should bill non-indigent beneficiary for co-
payments and deductible, but may waive payment for
those with valid financial hardship

CMS Transmittal SE0822 (Sept. 29, 2008)  (

+

Clarification of Medicare Payment for Routine
Costs in a Clinical Trial (cont.)

If a research sponsor offers to pay cost-sharing
amounts owed by the beneficiary, could be fraud
and abuse

Nothing in Federal anti-kickback statute prohibits
hospitals from waiving charges to uninsured
patients of limited means, provided the waiver is
not linked to generation of business payable by a
Federal health care program

CMS Transmittal SE0822 (Sept. 29, 2008)

11



\ Medicare Secondary Payer Law (cont.)

Section 111 of Medicare, Medicaid, and SCHIP

Extension Act of 2007
Requires on or after the first day of the calergiarter that is 18
months after enactment of A@te., July 1, 2009)
Submission of certain information by, or on belwdlapplicable
plans, including self-insurance
Determination of whether a patient is entitled teditare benefits

Information, including patient identity, and othieformation deemed
necessary for coordination of benefits to the Hté8r&tary

Failure to meet reporting requirement is subjeativd monetary
penalty of $1000 per day of noncompliance

Potential prosecution for the submission or cauttilegsubmission of
false claims in violation of federal False ClaimstA

12
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Risk areas
Examples of risk areas that have come to the
OIG’s attention
Reporting of financial support from other sources
Properly allocating charges to award projects
Time and effort reporting
Not intended to be an exhaustive list

For example, subrecipient monitoring may be an
important risk area for those institutions that rely
heavily on their own grants and contracts to fulfill the

purposes of a PHS award

D

Failure to accurately and completely report
support from other sources
Financial certification of the PHS award
application
False, fictitious or fraudulent statements or claims
could subject PI/Program Director and the
applicant organization to criminal, civil or
administrative penalties

13



Held a medical researcher and the University of
Pittsburgh subject to FCA penalties for failing to
disclose information about sources of research
support on NIH grant applications

“...industry funding is relevant for assessing conflicts of
interest, how much time an applicant has to devote to the
requested NIH grant, and how the research fits within a
broader research program...a reasonable NIH grant
applicant would know that the NIH regards the information
as important.”

U.S. ex rel. Cantekin v. University of Pittsburd®2 F.3d 402 (3d Cir.1999)

D

Allocating charges to award projects

Examples of inappropriate activity

End of year transfers of direct costs on various research
awards from overspent accounts to under spent
accounts, with the purpose of maximizing federal
reimbursement, and in some cases avoiding the
refunding of unused grant proceeds

Pls on different projects banking or trading award funds
among themselves
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Mischarging federal grants
Inflating research grant costs

Differentiating direct costs v. indirect costs v. cost
sharing

Cost transfers

Charges incurred by employees unauthorized to
work on project

Inadequate accounting policies and internal controls

%
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$2.3 M (Jan. 11, 2006)

Allegations:

Drawing down federal grant money to pay bills ineligible
for reimbursement under grants

Developments:
January 2, 2008: Former CFO Roy Victor pleaded guilty
to obstruction of justice for repeatedly lying to federal
agents concerning false statements used by the Institute
in obtaining research grants from the federal
government

DOJ Press Releasé:S. Settles Civil Charges Against Former Presidgrhe Institute for Cancer
Prevention, and OtheRelatedParties,(Jan. 11, 2006)Ex-CFO of Institute for Cancer Prevention Pleads )
Guilty in White Plains Federal Court to ObstructiofJusticg(Jan. 2, 2008)

15
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Other Reported Investigations and Settlements
University of Chicago (June 2006)

Weill Medical College of Cornell University ($4.3 M, June
2005)

Mayo Foundation ($6.5 M, May 2005)
University of Alabama at Birmingham ($3.39 M, Apr. 2005)

East Carolina University — OIG Audit ($2.3 M at risk, Aug.
2004)

Harvard/Beth Israel Deaconess Medical Center ($2.4 M,
June 2004)

' -2 +3 4 5
Other Reported Investigations and Settlements
(cont.)
Johns Hopkins University ($2.6 M, Mar. 2004)
Northwestern University ($5.5 M, Feb. 2003)
Thomas Jefferson University ($2.6 M, May 2000)
Beth Israel Deaconess Medical Center ($920 K, Apr. 1999)
New York University Medical Center ($15.5 M, Apr. 1997)

16



Cost transfers: “after-the fact reallocation of costs,
either labor or non-labor, to a federally funded
award/grant”

OIG found
Procedures for cost transfers at the University
were not always followed. Several transfers:

Lacked required documentation explaining how error
occurred; or,

Lacked proper authorization form for University
oversight and approval.

No fine assessed

HHS, OIG ‘Audit of Cost Transfers Funded Under NIH Grantshet University of
Chicagd' (A-05-05-00047) June 16, 2006

‘ . T) #
$6.5 M settlement

Allegations:

Improper cost transfers from overspent grants and
internal cost centers to underspent grants

Inappropriately charged grant for costs unrelated to
research sponsored by the grant

“Mayo had an accounting system unable to monitor and
manage charges made to federal grant awards in the
manner required by federal law”

Whistleblower = former accounting associate

U.S. exrel. Long v. Mayo Foundatidwip. CV02-522-ADM/SRN (D. Minn. settlement
announced May 26, 2005)

17
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$2.4 M settlement

Allegations :
Harvard/BIDMC improperly billed 4 NIH grants $1.9 M
over 5-yr period

Examples of inappropriate activity

Salaries inappropriately paid for researchers who did not
work on the grants

Pl salary charged to grants in excess of budgeted
amounts

(cont.)

www.taf.org/settlements/harvard.pdf

7 &*4 5

Inappropriate activity (cont.)
Supply and equipment expenses incurred for projects
unrelated to the grants
Additional expenses incurred

By researchers who were not eligible to work on or who did not
work on the grant

For research animals used for unrelated projects

www.taf.org/settlements/harvard.pdf

18
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Time and effort reporting

Examples of inappropriate activity

A researcher separately reports to 3 awarding agencies
that he intends to spend 50% of his time on each of the 3
awards

An institution reports to the awarding agency that 70% of
a researcher’s time would be spent on an award when
50% of the researcher’s time would be spent on clinical
responsibilities

D 1o+, -

Time and effort reporting (cont.)

Accurate and consistent treatment of
institutional based salary (IBS)
IBS serves as the denominator in calculating the proportion
of an employee’s activity that is allocated to a particular
federal award
Typically includes only non-clinical work —
However, certain institutions include clinical work based on an
expansive definition of the “institution” for cost reporting
purposes

Correct salary allocation is critical for these institutions

19
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Proposed effort v. available effort v. charged
effort v. documented effort

Relationship between research effort reporting and Medicare time
studies and time allocations

Objectives Procedures

Research: allocate individual Research: “effort” report

physician effort and salary = total effort in relevant

related costs to specific period

grants Medicare: two week per

Medicare: identify portion of quarter or one week per

aggregate physician month “snapshot” of

compensation costs to be physician activities

claimed as allowable “Part A” Compliance issues

teaching and administrative Unrealistic to expect

service costs 100% consistency
Examine material
differences

%
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Reported Investigations and Settlements
University of Alabama at Birmingham ($3.39 M, Apr. 2005)

Johns Hopkins University ($2.6 M, Mar. 2004)
Northwestern University ($5.5 M, Feb. 2003)

East Carolina University — OIG Audit ($2.3 M at risk, Aug.
2004)

Florida Int’l University — OIG Audit, subsequent
Investigation ($11.5 M, Feb. 2005)

Yale University — OIG Audit ($193,779 at risk, Feb. 2006)
Northeastern University ($5.5 M, June, 2003)

20
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Johns Hopkins University
$2.6 M settlement
Allegations:

Overstated percentage of effort; falsely reported T/E of
employees who did not work on grants

Failed to maintain adequate compliance mechanisms to
reconcile proposed effort commitments with actual effort

Whistleblower = office supervisor

U.S. ex rel. Grau v. Johns Hopkins Universityp. 99-1448 (D. Md. Feb. 26, 2004) (

8 !

East Carolina University
OIG Audit (Aug. 2004): $2.3 M at Risk

Interim audit of costs claimed for reimbursement over a 4-year
period under a National Library of Medicine (NLM) contract

OIG Findings included: inappropriate charges for salaries wages
and fringe benefits

Specific OIG Findings
T/E reports based on inconsistent methods (% of T/E; hours
worked; others)
No requirement for timely submission of T/E reports

No procedure to reconcile T/E reported to actual payroll
distribution

No procedure to compare T/E reported to approved funding
levels

http://oig.hhs.gov/oas/reports/region4/40401001/htm

21
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Referenced as risk area in 2005 OIG draft
CPG

Reported Investigations and Settlements
Boston University Audit (Sept. 28, 2006)

Sub-grant management:

Two salary cost transfers totaling $7,196 not authorized
or adequately supported

Over $4,000 indirect costs unallowable

Failure to submit final invoice to prime grantee within 45
days of the end of the budget period

http://oig.hhs.gov/oas/reports/region1/10601500.htm

H

Reported Investigations and Settlements

University of Connecticut ($2.5 M)
$2.5 M settlement

Allegations:
Failure to utilize proper basis for setting and updating billing rate
structure

Failure to follow federal law for calculating how extra compensation is
paid to faculty working on grant-supported research

Failure to provide University cost sharing and matching where
appropriate

500 Federal Grants (1997-2004) involved

DOJ Press release, http://www.usdoj.gov/usao/ct#2@06/20060109.html

22
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Reported Investigations and Settlements

New York University Medical Center
$15.5 M settlement

Allegations:

NYU falsely inflated indirect cost rate information by submitting

Substantially lower dollar figures for voluntary cost sharing than
those reflected in internal documents and consultants’ reports

Duplicate claims for the same utility costs and certain
environmental services costs

Unallowable expenses for entertainment costs and capital interest

Overstated costs for housekeeping expenses based on budgeted
expenses rather than actual costs

U.S. ex rel. Emmanuel Roco v. NYU Medical Cemer 93-8012 (D.C. S. NY Apr. 7, 1997)

H

New York University Medical Center (cont.)
Additional allegations
Inconsistent allocation of direct / indirect costs
Over-allocation of costs
Use of outdated space survey
Failure to verify that grant was not charged for effort that
was separately compensated by another entity

Whistleblower = Former hospital finance employee

U.S. ex rel. Emmanuel Roco v. NYU Medical Cemer 93-8012 (D.C. S. NY Apr. 7, 1997)

23
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Boston University

Claimed $11,234 in salary and costs that did not comply with
Federal regs and the terms of the subaward
Salary cost transfers were
Not supported by certified time and effort reports
Not properly authorized, explained, or supported
Made 85 days after the deadline specified in the subaward
OIG recommendations:
Comply with requirements to ensure that cost transfers are
properly authorized and documented
Establish controls to ensure that final invoices are submitted
promptly
Work with the prime grantor to resolve the money received from
NIH for inappropriate cost transfers

OIG Audit "Review of Subaward Costs Claimed by Bosthmiversity on NIH Grant Number 5 U01
HL066582-04 and 3 UO1 HL066582-04S1 From Augut0D3, Through July 31, 2005," (A-01-06-01500)

#'l <

Colleges and Universities:

OMB Circular A-21:

Federal agencies shall use the negotiated rates for F&A
costs in effect at the time of the initial award throughout
the life of the sponsored agreement

http://rates.psc.gov/fms/dca/c&u.html $

24
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Hospitals:

SHHS Guide OASC-3:

...indirect costs will be awarded using the latest
established indirect cost rate applicable to the period of
performance of the award

When a grant or contract period does not coincide with
the hospital’s fiscal year, two indirect cost rates are
used, one for each of the hospital’s fiscal years in which
the award is performed.

...indirect cost rates established for the period in which
direct expenditures are actually made are applied to
those expenditures.

http://rates.psc.gov/fms/dca/hospital. html

%
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Recent NIH Self-Disclosure Matter:

Self disclosure to the NIH concerning the use
of incorrect, indirect cost rates on NIH grants
over multiple years

25
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Recent Determination by HHS Office of

Human Research Protection (OHRP) raises
important issues

July 19, 2007 OHRP issued “Determination Letter”
to Johns Hopkins University

Faulted JHU for conducting non-exempt human
research (quality improvement
assessment/research) without

Institutional Review Board (IRB) approval

Informed Consent

26
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Factual Background:

Keystone: ICU Project
Grant from Agency for Healthcare Research and Quality
to develop and implement intervention to improve quality
and safety of ICU healthcare services
OHRP received a complaint about Keystone after
publication of results of a successful intervention
to reduce bloodstream infections

=# . /# #93

Factual Background (cont.)

JHU described project as “research” involving
human subjects in AHRQ grant application
project involved testing an intervention, not just
collection of study data or medical
records/documents

data, medical records/documents collected and
studied did not exist until after “research”
proposed to IRB




=# . # #93

OHRP found that QI study was human subject research
under 45 CFR 46.101 and 46.102

Not “exempt” under 45 CFR 46.101(b)(4)
Follow-up response from JHU
Press criticism from noted surgeon and commentator,
Dr. Atul Gawande (article in The New Yorker and op-ed
in the New York Times)
Ultimately, OHRP allowed the QI assessment to proceed
as a “non-research” activity

Confusion remains about OHRP policy and actions

=# . # #93

Lessons Learned:

Analyze QI interventions against OHRP regulatory

requirements
45 CFR 88 46.101 - 46.103

Consider exemptions and expedited IRB review
http://www.hhs.gov/ohrp/humansubjects/guidance/hsdc95-
02.htm

Analyze QI interventions against OHRP Research

Engagement Guidance

http://www.hhs.gov/ohrp/humansubjects/assurance/engage
.htm

28



FDA Warning Letters

West Jefferson Medical Center IRB (Feb. 25,
2008)(Division of Scientific Investigations)
IRB failed to excuse an IRB member from patrticipating
in the initial review of a project in which the member had
a conflicting interest
Failed to develop and maintain certain policies
Failed to determine at time of initial review whether
studies involving children were in compliance with
Additional Safeguards for Children in Clinical
Investigations. See 21 CFR 56.109(h)

FDA Warning Letters (cont.)

Center for Spinal Disorders (July 3,
2007)(Center for Devices and Radiological

Health, Office of Compliance)
Failure to adhere to informed consent requirements
Failure to conduct investigation in accordance with the
study agreement, the investigational plan and applicable
FDA regulations
Some subjects didn’t meet inclusion criteria (age)
Adverse device effects not reported to sponsor or to IRB

29
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Other Reported Investigations and
Settlements

University of Pennsylvania and Children’s Nat'| Medical
Center ($1 M, 2005) (Jesse Gelsinger case)

Grimes v. Kennedy Krieger Institute (private settlement)
University of Minnesota ($32 M)

%
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1991 Report: “Promotion of Prescription Drugs through
Payment and Gifts”

1992 Report: “Prescription Drug Promotion Involving
Payments and Gifts: Physicians’ Perspectives”

1994 Fraud Alert: Drug industry marketing practices

1996 letter: Physician investment in medical device
companies is subject to close scrutiny and “regular” rules
about investments by referral sources

2003 CPG for pharmaceutical manufacturers

2008 OIG Report: NIH does not receive sufficient
information to provide an accurate count of COI
incidents, the nature of the COls reported, or how they
were managed; NIH should obtain this information from
grantees

30



Continued Prevalence of Financial
Relationships Between Industry and

Academic Institutes:

Eric G. Campbell, PhD, et al., Institutional Academic—
Industry Relationships, 298 JAMA 1779 (2007)

David M. Studdert, et al., Financial Conflicts of Interest in
Physician’s Relationships with the Pharmaceutical Industry —
Self-Regulation in the Shadow of Federal Prosecution, 351
NEJM 1891-1900 (2004)

77 1

HHS, Financial Relationships and Interest in
Research Involving Human Subjects:
Guidance for Human Subject Protection (61
Fed. Reg. 15,456, March 31, 2003)

HHS, OIG, National Institutes of Health:
Conflicts of Interest in Extramural Research
(OEI-03-06-00460, January 17, 2008)

31
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NIH grantee institutions must have a written policy to
address COI

Policy for identifying COI, as well as managing,
reducing or eliminating identified COI

Grantee must certify compliance before funds are spent
Regulations: 42 CFR Part 50, Subpart F

Findings of OIG Report (January 2008) -- NIH: Conflicts of
Interest in Extramural Research
NIH did not receive sufficient information to provide an
accurate count of COI incidents, the nature of the COls
reported, or how they were managed

L J7- .6

Allegations:
Emory University psychiatry professor did not report $1.2 M
in payments from Glaxo for research into Glaxo drugs
Emory failed to take action after conducting internal inquiry

Committee led by Sen. Grassley investigated

NIH Response:
For all future NIH awards, Emory must submit an
institutional assurance of compliance that includes:
List of every participating Investigator

Assurance that for each Investigator, a Report of Financial
Interests in Research is on file
“Investigator” = Any individual in the grant budget or any person
whose biographical sketch is in the application
Description of the financial interest and actions taken by
Emory to manage, reduce, or eliminate conflict of interest

www.pharmalot.com/2008/10/nih-requires-emory

32
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Applications to the FDA relating to new drugs, biological
products and devices must disclose completely, or
include certifications concerning, the financial interests
of all clinical investigators:
Compensation affected by the outcome of the study

Significant equity interest in the sponsor (ownership, stock
options, or similar interests)

Proprietary interest in the tested product (patent, trademark,
copyright, licensing agreement)

Significant payments by the sponsor (research grant, equipment,

consultation fees, honoraria)

& #

Regulations: Requirement to assure that IRB
members who review research have no COI

DHHS Guidance for Institutions, Investigators
and IRBs (2004): Non-Binding

Questions for consideration: Does the research
involve financial relationships that create actual or
potential COI? Do methods for management of the
COl adequately protect human subjects?

Potential action to manage COIl: Establish conflict of
interest committee to define and manage institutional
and individual COl, determine disclosure to patients

33
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February 2008: Joint Report of the Association of
American Medical Colleges (AAMC) and the Association
of American Universities (AAU)

Reporting and managing financial conflict-of-interest in human
subjects research
Refinements of principles presented in 2001, 2002

“Time is of the essence” in fully implementing comprehensive COI
programs in research

Covers institutional and individual COlI

June 2008: AAMC Task Force Report

Industry gifts/funding of medical education, with broad implications
for clinical research and practice of medicine

“Protecting Patients, Preserving Integrity, AdvamgcHealth: Accelerating the Implementation of C@liftes in
Human Subjects Research”; “Industry Funding of MatlEducation: Report of an AAMC Task Force”

# . I#

Pharmaceutical Research and Manufacturers of America
(PhRMA), Principles on Conduct of Clinical Trials and
Communication of Clinical Trial Results (June 2004):

Protecting research participants

Conduct of clinical trials

Ensuring objectivity in research

Disclosure of clinical trial research

PhRMA Statement on Clinical Trial Integrity (April 2008):
Essential that clinical trials be conducted as ethically as possible
Unfair to suggest manufacturer-sponsored trials inherently biased
Trial data should be made available to all healthcare stakeholders

http://www.phrma.org/files/Clinical%20Trials.pdf
PhRMA Press ReleasePhRMA Statement on Clinical Trial IntegritApril 14, 2008) $
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Consider review and modification of policies
that

Foreshadow FDA responses to OIG report
including compliance required of
Sponsors, and Investigators as Sponsors
IRBs
Investigators
Prepare for new AAMC standards for
managing relationships and COI disclosure in
clinical studies, as well as education

/2@

Given the spotlight placed on COl, every
institution involved in human subject research
must develop and implement policies and
procedures for identifying, disclosing,
managing and monitoring COI

The particular plan adopted may vary
depending on the size, resources and risk-
profile of the institution, but institutions who
delay the inevitable are at risk

35
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Adapt to your setting --

Definition of COI; covered persons under the policy
Identify your areas of vulnerability for COI

Systems for collecting an accessible database of COI
disclosures, monitoring management plans

COI committee membership and jurisdiction
COIl management plan ideas, monitoring techniques

Bring together needed participants: Who do you need
at the table?

Educate all stakeholders

# &' <

The AAMC-AAU Report contains helpful information to
use as a starting point:

Appendix A: Model Policy on Institutional Conflict of Interest in
Human Subjects Research

Appendix B: Analyzing Cases Involving Potential Conflicts of
Interest in Human Subjects Research -- Template and
Compendium of Cases

Appendix C: Definition of Financial Interests in Research

Appendix D: Institutional Policies and Practices on Consulting --
Topics and Questions to Consider

Many research institutions have revisited and publicized
their COI policies

36
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Adoption of comprehensive conflict-of-interest
policies
Stanford School of Medicine (http://med.stanford.edu/coi/)
Disclosure of even “de minimus” conflicts; closer scrutiny of more significant financial
interests
Cleveland Clinic (http://www.clevelandclinic.org/aboutus/pdf/COI.pdf)

Disclose existing, potential, and past personal interests “that may result in a Conflict of
Interest”

SMDC Health System
Limits access to clinics by drug company representatives

“Clean Sweep” roundup of drug trinkets

(Steve Karnowski, Minn. Health System Purges Drug Trinkets, Hartford Courant (Jan. 19, 2008) at
http://www.courant.com/news/health/ats-ap_health11jan19,0,3850677.story’

Univ. of Southern California Keck School of Medicine

Maintain a “culture of ethics”; provide guidelines for interaction with industry
(http:/www.imapny.org/usr_doc/Policy_Regarding_RelationshipsUSC?7.pdf)
Duke University School of Medicine

COl reporting through interactive, online reporting form
(http://medschool.duke.edu/wysiwyg/downloads/COI_Policy_2008_01_10_FINAL.pdf)

“0"9# . ))$1

Mandatory policies and procedures must
address:

Consultant arrangements entered into with health care
professionals (speaker programs, speaker meetings,
advisory board meetings, training programs,
colloquiums, roundtables and forums) to assure such
arrangements and related events are used for
legitimate and lawful purposes

Funding of grants (including educational grants)
Sponsorship or funding of research

Assurance that individuals do not receive financial
incentives for the improper promotion, sale and
marketing of Merck’s products
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Allegation: Cephalon marketed drugs for
uses not approved by the DFA

Resolution: Cephalon paid $425 M and
entered into 5-year Corporate Integrity
Agreement with the OIG

The CIA requires Cephalon to post payments
made to doctors on its web site

U.S. Dept. of Justice Press Release, Sept. 29, 2008

9 +

Serono ($704 M) - resolving alleged illegal schemes to
promote, market, and sell AIDS drug Serostim, including
submission of false claims that were medically unnecessary,
off-label use, and/or induced by kickbacks; provision of
unapproved computer software to boost increase in diagnosis
of AIDS wasting condition; and, offering financial incentives
to doctors who prescribed the drug in certain amounts

Schering-Plough Corp. ($435 M) — involving “best price”
reports to HFCA (now CMS) which excluded the low price
provided to a major health insurance maintenance
organization

Pfizer ($35 M) — alleged improper marketing of the synthetic
human growth hormone Genotropin; illegally offering
kickbacks to a pharmacy benefit manager

U.S. Dept. of Justice Press Releases, http://wvdejigov/03press/03_1_1.html
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Public Disclosure Bar - Pfizer

“Original Source” Requirement - Rockwell, Kerr-
McGee Oil

“Presentment” of a False Claim — Bombardier Corp.,
Allison Engine
Statute of Limitations

U.S. ex rel. Cosens v. The Baylor University Medical
Center, et al

Yale-New Haven Hosp. v. Leavitt
Deferred Prosecutions
Mandatory and permissive exclusion implications
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“No court shall have jurisdiction over ...[a qui tam] action
. . . based upon the public disclosure of allegations or
transactions in a criminal, civil, or administrative
hearing, in a congressional, administrative, or
Government [General] Accounting Office report,
hearing, audit, or investigation, or from the news
media, unless the action is brought by the Attorney
General or the person bringing the action is an original
source of the information.”

If there was public disclosure,
and if the relator is not an original source

Then the Court does not have subject matter jurisdiction
over the relator’s claims.

§ 3730(e)(4)(A) ”
(

TH#H9 ¢ #
IA Il_

31 U.S. C. § 3730(e)(4)(A):

Criminal, civil, or administrative hearing;

Congressional, administrative, or
Government [General] Accounting Office
report, hearing, audit, or investigation; or

News media

$)
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What Constitutes Public Disclosure?  U.S.
ex rel. Rost v. Pfizer,
First Circuit held that self-disclosure communications
with government alone do not constitute “public
disclosure” for purposes of the FCA
“Public disclosure” requires “some act of disclosure to
the public outside of the government,” even if that
communication leads to an investigation, since the
government and the public are not the same entity.
Majority view except for 8 Cir.

U.S. ex rel. Rost \Bfizer, 507 F.3d 720 (1st Cir. 2007)

B' # C:*

“...’original source’ means an individual who
has direct and independent knowledge of the
information on which the allegations are based
and has voluntarily provided the information to
the Government before filing an action... which
Is based on the information...” (emphasis
added).

31 U.S.C8§3730(e)(4)(B) $
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Rockwell Int’'l Corp. v. U.S. [ex rel. Stone]

Holding: District court did not have jurisdiction over the relator’s claims
because relator was not an “original source” of the claims ultimately pursued
by the DOJ against the defendant at trial as identified in the DOJ’s amended
compliant and the final pretrial order
FCA “claim smuggling” not permitted — just because the relator may be an
original source with respect to some claim does not make the relator the
original source with respect to other claims pursued at trial
“the plaintiff's decision to join all ... claims in a single lawsuit should
not rescue claims that would have been doomed ...if they had been
asserted in a separate action.” (quoting Alito in U.S. ex rel. Merena
v. SmithKline Beecham Corp.)

Rockwell Int'l Corp. v. U.S. [ex rel. Ston@).S., No. 05-1272, 2007)
$

1 _ ’ ] #
D# .* #
U.S. ex rel. Maxwell v. Kerr-McGee Oil & Gas Corp.

Issue: Does a federal auditor qualify as an original source?

District Court (6/08/07):

Federal auditor cannot quality as original source since unable
to “voluntarily” provide his information to the government

The relator initially learned of and disclosed the underlying
information to the government in the course and scope of his
employment as a federal auditor.

Appeals Court (9/10/08):
Auditor can be relator

Limited disclosure of information to a government official
under a duty of confidentiality is not a “public disclosure”

U.S. ex rel. Maxwell v. Kerr-McGee Oil & Gas Car$86 F.Supp.2d 1217 (D.Colo. 2007);
U.S. ex rel. Maxwell v. Kerr-McGee Oil & Gas Carp40 F.3d 1180, C.A.10 (Colo.), Sept. 10, 2068
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“Presentment” of a False Claim: U.S. ex rel.
Totten v. Bombardier Corp.

D.C. Circuit — presentment of a claim to the
goVv't required to establish FCA liability

Liability under the FCA arises when any person
“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.” 31 U.S.C. 3729(a)(1)
(emphasis added). (cont.)

U.S. exrel. Totten v. Bombardier Corp80 F.3d 488 (D.C. Cir. 2004)

ll_ :+

FCA liability attaches in case involving grantees
when:
Gov't provides funds to grantee upon presentment of claim
to the gov't;
Gov't provides funds directly to the claimant after the
grantee presents the claim to the gov't; or
Gov't reimburses the grantee for funds the grantee has
already disbursed to the claimant upon presentment of a
claim to the gov't
Holding: No FCA liability against two Amtrak
contractors delivering alleged defective rail cars and
submitting invoices to Amtrak for payment from an
account that included federal funds but without the
presentment of a claim to the gov't

U.S. ex rel. Totten v. Bombardier Corp80 F.3d 488 (D.C. Cir. 2004)
$
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Allison Engine Co. v. U.S. ex rel. Sanders

False claims submitted to a Navy defense
contractor (i.e., not the govt.)
Appeal from First Cir. decision that false claims
submitted indirectly to govt. violate the FCA
Supreme Court unanimous decision:
Plaintiff must prove defendant intended false
statement “be material to govt.’s decision to pay
or approve the claim”

Do not have to prove defendant caused false
statement be presented to govt.

U.S. ex rel. Sanders v. Allison Engine @@.1 F.3d 610 (6th Cir. 2006)

ll_ _ #
E

U.S. ex rel. Cosens v. Baylor Univ. Medical Center

Second Circuit held that the three and six-year FCA
statute of limitations had expired by the time of the
United States’ 2002 intervention in a 1994 FCA cardiac
medical device qui tam case.

Implications for the health care industry:
On the facts of this case, the Government’'s FCA action did not
relate-back to the date the Relator filed his initial or amended
FCA complaint under seal.
The Government will likely seek to enter into tolling agreements
with defendants earlier, prior to intervening in the FCA action.

U.S. exrel. Cosens v. Baylor Univ. Medical Cerd@9 F.3d 263 (2d Cir. 2006) g5
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Yale-New Haven Hosp. v. Leavitt
Related Case to Cosens

Second Circuit affirmed the District Court’s decision:
Secretary’s 1986 manual provision upon which the
Relator’'s FCA claim was based was unenforceable
because it was adopted in a manner that is arbitrary
and capricious

Case was remanded to the Secretary for claims re-
adjudication under the rules in place at the time the
claims were initially submitted, without reference to the
1986 manual provision

Yale-New Haven Hosp. v. Leay#70 F.3d 71 (2nd Cir. 2006}5%

_ 1 A 1

Three C’s: Compliance, Compliance, and
Compliance

Obtain OIG/CMS Advisory Opinions in
appropriate circumstances

Proactively self-disclose identified errors
Avoid the negative publicity <\

/"\ <

%)
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FCA complaint against former Tenet GC Sulbach
(United States v. Sulzbach, S.D. Fla., No. 07-61329,
complaint filed 9/18/07; No. 182 HCDR 9/20/07)

Conviction of drug company executives (Oxycontin
marketing) (United States v. The Purdue Frederick
Company Inc., W.D. Va., No. 1:07-cr-00029-jpj,
pleas 5/10/07)

Conviction of device company CEO and Chief
Compliance Officer (Sterilizer device marketing)
(U.S. v. Caputo, et al., No. 03 CR 0126 (N.D. Ill. Oct.
16, 2006))

%(
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University of Medicine and Dentistry of New
Jersey
2005 Federal Monitor Report:

Overbilling, double-billing, and waste
$4.9 M agreement to avoid prosecution
FM reports govt. losses at more than $243 M

$35.5 M- double counting overhead expenses to Medicaid
in 2001-05

$11.7 M state charity care overpayments

$52 M liability back to state for unqualified appropriation
$22 M unauthorized/inappropriate spending in 2002-06
$88 M to vendors without purchase orders

http://www.umdnj.edu/home2web/federalmonitor/pdiret111406¢.pdf %
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University of Medicine and Dentistry of New
Jersey (cont.)

2007 Final Federal Monitor Report:

Recommendations by federal monitor in final report:

Hire new Vice President of the Office of Compliance and
Ethics (now vacant)

Create subcommittee to identify desirable candidates for
future board appointment

Ongoing concerns:
Deficiencies in the ethics and compliance systems
Payment arrangements with cardiologists
Relationship between University and physician organization

http://www.umdnj.edu/home2web/federalmonitor/pdf/pdf %
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