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Quality of Care: How is it Quality of Care: How is it 

perceived by the enforcers?perceived by the enforcers?

If your entity delivers medical services: If your entity delivers medical services: 

�� What factors can trigger a look from What factors can trigger a look from 

investigators? investigators? 

�� What actions can occur?  What actions can occur?  

�� Can Quality of Care trigger FCA charges?Can Quality of Care trigger FCA charges?

�� What are the state vs. federal exposure What are the state vs. federal exposure 

for actions/inaction?for actions/inaction?



Emerging Focus Areas

�� Quality of careQuality of care

•Standard of care 
enforcement actions

�Administrative sanctions

•Civil monetary penalties

•Termination of provider 
agreement

•Provider exclusion

QualityQuality



Oversight Landscape

� OIG-Office of Investigations

� Federal Bureau of Investigations

� RAC-Recovery Audit Contractor

� MEDIC

� OAS and CMS Audit Teams

� MFCU

� State Medicaid Audit



Deficit Reduction Act

� Enhanced Medicaid Scrutiny

� Entities with more than $5m in 
Medicaid billings must: 

• Train all employees on FCA actions

• Advise staff of relator options (Qui Tam)



If Your Entity If Your Entity 

Delivers Medical Services:Delivers Medical Services:

�� What factors can trigger a look from What factors can trigger a look from 

investigators?investigators?

�� What actions can occur?What actions can occur?

�� Can Quality of Care trigger FCA Can Quality of Care trigger FCA 

charges? charges? 

�� What is the state vs. federal What is the state vs. federal 

exposure for actions/inaction?exposure for actions/inaction?



Quality and Safety  Quality and Safety  -- OverviewOverview

�� Who, What and When?Who, What and When?

•• CMS 8CMS 8thth Scope of WorkScope of Work

•• Quality InitiativeQuality Initiative

•• Joint CommissionJoint Commission

•• Leapfrog GroupLeapfrog Group

•• Patient surveys and satisfactionPatient surveys and satisfaction



Hot SpotsHot Spots

�� Coding for QualityCoding for Quality

�� Applying the Queuing Theory to Applying the Queuing Theory to 

HealthcareHealthcare



Enforcement Roles Enforcement Roles -- OverviewOverview

�� Federal GovernmentFederal Government

�� State AgenciesState Agencies

�� Accreditation AgenciesAccreditation Agencies



Potential Hot Spots in QualityPotential Hot Spots in Quality

�� Adverse EventsAdverse Events

�� Proper documentation, i.e.: reflects Proper documentation, i.e.: reflects 

services providedservices provided

�� Adhering to Safety RequirementsAdhering to Safety Requirements

�� Corrective Action Plan follow upCorrective Action Plan follow up

�� Quality Measures defined by your Quality Measures defined by your 

organizationorganization

�� Medically unnecessary proceduresMedically unnecessary procedures

�� Proper credentialing of clinicians Proper credentialing of clinicians 



False Claims ActFalse Claims Act

�� How does this relate to quality?How does this relate to quality?

�� Areas of focus for FCA actionsAreas of focus for FCA actions

�� Corrective actions to resolve Corrective actions to resolve 

issuesissues



From the Headlines . . .From the Headlines . . .

““Medicare wonMedicare won’’t cover t cover 

hospitalshospitals’’ preventable preventable 

errorserrors””
Boston Globe, August 19, 2007Boston Globe, August 19, 2007

Focus on several quality initiatives to Focus on several quality initiatives to 

improve care purchased by Medicareimprove care purchased by Medicare



Preventable ErrorsPreventable Errors

�� Quality errors cited in storyQuality errors cited in story

•• BedsoresBedsores

•• Pressure ulcersPressure ulcers

•• Injuries from fallsInjuries from falls

•• Infections from prolonged catheter useInfections from prolonged catheter use

•• Errors during surgeryErrors during surgery

•• Errors with incompatible blood productsErrors with incompatible blood products



Quality of CareQuality of Care

•Medically unnecessary procedures

•Proper credentialing of medical 
personnel

•Perceptions of relationships with 
Pharma

•Prescribing habits of physicians

•Place of service errors-81 or 100 
claims in audit



Quality of Care InvestigationsQuality of Care Investigations

�� CT Skilled Nursing FacilityCT Skilled Nursing Facility

•• Lack of proper wound care Lack of proper wound care 

•• State Surveyors give warningState Surveyors give warning

•• SNF makes no significant changesSNF makes no significant changes

•• PT admitted to ERPT admitted to ER

•• ER complains on condition of PTER complains on condition of PT

•• MFCU and OI sent to ERMFCU and OI sent to ER

•• PT dies of sepsisPT dies of sepsis



SNF Fire Kills 18 in CTSNF Fire Kills 18 in CT

�� Mixed use MedicaidMixed use Medicaid--Funded SNFFunded SNF

•• Geriatric patientsGeriatric patients

•• Psych patientsPsych patients

•• HIV/AIDS patientsHIV/AIDS patients

�� No segregationNo segregation

�� No specialized nursing staffNo specialized nursing staff

�� Geriatric and psych PT roomingGeriatric and psych PT rooming

�� Fire started at by psych PT Fire started at by psych PT 



View of Oversight EntitiesView of Oversight Entities

�� Lack of care Lack of care 

�� Rises to False ClaimsRises to False Claims

�� Does not meet minimum standardsDoes not meet minimum standards



Q of C Viewed as False ClaimsQ of C Viewed as False Claims

�� Quality of Care viewed as False Quality of Care viewed as False 

Claims by GClaims by G

�� Looking at lack of careLooking at lack of care

�� Transfers to ERTransfers to ER’’ss

�� Lack of supervisionLack of supervision



Case FocusCase Focus

�� PodiatristsPodiatrists

�� Allied TherapistsAllied Therapists

•• RespiratoryRespiratory

•• PhysicalPhysical

•• Occupational Occupational 

•• Speech Speech 



Triggers for scrutinyTriggers for scrutiny

�� OverOver--utilizationutilization

�� EOMB review by patient/familyEOMB review by patient/family

�� Ping Ping pongingponging of patientsof patients

�� CompetitorsCompetitors

�� Staff and associatesStaff and associates



Case FocusCase Focus

�� RaytelRaytel Cardiac ServicesCardiac Services

�� $11.5 m$11.5 m

�� Services not RenderedServices not Rendered



Priorities for OIGPriorities for OIG

�� Quality of CareQuality of Care
•• Mixed use facilitiesMixed use facilities

•• Attention to patient medical needsAttention to patient medical needs

•• OverOver--utilizationutilization

•• Medical errors charged to Medical errors charged to MediMedi--MediMedi

•• StaffingStaffing

•• Patient AbusePatient Abuse



Priorities for OIGPriorities for OIG

�� Grant FraudGrant Fraud

•• BioBio--terrorism terrorism 

••Medical researchMedical research

�� HIPPAHIPPA--Privacy violationsPrivacy violations

�� Security of research sitesSecurity of research sites



Priorities for OIGPriorities for OIG

�� Pharmaceutical Pharmaceutical 

Manufacturers/DistributorsManufacturers/Distributors

�� Pharmacy Benefits ManagersPharmacy Benefits Managers

�� Part D Part D –– Drug Benefits for Drug Benefits for 

Medicare Medicare BeneBene’’ss



Physician Actions by OIGPhysician Actions by OIG

�� LA LA -- Physicians and affiliated hospital Physicians and affiliated hospital 

fined $3.8 million and 5 year CIA for fined $3.8 million and 5 year CIA for 

medical unnecessary angioplasty and medical unnecessary angioplasty and 

angiogramsangiograms

�� MI MI –– 3 physicians and practice fined 3 physicians and practice fined 

$1 million for FCA liability from $1 million for FCA liability from 

19961996--2004 for services billed as 2004 for services billed as 

performed by physician, when performed by physician, when 

performed by NP, PA or nurse performed by NP, PA or nurse 

specialist  specialist  



Physician Action by OIGPhysician Action by OIG

�� LincareLincare paid $10 million and 5 year paid $10 million and 5 year 

CIA for nationwide scheme to pay CIA for nationwide scheme to pay 

physician kickbacks for referralsphysician kickbacks for referrals

�� Inducements included: Inducements included: 

•• Consulting paymentsConsulting payments

•• Sporting and entertainment Sporting and entertainment tixtix

•• Gift cardsGift cards

•• Golf & fishing outings and equipmentGolf & fishing outings and equipment

•• MealsMeals

•• Advertising and office equipmentAdvertising and office equipment



Quality of Care InvestigationsQuality of Care Investigations

�� CT Skilled Nursing FacilityCT Skilled Nursing Facility

•• Lack of proper wound care Lack of proper wound care 

•• State Surveyors give warningState Surveyors give warning

•• SNF makes no significant changesSNF makes no significant changes

•• PT admitted to ERPT admitted to ER

•• ER complains on condition of PTER complains on condition of PT

•• MFCU and OI sent to ERMFCU and OI sent to ER

•• PT dies of sepsisPT dies of sepsis



SNF Fire Kills 18 in CTSNF Fire Kills 18 in CT

�� Mixed use MedicaidMixed use Medicaid--Funded SNFFunded SNF

•• Geriatric patientsGeriatric patients

•• Psych patientsPsych patients

•• HIV/AIDS patientsHIV/AIDS patients

�� No segregationNo segregation

�� No specialized nursing staffNo specialized nursing staff

�� Geriatric and psych PT roomingGeriatric and psych PT rooming

�� Fire started by psych PT Fire started by psych PT 



Actions by OIGActions by OIG

�� Nursing Home excluded Nursing Home excluded –– 5 years 5 years 

•• Failure to supervise Pt.Failure to supervise Pt.

•• Alzheimer's Pt. found dead outside SNFAlzheimer's Pt. found dead outside SNF



Actions by OIGActions by OIG

�� Redding Medical Center, CARedding Medical Center, CA

•• Unnecessary Cardiac ServicesUnnecessary Cardiac Services

•• Lack of quality healthcare Lack of quality healthcare 

•• 5 year exclusion attempt5 year exclusion attempt

•• RMC divested from TenetRMC divested from Tenet



View of Oversight EntitiesView of Oversight Entities

�� Lack of care Lack of care 

�� Does not meet minimum standardsDoes not meet minimum standards

�� Will often rise to False Claims Will often rise to False Claims 

ChargesCharges



SNF Enforcement Action SNF Enforcement Action 

�� PA Brinton Manor SNFPA Brinton Manor SNF

�� Billing for substandard ServicesBilling for substandard Services

�� Death due to failure to maintain Death due to failure to maintain 

blood level monitoringblood level monitoring

�� $90k fine$90k fine



Case FocusCase Focus

�� PodiatristsPodiatrists

�� Allied TherapistsAllied Therapists

•• RespiratoryRespiratory

•• PhysicalPhysical

•• Occupational Occupational 

•• Speech Speech 



Case FocusCase Focus

�� WheelchairsWheelchairs

�� ScootersScooters

�� Hospital BedsHospital Beds

�� Oxygen Oxygen 

ConcentratorsConcentrators

�� Infusion PumpsInfusion Pumps

�� DiapersDiapers

�� WalkersWalkers

�� Diabetic Diabetic 

SuppliesSupplies

�� NebulizersNebulizers



Case FocusCase Focus

�� RaytelRaytel Cardiac ServicesCardiac Services

�� $11.5 m settlement$11.5 m settlement

�� Services not Rendered/Pacemaker Services not Rendered/Pacemaker 

monitoringmonitoring

�� Lacking Quality of Care Lacking Quality of Care 



Sample Sample CIAsCIAs on Physicianson Physicians

�� Jonathan Greene, M.D., Jonathan Greene, M.D., 
FLFL

�� David David McCarusMcCarus, M.D., , M.D., 
MDMD

�� Michael Murphy, M.D., Michael Murphy, M.D., 
WIWI

�� Ronald Ruff, M.D., ORRonald Ruff, M.D., OR

�� Kenneth Willis, M.D., ALKenneth Willis, M.D., AL

�� Richard Winn, M.D., NYRichard Winn, M.D., NY

�� John John LaRossaLaRossa, M.D., MA, M.D., MA

�� Ken Ken KacengaKacenga, M.D., AZ, M.D., AZ

�� Michael Michael AigbeAigbe, M.D., NV, M.D., NV

�� JessenJessen Anderson, Anderson, 
D.P.M., VAD.P.M., VA

�� Dorothy Anderson, M.D., Dorothy Anderson, M.D., 
MNMN

�� Arthur Arthur BregoliBregoli, M.D., MA , M.D., MA 

�� Joseph Blankenship, Joseph Blankenship, 
M.D., TNM.D., TN

�� Raphael Raphael FarraFarra, M.D., NH, M.D., NH
�� Source: HHS/OIG CIA and Source: HHS/OIG CIA and 

Exclusion Databases       Exclusion Databases       
20022002--20062006



Pharmaceutical Pharmaceutical 

InvestigationsInvestigations

�� BayerBayer

�� PfizerPfizer

�� AstraZenecaAstraZeneca

�� GlaxoSmithKline GlaxoSmithKline 

�� TAP PharmaceuticalsTAP Pharmaceuticals



BayerBayer

�� $257 million settlement $257 million settlement 

•• ReRe--label label CiproCipro and and AdaletAdalet CCCC

�� To avoid Drug Rebates to Mass. Medicaid To avoid Drug Rebates to Mass. Medicaid 

�� $14 million settlement$14 million settlement

•• Falsified documents about wholesale Falsified documents about wholesale 

prices of Hemophilia and AIDS drugsprices of Hemophilia and AIDS drugs



GlaxoSmithKlineGlaxoSmithKline

�� $88 million settlement$88 million settlement

•• Fraudulent labeling Fraudulent labeling 

•• PaxilPaxil and  and  FlonaseFlonase



PfizerPfizer

�� $49 million settlement in Texas$49 million settlement in Texas

�� Failure to avail Failure to avail ““best pricebest price”” for for LipitorLipitor

to Medicaid program to Medicaid program 



AstraZenecaAstraZeneca

�� $355 million settlement in Delaware$355 million settlement in Delaware

�� Enticing Enticing M.D.M.D.’’ss with free samples for with free samples for 

ZoladexZoladex

�� Prostate cancer drugProstate cancer drug



TAPTAP

�� LupronLupron Sales for UrologySales for Urology

-- 1989 Sales 1989 Sales -- $47 million$47 million

-- 1997 Sales 1997 Sales -- $710 million$710 million

-- 1989 to 2001(est.) 1989 to 2001(est.) -- $5.7 billion$5.7 billion

�� EmployeesEmployees

-- Total employment Total employment –– over 1,000over 1,000

-- Sales force Sales force -- 193 sales reps in 193 sales reps in 

20012001



Future Priorities for LEFuture Priorities for LE

�� Quality of CareQuality of Care

••Mixed use facilitiesMixed use facilities

•• Attention to patient medical needsAttention to patient medical needs

•• StaffingStaffing

•• PT AbusePT Abuse



Future Priorities for LEFuture Priorities for LE

�� PharmaPharma relationships with docsrelationships with docs

�� Pharmacy Benefit ManagersPharmacy Benefit Managers

�� Rx Drug Benefits for Medicare Rx Drug Benefits for Medicare BeneBene’’ss

�� UnderfillingUnderfilling/Dilution of Drugs/Dilution of Drugs

�� Pain Management Clinics/PracticesPain Management Clinics/Practices



Sources of InformationSources of Information

�� www.oig.hhs.govwww.oig.hhs.gov
•• Exclusions and CIA databasesExclusions and CIA databases

•• SemiSemi--annual reports 2006annual reports 2006--20072007

•• OIG OIG WorkplanWorkplan 20072007

�� Institute for Healthcare ImprovementInstitute for Healthcare Improvement

�� www.cms.hhs.govwww.cms.hhs.gov
•• Physician CenterPhysician Center

�� InitiativesInitiatives——Quality InitiativeQuality Initiative

�� Physician Quality Reporting InitiativePhysician Quality Reporting Initiative

�� PhysicianPhysician--Focused Quality InitiativeFocused Quality Initiative

�� Beneficiary Notices Initiative (BNI)Beneficiary Notices Initiative (BNI)
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