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FRAUD AND ABUSE

UPDATE

Don L. Bell, II
Senior Vice President & General Counsel
National Association of Chain Drug Stores
(703) 837-4231 DBell@NACDS.org

Agenda

• Update On Implementation Of New Laws
– New rules and guidance

• New Enforcement Trends

• Audits And Provider Screening

• Crime And Punishment
– Fraud and Exclusions

• Compliance Requirements And Tips

Growing Enforcement

2010 Health Reform Law

• Increased Enforcement Funding

• More Investigations And Audits

• New Provider Requirements

• Stronger Standards For Fraud, Kickbacks

• Greater Penalties And Exclusions
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2010:  Growing Enforcement

• $4+ Billion Recovered By HCFAC
– $3 Billion in 2009

• 5,072 Under Criminal Investigation
– 4,492 in 2009

• 2,232 Civil Fraud Investigations
– 2,041 in 2009

• 3,340 Excluded From Medicare/Medicaid
– 2,556 in 2009

Source:  Health Care Fraud & Abuse Control Program Annual Reports (2009 & 2010)

Enforcement Growth Continues

• Record Monetary Recoveries
– OIG alone projects $3.4 billion recovered from audits 

and penalties in 1st half of FY 2011

• Aggressive Exclusions Continue
– OIG excluded 883 companies and individuals from 

Medicare and Medicaid in 1st half of year

• 2012:  Another Record Year?
– Administration proposes to increase HCFAC funding 

to $1.9 billion (from $1.4 billion in 2011)
Source:  OIG Semiannual Report To Congress (June 2011)

Enforcement Programs

• Many Different Programs
– Example: Senior Medicare Patrol

• New Risk Scoring Technology
– Software to predict who will bill 

inappropriately

• Center For Program Integrity
– New CMS priority center is up and 

running

Reasons For Increased Enforcement

1. More Health Spending

2. Deficit Pressure

3. Enforcement Is Profitable
– 898% return on investment!
– Bounty hunters find free money

4. Horror Stories
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Audits

Government Audits

• CMS Access To Pharmacy Records
– New Medicare rule says CMS can “audit, evaluate 

and inspect any” pharmacy records

• More Data Mining By Law Enforcement
– Starting “Integrated Data Repository”
– OIG proposes to expand data mining by states

• But Audit Tactics Not Unlimited
– See Rite Aid of New York decision
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RAC Audits
• Recovery Audit Contractors (RACs)

– Bounty hunters paid based on how much they recoup
– Use extrapolation audits

• CMS Hired Medicare Part D RAC
– Will review Part D plan compliance programs

• Including review of pharmacy claims

• Medicaid RACs Are Coming
– States must hire RACs
– CMS proposed rule gives states flexibility

Plan/PBM Audits

• Medicare Part D Plans Implementing 
Mandatory Fraud Programs
– CMS guide calls for extremely thorough audits
– New CMS rule says Medicare plans must disclose 

“any” records from pharmacies

• New Legislation Limiting PBM Audits
– New laws in AK, NC, ND, OK and federal bills

• PCMA Response:
“The Drugstore Lobby vs. Employers”

Provider Screening
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Increased Screening

• New CMS Screening Rule
– Can include background checks, licensure reviews, 

fingerprinting, database searches, inspections, etc.
– Screening varies based on risk level
– Medicare: New Part B suppliers are “high risk”
– Medicaid: States will decide if pharmacies are “high,”

“medium” or “low” risk

• CMS And States Can Freeze Enrollment
– Specific locations or types of providers/suppliers
– Will freeze if identify fraud “trend”

DMEPOS Standards

• New CMS Rule Imposes Strict Requirements

• Bans Subcontracting Out Most Services
– In April CMS proposed relaxing this requirement

• No Contacting Patients w/o Their Permission
– April proposal would limit the ban to telemarketing

• Other Requirements
– Requires landline phone, minimum office size, visible 

signs, minimum hours, inspections, bans sharing space

Crime

Federal False Claims Act

• The False Claims Act Prohibits Knowingly:
– Presenting false claim for payment to government

– Making or using false record or statement to get claim 
paid by government

– Conspiring to get false claim paid by government

– Using false record to avoid paying government
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False Claims Examples
• Submit Claims For Drugs Not Dispensed

– Forged, altered or “purchased” prescriptions

• Double Billing
– Multiple claims to payor(s) for same Rx

• “Shorting” Or Partial Fill
– Partially fill vial but charge for full prescription
– No arrangements for patient to pick up remainder
– If not picked up, may need to reverse part of claim

• Dispense Generic, Bill For Brand
– Pharmacist writes “dispense as written” on Rx

State False Claims Acts

• OIG Reviews State False Claims Acts
– Federal law gives more Medicaid $$ to states with 

stronger false claims laws

• OIG Looks For:
– Liability for same fraud as federal law
– Penalties at least as strong as federal law
– Encouragement of whistleblowers

• OIG Recently Rejected 24 State Laws
– Expect the states to strengthen their false claims laws

Overpayments As False Claims

• Fraud Enforcement And Recovery Act
– Knowingly keeping overpayment by Medicare or 

Medicaid violates False Claims Act
– Even if you never submitted a false claim

• Health Reform Law (PPACA)
– Must return overpayment within 60 days of discovery 

• Also “explain in writing the reason for the overpayment”

– Penalties if fail to repay:  $10k fine per overpayment 
plus 3 times actual damages

Anti-Kickback Laws

• Anti-Kickback Laws
– Illegal to pay for referral of patient covered by 

Medicare, Medicaid or other government program
– Federal and state laws

• Examples
– Pharmacist pays physician for referred patient
– Pharmacist pays patients for submitting Rxs
– Pharmacist paid for each patient “steered” to Part D 

plan
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Waivers For ACOs

• Accountable Care Organizations
– Encouraged by the health reform law
– Different providers will share savings and risk by 

being jointly responsible for patient care
– Designed to reduce overall costs

• Waiver Of Anti-Kickback Law Needed
– ACOs necessarily involve rewarding referrals among 

providers
– OIG and CMS have proposed weak waivers

Punishment

Reimbursement Suspension

• New CMS Rule And Bulletin

• If “Credible Allegation Of Fraud” …
– With “indicia of reliability” (e.g., “hotline complaint”)

• Then During Investigation …
– CMS can halt Medicare reimbursement
– States must halt Medicaid reimbursement 

• Exceptions
– “Good cause”
– “Mere errors” (e.g., unintentional “human errors”)

Program Exclusion

• Individuals & Companies Can Be Banned
– From Medicare, Medicaid, other programs
– Reasons for exclusion include:

• Violate fraud and abuse laws
• Board actions (e.g., BoP revokes license)
• Controlled substances violations
• Default on federal student loans, crimes, etc.

• Pharmacy Liable For Excluded Employee
– If involved “in any way” with filling or billing Rx
– Penalties: recoupment + $10k fine/Rx + 3x damages
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Program Exclusions

• Additional Medicaid Exclusion
– State must exclude if excluded from Medicare or 

other state’s Medicaid program

• Exclusion For Obstructing Audit
– Also fined $15k per day if fail to give OIG “timely”

access during audit or investigation

• Exclusion For False Statements
– In provider agreements or enrollment forms

• Even if no false claim for payment
– Also $50k fine plus 3 times actual damages

New Emphasis On Executives

• OIG Guidance On Executives And Owners
– Beyond exclusion of company
– “Rebuttable presumption” of exclusion if executive 

“knew or should have known” of improper conduct
– OIG considers executive’s role in company, response 

to misconduct, seriousness of the offense, etc.

• Several Recent Drug Industry Examples
– Federal court recently affirmed exclusion of CEO, head 

scientist and head lawyer of drug manufacturer
– Excluded 12 years, fined $35+ million, probation, etc.

New “Most Wanted” Website

Compliance
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Compliance Programs

• Required For Medicare, Medicaid, CHIP
– OIG rule will identify content for particular industries

• OIG’s Elements Of Compliance Programs
1. Written policies and procedures
2. Compliance officer and committee
3. Employee training and education
4. Method to report problems confidentially
5. Routine internal monitoring and auditing
6. Promptly respond to problems with corrective action
7. Enforcement through disciplinary standards

Compliance Programs

• Required By Some Part D Plans Already

• Helps Limit Liability
– Shows actions of rogue individuals rather than 

company-wide failure
– Lack of effective compliance program may be 

"reckless disregard" under False Claims Act

• NACDS Model Compliance Program Manual
– 50+ pages of model language to start a program

Training

• CMS Rule Requires Annual Training
– For Medicare drug plans and providers
– “All” employees must be trained?

• But New Exception Currently In Place
– Pharmacy training not mandatory if DMEPOS 

accredited or otherwise enrolled in Part B

• Plans Require Training
– CMS suggests Part D plans should require

• Recommends “specialized” pharmacist training
• When hired, annually, and if problems occur

Training

OIG Report On Part D Training (July 2011)
– 87% of pharmacies said staff received training
– Pharmacy training generally followed guidance

• But “more than half of the materials were developed by 
pharmacies’ corporate offices, despite CMS guidance …
that pharmacies should not develop their own materials”

• And pharmacies did not include HIPAA in training

– 70% of Part D plans said they require pharmacies to 
document training

– OIG says CMS should review pharmacy training 
materials and should monitor training closely
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Training Sources

• CMS May Require Plans To Provide 
Training Materials To Pharmacies
– OIG recommends in July report
– But raises old issue of multiple training

• CMS Will Provide Training Materials
– For pharmacies or just for plans?

• “HEAT” Training On OIG Website
– Extensive, but not geared to pharmacies

• NACDS Foundation And LearnSomething
– 20,000 pharmacies used

Coupons And Rewards Programs

• “Beneficiary Inducements” Law
– Prohibits payments and discounts to entice Medicare or 

Medicaid patients to use particular provider or product
– Many chains carve out government programs

• New Exception For Coupons And Rewards IF
– Offered by “retailer” on equal terms to general public, AND
– Not “tied” to provision of “other” covered items or services

• Other New Exceptions
– Benefits that promote access to care 
– Waive copays based on financial need or generic first fill

• Be Careful:  Still Awaiting OIG Guidance

More Compliance Tips

• Monitor Exclusions List
– CMS says review “at least” annually and when hire
– Some network contracts require regular searches

• Review CMS Fraud And Abuse Guidance
– Many examples of pharmacy fraud and compliance
– www.cms.hhs.gov/PrescriptionDrugCovContra/Downloads/PDBManual_Chapter9_FWA.pdf

– Summary available from me

Thank You!

Don L. Bell, II
Senior Vice President & General Counsel
National Association of Chain Drug Stores
(703) 837-4231 DBell@NACDS.org
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