Healthcare Fraud & Abuse

FRAMEWORK

ANTI-KICKBACK STATUTE

ELEMENTS OF AN AKS VIOLATION:
42 USCA § 1320a-7b(b)
1. Knowingly and willfully 

2. Made a payment or offer of payment (or requests/accepts)
3. As an inducement to the payee (purpose) to refer an individual

4. To another for the furnishing of an item or service that could be paid by a federal health care program
(1) Knowingly and Willfully
* AKS is an intent-based statute *

“WILLFULLY” DEFINED (Bryan USSC 1998):

· Acting intentionally + purposely w/ the intent to do something the law forbids

· Acting with bad purpose to disobey or disregard the law

· Person need not be aware of specific law/rule that conduct is violating, but he must act with the intent to do something the law forbids
Starks (11th circuit 1998)

· Facts: Referral scheme for pregnant drug addicts

· Holding: Convictions upheld and Ds’ arguments thrown out

· Mens Rea Req’t:  Upheld district court’s instruction that willfully means that the act was committed voluntarily and purposely, with the specific intent to d something the law forbids, that is with a bad purpose, either to disobey or disregard the law
· AKS does not constitute a special exception to definition of willfulness that ignorance of the law not an excuse

· AKS not vague because it defined the offense with sufficient clarity to enable ordinary people to understand what conduct was prohibited
· NOTES:

· Sets up the necessary mens rea for someone who was charged w/ the crime

· Starks was important b/c it applies Bryan to the AKS
· Clearly they knew it was illegal (their actions showed they knew, they knew that they were in a position of trust) even though they didn’t necessarily know everything in the statute
(2) Payment or Offer of Payment (Remuneration)
	Prohibited Conduct Includes:
	Doesn’t have to be Cash:

	· Direct or Indirect

· § 7b(b)(1): Solicit or accept

· § 7b(b)(2): Offer or pay 
	· Something of value that could influence decision-making

· FMV is KEY

· Cash/other items of value

· Waiver of payment obligations

· Free Services

· Underwriting business expenses


Miles (2004)

· Facts: Extensive defrauding of Medicare by Home Health company; paid PR firm $300 for each patient

· PR firm providing services for the money they were receiving

· Govt: Paying PR firm for referrals 

· Doctor made the decision to refer, NOT PR Firm

· Holding: Payments to PR firm not illegal kickbacks

· Reasoning: 

· PR firm supplied promotional materials; AFTER, doc decided to send a patient to the company, the doc’s office contacted firm, which then collected payment

· PR Firm had no independent judgment or control here; no evidence that firm had any authority to select provider

· Distinguished from Polin b/c there, there was direct influence (payments based on number of patients he signed up)

OIG Opinion 04-16

· Proposed Arrangement: Lab to provide lab employees + equipment at no cost to dialysis facilities for purpose of preparing specimens for delivery to lab

· Lab basically underwriting a business expense that facility would be doing

· Dialysis facility is referring to the lab

· Holding: Potential remuneration b/c free or below market goods/services are suspect and may violate AKS

· Lab assistants = tangible financial benefit

· Free services = price reduction/discount

Note: Like underwriting business expenses, picking up the tab for something the business would have otherwise picked up  

(3) s an inducement to the payee (purpose) to refer an individual
One-Purpose Rule (Greber 3rd Cir.): If one purpose of a payment was to induce future reciprocal referrals, the payment violated the anti-kickback law

McClatchy (10th cir. 2000): Shoots down “primary purpose” standard and adopts “one-purpose test”; Hope for referrals can be collateral, just can’t be remuneration (payment tied to referral)
LaHue (2001): 
· Facts: Shopping patients to different hospitals, referred all to one hospital (entered a quasi-K)
· Blue Valley provided services to nursing homes

· BV principles contracted w/ Baptist Hospital to become directors of gerontology services, paid 75K but didn’t really provide any services

· 8-10% of inpatient referrals and 90% of OP referrals came from BV

· President of Baptist placed employee in BV to “help” but really to maintain relationship, Baptist paid employee, not BV (remuneration)

· Holding: Jury correctly instructed to apply one-purpose rule, which, as applied, was not unconstitutionally vague. 
· Note: Arrangement not per se violative -  if no referrals, just $75K for true services
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· Proposed Arrangement: Lab to provide free blood collection supplies to physicians and pay those physicians for the collection of blood samples

· Holding: Potential remuneration; clear implication of AKS

· Reasoning: 

· Blood draw remuneration in exchange for referrals

· Risk of over-utilization (incentive to order more tests) since being paid 2X 

· False Claims Act implications: Medicare rules would prohibit lab from billing since entity performing service must bill

· Lab is submitting the claims, but only the person actually performing the service can submit
(4) To another for the furnishing of an item or service that could be paid by a federal health care program

Hanlester: (9th circuit 1995) - Landmark case

· Facts: AKS violation; govt did a test on top of the one purpose rule and found that no evidence that M+M programs had been harmed financially. 

· Holding: No punishment (by being excluded from the programs) b/c even though there was an arrangement that violated the AKS, there was no financial harm
Federal HC Program Defined: §7b(f)

(5) ADDITIONAL PROHIBITIONS

· § 7b(c) Knowing and willful misrepresentations with respect to condition or operation of institutions

· False statements or representations so institution can qualify

· Made upon Initial certification of recertification
· §7b(d): 

· Overcharging the government (govt is to receive the lowest cost)

· Charging, solicits, accepts, or receives, in addition to reimbursement, a gift, money, donation, etc. (ex: When doc drew labs and was reimbursed + lab company gave free needles and tubes, thus doc was essentially paid twice)

(6) Penalties
· $25K criminal fine

· Imprisonment up to 5 years

· Exclusion from participation in Federal HC programs

· $50K civil fine

AKS SAFE HARBORS
§7b(b)(3): Statutory Exceptions
(A) Properly Disclosed Discounts

(B) Group purchasing vendor agreements

(C) Bona-Fide employee wages
(D) Certain Medicare Part B co-insurance waivers (don’t ask for a co-payment)

(E) Certain HMO provider agreements

Regulatory Safe Harbors:

A. Investment Interests

B. Discounts
C. Warranties

D. Referral Services

E. Sale of Practice

F. Personal Services and Management Ks

G. Space Rental

H. Equipment Rental

I. Employees

J. Group Purchasing Organizations

K. Waiver of Beneficiary Coinsurance and Deductible Amounts

L. Increased Coverage, Reduced Cost-sharing Amounts, or Reduced Premium Amounts Offered by Health Plans

M. Price Reductions offered to health plans

N. Practitioner Recruitment

O. Obstetrical malpractice insurance subsidies

P. Investments in group practices

Q. Cooperative hospital service organizations

R. Ambulatory Surgical Centers

S. Referral Arrangements for Specialty Services

T. Price Reductions offered to Eligible Managed Care Organizations

U. Price Reductions Offered by Contractors with Substantial Financial Risk to Managed Care Organizations

V. Ambulance Replenishing
A. Investment Interests: Joint and Contractual Ventures

* Purpose of Exception: Govt wants to allow people to have joint ventures without a windfall or tied to the referrals (want comparable investment and comparable risk) 

	Suspect Joint Venture:
	Suspect Contractual Venture:
	Standards for Safe Harbor

	· Investors are potential referral sources

· Physicians who are likely to be significant referral sources provided opportunity to purchase larger share

· Physicians encouraged to refer if referrals fall below “acceptable level”

· Tracks/distributes info on ref. sources

· Physicians required to divest interest upon retirement or other change in status that makes them unable to refer

· Investment interest is non-transferable 
	· New line of business (existing patients)

· Captive referral base

· Little or no bona fide business risk

· Status of manager/supplier (would-be competitor) 

· Scope of services provided by manager/ supplier (key services)

· Remuneration

· Exclusivity

· Multiple Ks
	· 40% investment

· Same terms for passive investor

· Fair terms, arms-length transaction
· Return proportional to investment
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· Proposed Joint Venture: Medical Center and radiology group to own and operate an OP magnetic imaging facility

· Proposed Arrangement: Ownership, professional services, staffing, equipment sublease, space lease

· Outcome: Ok if they follow their own safe guards:
· Investors are not referral sources

· Small percentage (10%) of facility’s referrals will come from med center

· Med center took steps to limit ability to direct/influence referrals (made policy on record)

· Return on investment proportional to capital investment

· Ancillary agreements do not increase risk of fraud/abuse

· Did not track referrals (no one keeping a record about who referred/how many)

·  60/40 Investor Test: Way to set up an amount of allowable revenue or investment to judge whether you are really dealing with a referral situation
B. Discounts

Discount Defined: A reduction in the amount S charges B for a good or service based on an arms-length transaction
Arms-length and transparency is heart of discount exception:

· Discount can’t be tied to something outside of fiscal year

· Discount must be claimed that year and use that year’s cost report

· Entity submitting bill to Medicare must make discount/fix rebate at time of sale 
Shaw (2000)
· Facts: Conspiracy involving kickbacks (rebates, special pricing, entertainment, hunting trips, research grants, consulting fees, write-offs for bad debt, yacht rental)

· D: Claims govt failed to state a claim b/c activity falls under discount exception

· Holding: Discount exception not applicable 

· Reasoning:

· Discounts are only transactions made on an arms length basis and not through a joint-venture or collusive K 

· Not a gift of free “bundled goods” rather rebate checks, redeemable coupons, and credits subject to certain conditions

· Req’s: Discount or reduction in price must be properly disclosed and appropriately reflected by both B and S

· Notes: Discount safe harbor vs. statutory exception for a discount

· Problem w/ statutory exception: Applies only to four corners of the statute

· If not statutorily disclosed, look to safe harbors 

· Covered conduct happened before the OIG opined on what would make it happy/nervous related to discounts, S said it was penalized for standards outside the statute
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· Proposed Agreement: Lab equipment and employees at no cost to dialysis facilities for purpose of preparing specimens for delivery to the lab

· Outcome: Possible remuneration and sanctions

· Lab assistants at no cost = Tangible benefit

· Free services = discount in exchange for referral

· Personal Services and Management K Safe Harbor: NO b/c safe harbor req’s that the compensation paid for services be consistent with FMV in an arms-length transaction; here, no compensation at all
FALSE CLAIMS ACT
Elements
· Any Person who knowingly presents or causes to be presented
· A false or fraudulent claim: Prohibited Conduct (7 types)

· Submitted to an officer or employee of the govt 
(1) Any Person who knowingly 

Person Defined:

· Entity = Person under FCA

· Courts have determined that the state = person under FCA (UMDNJ)
“Knowingly” Defined §3729(b):
· Actual knowledge of info; OR

· Acting in deliberate ignorance of truth or falsity of the info (ostrich with head in sand); OR
· Acting in reckless disregard of the truth or falsity of info

 NO PROOF OF SPECIFIC INTENT TO DEFRAUD IS REQ’D *
· Potential liability for assisting false claim
· Strutious Conduct: Conduct of an ostrich (head in the sand)
Covington v. Sisters of the Third Order (1995): Urban status
· Facts: Overpayment due to miscoding of hospital’s status as urban

· Hospital staff tried to get verification from an intermediary (BCBS) after they suspected overpayment and put the money aside
· Issue: Did hospital do all it could do? Were overpayments substantial?

· Holding: Cannot determine as a matter of law whether hospital acted knowingly, recklessly, or with deliberate disregard (SJ reversed)
· Reasoning: Hospital’s conduct in accepting overpayments, if proven to be reckless or deliberately ignorant constitutes an FCA offense

· Notes: 

· D claims that the covered conduct started before the definition of “knowingly” changed, but court said that it doesn’t matter and it’s a “continuing offense”

· Know it’s wrong even without the clarification brought about in the 1986 amendments  (Here the conduct was prior to the 1986 amendments
· This is like an ostrich situation 

Krizek (1997): Psychiatrist’s Wife
· Facts: Psychiatrist’s wife submitted 8,002 fraudulently up-coded claims

· Issue: What standard is “reckless disregard”?

· Holding: Extension of gross negligence (extreme case of negligence)

· Reasoning: 

· No proof of specific intent to defraud is req’d

· Psychiatrist did nothing to oversee wife

· Ignorance is not an excuse

· Notes: Reckless disregard is on the continuum between gross negligence and intentional harm

· Penalty: 81 million for 8,000 claims

Jointer (1995): Dead People
· Facts: Claims filed for dead people or people who did not actually receive services. Doc claimed she had no actual knowledge of the false claims

· Holding: SJ not appropriate, D has not established an absence of recklessness as defined by the statute

· Standard: A party knowingly presented F/F claims to the govt if he had actual knowledge or acted with deliberate ignorance or reckless disregard of the truth or veracity of his claims

VICARIOUS LIABILITY

Southern Maryland Home Health (2000)
· Facts: HH employee impersonated a physical therapist and generated 171 worthless and false claims

· Issue: Is HH employer vicariously liable for the claims?

· Holding: Not vicariously liable for punitive damages

· Reasoning: 

· Employer can only be liable if employee’s actions + knowledge are imputed to it

· Minority view of vicarious liability for the purpose of punitive damages: Liability may only be imputed to principal if it acted with knowledge/reckless disregard of employee’s wrongful acts, ratified them, consented to them, etc.

· Notes: 
· NEW RULE: FCA could be punitive in nature, but not for vicarious liability situations

· OLD RULE: Formally, vicarious liability was sufficient for punitive damages
· To be responsible, company needs some kind of linkage, some kind of managerial oversight

O’Connell 

· Facts: Submitting claims to HUD, agent was in on it

· Issue: Should company be liable?

· Holding: If you are an agent with apparent authority, principal is responsible

· Notes: 

· Company is responsible for knowing what agent is doing; different from Southern Maryland HH because there, the agent was lying

· Appropriate policies and procedures can limit liability

(2) Submits a False or Fraudulent Claim (Prohibited Conduct)

	PROHIBITED CONDUCT
	False/fraudulent CLAIM:

	· § (a)(1): Presenting a F/F claim

· § (a)(2): Making a false record or statement to get F/F claim approved

· § (a)(3): Conspiring to defraud govt to get F/F claim paid or approved

· § (a)(4): Embezzlement of govt property by delivery contractors

· § (a)(5): Delivery w/out knowing that info on receipt is true

· § (a)(6): Knowingly buying govt property on black market

· § (a)(7): False records of reverse false claims
	· CLAIM: §3729(c): Request or demand for money or property if the govt provides any portion thereof or provides reimbursement

· Reverse False Claims:

· Pay the govt less than you actually owe

· Understating something, getting a higher return elsewhere

· False/Fraudulent: Overcharging, substandard




Gieger (1999)

· Facts: 

· In response to failed attempts to be reimbursed by Medicare, ambulance company began practice of misrepresenting to Medicare that all non-emergency transports were bed-confined patients

· D instructed paramedics as such (conspired)

· D said not fraud b/c even though not bed-confined, it was medically necessary (even though it was upcoding)

· Holding: A D may not escape the reach of the statute by claiming that the govt was not actually defrauded

· Notes: 

· FCA applies not only those who cheat the govt, but those who mislead the govt

· Govt expect that the claims submitted are accurate, they don’t have the time to scrutinize everything 

Kneepkins v. Gambro (2000)

· Facts: Scheme to bill separately for “routine tests” and “composite tests”

· Reimbursement depends on amount of routine tests (if half the tests are routine, don’t get extra money)

· Blood tests not all done on the same panel – less efficient, etc.

· Holding: Govt can’t claim all were improper, must state w/ specificity which ones were improper

(3) To the govt for reimbursement 
· Includes govt contractors
Pogue v. American Healthcorp: A private party may bring an action to enforce FCA and need not show any harm to the govt in order to maintain and prevail on an FCA claim

(4) Penalties and Defenses
	Penalties
	Defenses

	· Up to 3X amount of each claim

· $5,500 or $11K per claim

· Criminal sanctions

· Indictments of individuals

· Mandatory exclusion from M+M

· Corporate integrity Agreements

· Govt-imposed policy + training req’s

· Annual reviews by outside auditor

· Annual reports of business practices to govt
	· Innocent mistake

· Mere negligence




Qui Tam Actions

	Order of a Claim
	Standing:

	· Relator goes to US atty

· File a disclosure statement so US atty has all the info P has

· Put it under seal to protect whistleblower and gives govt time to start investigating (can stay under seal for years)
· Start investigating: US atty will work with FBI, etc. to investigate; burdensome: Govt can subpoena, warrants, e-mails, phone taps, wires on employees (but not on direct govt agents)
· Once under seal; choices (govt has 60 days choose or file extension):
· Intervene

· Decline

· Move to dismiss

· Settle

· Relator on own (unlikely)
· If approved, file notice of intervention and motion to unseal; govt has ability to expand complaint
	· Any private person

· Some state medical centers

· Public disclosure (do this analysis first): Claim can’t be based on public disclosure unless original source; Public Disclosure FW:

· Was there a public disclosure?

· Did disclosure bar the claim?

· Did P meet the pleading req’t?

· Original source: Direct + independent (first-hand) knowledge; voluntarily provided to govt before filing an action; have to be part of info, can’t just hear someone talking, etc.

· Govt employees: Generally no standing b/c can’t get a windfall from working in govt but should be able to (big dispute, not foreclosed) 

· Someone with dirty hands: Serves as a mitigating factor but doesn’t trump against being a whistleblower

* Can’t use a K to waive qui tam liability; can’t agree to not be a whistleblower *


Obstruction of Justice Claim: 

· Inform the company that the govt is looking into the matter and they delete things

· Failure to comply w/ subpoena 
Awards: Qui Tam Ps get b/w 15%-20% of total amount recovered by the govt
PUBLIC DISCLOSURE: 
Cooper v. BCBS (1994): 

· Facts: 

· P was over 65 but still working, qualified both for Medicare and FEHB (administered by BCBS)

· P billed BSBS for claims, they told him to bill Medicare

· P instituted a qui tam action against BCBS, alleging that BCBS committed fraud by submitting his medical bill claims to Medicare when BCBS knew that it was required to pay the claims as primary insurer

· BCBS filed a motion to dismiss P’s complaint, which D.C. granted (said public disclosure barred claim)

· Holding: Action not barred under FCA as a result of public disclosure issue

· BCBS’s action might have been at least partially based on a public disclosure of allegations that occurred during a congressional subcommittee hearing

· P was an original source b/c he acquired his knowledge of BCBS’s alleged wrongdoing through his own claims processing, research, and correspondence with members of Congress before BCBS was named in that particular hearing

· Although fraud not plead w/ requisite specificity, P entitled to amend complaint

· Notes: 

· P can bring the action even though he disclosed to the Senate

· Fear that this would open floodgates, but not a concern b/c plaintiffs must plead w/ particularity (particularity req’t precludes a bunch of claims about anything and everything)
· There was a major crackdown happening at the same time

· Specificity issue comes up all the time b/c they want to make sure relater has enough info, etc.
Aflatooni v. Kitsap Physicians Services (1998)

· Facts: 

· Ds:

· WPS contracts with KPS to administer the Medicare program

· NDI provides medical imaging services to patients

· PAKC are a pathology practice 

· P was contracted as a physician for KPS

· P alleged that Ds conspired to submit false Medicare claims through the medical services companies they ran

· P disclosed allegations about NDI to the news media

· Issue: Whether public disclosure about NDI prevented P from suit against PAKC

· Holdings: Where there was public disclosure, P did not meet the original source req’t
· Claims against NDI were based upon publicly disclosed information and therefore did not come under the FCA

· There was no administrative inquiry and no public disclosure of facts as to the claims made against PAKC
· Notes: 
· Need something new to tell the prosecutor that’s not in the news, not in hearings, etc.
· Original source qualifications: Actual knowledge

Rost v. Pfizer

· Rost was a senior-ranking individual at Pfizer, came across some info that Pfizer also knew about
· Posner represents Pfizer in bringing a self-disclosure to the OIG about off-label promotion

· Time frame is interesting here: Pfizer hangs their hat on the fact that they went to OIG on may 16, sent letter to FDA on may 19, met with OIG on may 21 and commenced a govt investigation, gave letter to OIG and DOJ on June 1, gave formal notice to Rost on May 28 to inform him that they went to the govt 

· Pfizer makes known that the way they caught wind is that Rost was asking for $12.5 million; Pfizer went to the govt claiming that Rost was extorting them  

QUI TAM ACTIONS – “TAINTED CLAIMS”

DEFINED: Tainted claims are not factually false, but may be legally false b/c generated through something that violated a legal req’t, so every claim submitted after a false certification is tainted with the false statement
(a) Express = actually filled out form

(b) Implied = ineligible for other reasons and submit claims anyway

(c) Worthless Services: Poor quality

(a) Express Certification: 

Framework (Thompson II)

1. Whether the false statement is the cause of the govt providing the benefit

2. Whether any relation exists b/w the subject matter of the false statement and the event triggering the govt’s loss
Thompson v. Columbia/HCA (1998)

· Facts: 
· Express certification: Statements on claims forms, cost-reports, and stark forms were enough to warrant express certifications under the fraud laws

· Dr. Thompson made 3 allegations against HCA:

· False Claims – Medicare for services rendered in violation of AKS

· Fraudulently certified annual cost reports

· Submitted Medicare claims for medically unnecessary services

· Holding: 

· Court affirmed the dismissal of claims based on medically unnecessary services because doc failed to plead them with the specificity required under Rule 9

· Court remanded remainder of dismissal order b/c doc fairly alleged that HCA submitted false claims by falsely certifying that services identified in annual cost reports were rendered in compliance w/ AKS and Stark and by making false statements to obtain payment of fraudulent claims

· Court unable to determine to what extent payment for services identified in HCA’s annual cost reports was conditioned on HCA’s certifications of compliance
Thompson  v. Columbia/HCA (1998) II – Remanded case
· Big Q: Whether, by submitting a claim in violation of Stark and AKS, is there a violation of an express certification located on the cost report? Is there also an implied certification?

· Holding: 

· Dr. stated a claim for violation of the FCA 

· Stark’s express prohibition on payment for services rendered in violation of their own terms makes such violations actionable under FCA

· Reasoning: 
· The court ruled here that there was FCA liability on the basis that there was incorporated prohibition is a firm nexus b/w the prohibited acts and payment by the govt out of the Treasury that supports a FCA claim w/out the need for a separate certification of compliance

· Court felt the prohibition + statutory prohibition were enough for a violation to be present
· Govt said that Columbia’s own brief reflects it submitted false claims w/ its cost reports
· Notes: 
· Policy issue – where does it end? Does it stop at medicare cost reports?

· Not a direct monetary hit to the govt – where does that come in?

· Govt should be expected to believe that their healthcare providers aren’t violating the law that is directly related to the provision of HC services
· Attestations got more and more specific to hold more accountable

· There may have been other violations (AKS and Stark) but that in itself doesn’t mean that there is a federal govt interest in the case
(b) Implied Certification:

McNutt v. Haleyville Medical Supplies (2005)
· Facts: Violator of govt regs persisted in claims that he knew he shouldn’t be eligible for; implied cert here

· Ds’ former employee brought an action qui tam alleging that the owners' companies were Medicare providers and that the owners violated the AKS by paying kickbacks camouflaged as rental payments and commissions to pharmacists and other individuals (another form of remuneration) b/c they were ineligible 
· The owners issued monthly checks to referring pharmacists, and others, and in turn submitted invoices to Medicare for reimbursement of services that had been rendered to Medicare patients referred by the individuals receiving the kickbacks. 
· Gave as much as 20-25% of total cost to those who referred business

· Holding: The govt had alleged a valid claim against the owners. 
· Reasoning: When a violator of govt regs is ineligible to participate in govt program and that violator persists in submitting claims it knows the  govt didn’t owe

· The govt alleged that the owners violated the AKS and compliance with that statute was necessary for reimbursement under the Medicare program. 
· The owners had submitted claims for reimbursement knowing that they were ineligible for the payments demanded in those claims. 
· The govt had specifically identified as false numerous claims the owners made to the govt

· Notes: 

· The mere solicitation of reimbursement when you know you are ineligible is a violation

· Distinguished from Thompson b/c this is way more implied; Thompson applied the express standard
· Court said when a violator is ineligible for a federal program and the violator continues to submit, they violate the FCA

· Once a company shouldn’t be receiving funds and they ask the govt to pay, they are liable under FCA

Bidani v. Lewis (2003): Materiality 
· Facts: Submitting claims for supplies for which they receiving illegal kickbacks

· Ds moved for SJ on grounds that physician failed to offer evidence to satisfy the materiality requirement of the AKS
· Issue: Whether the govt would have paid or even allowed D to keep its K if it had known of the alleged fraud
· Holding: 

· Alleged AKS violation was material to govt’s treatment of Ds’ reimbursement claims

· Remanded the remaining elements of the FCA claim, including the Q of whether the discounts violated the AKS
· Reasoning: In FCA cases, court followed 7th Cir, which leaned toward an outcome materiality definition
· A claimant had to show that the goal was to convince the govt to pay claims it would not otherwise have paid
· The AKS criminalized receiving remuneration intended to affect decisions to purchase supplies for which payment may be made under Medicare
· Those convicted under the AKS were barred from participating in the federal health care program
· Compliance with the AKS was central to the reimbursement plan of Medicare

· Notes: 

· Implied standard + materiality standard

· Not suggesting it’s the extent of the kickback, but the mere violation that gets you to the violation (mere presence of a kickback makes a violation material)
· Implied cert + materiality
· When someone violates a govt reg that is “material to the treatment of…”
· Can’t just be implied, has to be material to why govt is reimbursing in the first place
· It’s the statutory violation that is the basis of the FCA claim, not the overpayment
Pogue v. Diabetes Treatment Centers (2002): Fraudulent scheme is enough
· Facts: 

· Diabetes treatment centers in hospitals across the country, recruited physicians to serve as medical directors whose primary responsibility was referral of patients to the treatment centers, for which the physicians were paid a referral fee, a scheme the relator alleged violates AKS and Stark 

· The D.C held that the allegations stated a cognizable claim under FCA and that the relator plead fraud with adequate particularity pursuant Rule 9. 
· Accepted the Realtors proposition that a “ violation of Medicare anti-kickback and self-referral laws also constitute a violation of the FCA” – Certification Theory says that a claim submitted under the fraud laws is a violation

· Withholding of the critical information of the decision to pay is the FCA
· D said even if claims violated under AKS or FCA they never submitted the claims and therefore not liable – the hospitals actually submitted the claims – so no worries BUT ct said that the FCA extends beyond just those who submitted the claims 
· Holding: A detailed description of the scheme was enough to get around the fact there was not false claims submitted – need only prove a fraudulent scheme
· The D claim of a 9(b) violation is not substantiated and there was deemed enough in the complaint to allow the D to answer the complaint and allow it to go to discovery
· No grounds existed to reconsider the law of the case, but, even if it had, the court would have still held that the relator’s theory of implied certification was valid. The allegations amply allowed Ds to prepare their defense.
· Reasoning:

· Abtek: The govt would not have paid the funds had they known it was a violation; the withholding of critical info was the essence of the violation

· Notes: 

· Court said no case has really rejected implied certification theory, even though some had 

· Because we’re dealing with implied cert, argument is that it couldn’t be implied on person who didn’t submit (court doesn’t really care who submits it)
· Focus on 9b evidentiary req’t: Requires a qui tam relator to plead w/ particularity, decided on case-by-case basis
· In this case, no particular transactions to substantiate, just a multi-year fraud scheme
· They were able to amend complaint (contrast with Hess – court didn’t even let them amend)

(c) Worthless Services
Generally:

· Existing regulatory framework setting up complex framework, FCA criminalizes what would be a regulatory infraction under these laws

· Many of the driving bad facts in these cases was patient harm

· Regulatory FW not enough to deter

Aranda: 

· Facts: D claimed that meeting local standards is a subjective question of measurement so can’t be liable under FCA

· Holding: Issues w/ local quality measurement regs should not bar qui tam actions – don’t have to pursue administrative sanctions before going to FCA b/c not an exclusive remedy

Mikes v. Straus (1995): Big case we were split up on

· Facts: 

· P former employee claimed that her discharge was in retaliation for her investigation of the D former employers' unlawful billing practices in preparation for filing this FCA action
· P claimed D improperly submitted claims through the Medicare program for unwarranted and improperly administered spirometry and MRI tests

· Issue of calibration with spirometer device – local regs (similar to quality)

· Whistleblower claiming that this generates a false claim, they should have known the spirometer was bad

· Court said that particular issue was not material enough for FCA liability

· In class, question as to whistleblower motive

· Spirometer didn’t lead to patients being harmed/receiving substandard care
· Holding: The former employee's allegations sufficiently demonstrated genuine factual issues regarding whether the employers made false or fraudulent claims for payment and whether they conspired to defraud the govt

· Notes: 
· Govt decided not to intervene twice, but filed an amicus brief to say basically that the claims were filed for worthless services

· Spirometer didn’t injure anyone

· No proof that any false results came from it

· At the time, there was not a req’t for such a calibration by the national body (AMA)

· In fact, the P had a duty to rectify the problem herself instead of bringing a claim

CLASS DISCUSSION:

	Plaintiffs
	Defendants

	FCA prong (1):

· D knowingly presented false claims to be made with the result of defrauding the govt 

· Claims for services that didn’t comply with the guidelines, under implied certification theory, the services weren’t medically necessary
	FCA prong (1):

· Distinction b/w necessity and quality – the testing was necessary here, at issue is not whether the testing was necessary, it’s the quality of the testing 

· The certification only req’s that the procedure is necessary, it was never determined that the testing was faulty

	Quality Issue
· The quality of care piece is a condition of participation and is part of the “reasonable and necessary” req’t for reimbursement (sec. 1395)
· Its reasonable that medical equipment is kept to a proper standard of quality
	Quality Issue

· Goodman – The failure of a procedure to confirm to a particular standard of care ordinarily would not sufficient for reimbursement

· Quality of care is to too expansive, not intended by govt, conditions of participation take care of the quality req’t by notifying facility about problems before kicking them out of the program

· Quality of care is discussed in another area of the statute, so “reasonable and necessary” under 1320 cannot include quality too (it would be redundant)

· Quality is a state issue, this is a federal statute


Administrative Sanctions and Procedures

Overview:

* OIG has identical administrative authorities with respect to all the fraud statutes

	Main two OIG powers:
	ALJ Authority
	Actions company can take to avoid hiring an excluded individual:

	(1) Civil monetary penalties: Policy is to make wrongdoer recompense govt and deter further conduct

(2) Exclusion Authority: The OIG can exclude you from federal programs; policy Is to exclude untrustworthy individual from the program
	· Can’t find legislation invalid

· Can’t reduce period of exclusion

· Can’t enter a directed verdict

· Can’t vompel settlement negotiations
	· Attest on employment application 

· OIG exclusionary list – sometimes takes some time to process; even indirect providers can be excluded so they cant touch anything in the supply chain

[Hanlester: Didn’t need to go after whole org if certain individuals were excluded]


Case Law:

· A bunch of cases stood for deference to administrative process until they exhaust remedies

· In the last case (sexy case), it was actually DOJ that wanted to trump the administrative procedures 

· Contrast w/ Aranda – if you start with the administrative route, have to stick with it 

Trade around the World of PA v. Shalala

· Facts: There was investigation that concluded w/ advisement to exclude this organization from participation 
· P wanted this case in district court to say they didn’t get the warning or authority to make fixes
· Holding: Dist court followed USSC that said you must exhaust you administrative remedies prior to going to district court
Homewood:

· Holding: Req’t that constitutional question be presented is non-waivable

· Reasoning:

· District court process can only be invoked when 3 things are met (page 350):

1. A clear right in the P to relief sought

2. Plainly defined preemptory duty on the part of the D to the act in question 

3. No other remedy available

· Here, they had adequate remedies through administrative process

· P didn’t satisfy non-waivable element

· Notes: 

· The court continues to defer to case history saying that they have to let the process do its thing

· Have to exhaust remedies

Core Care

· Facts: Suspension for fraud, P wants to enjoin HHS from suspending payment, wants to get before a court

· P argues violation of DP, thought certain aspects were already adjudicated through admin appeal system

· D argues that full appeals process was not exhausted

· Holding: Court not persuaded; it was intent of congress to treat part A and part B beneficiaries alike with respect to admin remedies; even though Ps have a constitutional challenge, only have jurisdiction after final decision, which only comes after exhaust admin remedies; P didn’t exhaust

Rahman (sexy case)
· Facts: Radiologists; OIG brought cased based on fraudulent billing, D filed writ of Mandamus 
· Holding: DOJ says that Ds cannot avail themselves of administrative relief  when there are other mean; let admin process continue 

· Notes: Main principal in previous cases was that there was an admin process that the P wanted to get out of and get relief and courts said no. 

· In this case, DOJ halted the admin process, P went to court, not like all the other cases to ask for relief that the admin process wasn’t giving, they went to court to ask DOJ to back off and let them continue the admin process 

Govt can bring a FCA case against a third party, even if they weren’t the actual party submitting the claims:
Parke-Davis I (2001) - DEFENDANT

· Facts: Relator alleges off-label marketing of Neurontin with reimbursement of 25% of sales for off label use

· Reasoning:

· Rule 9(b)

· Rule 9(b) is satisfied w/ respect to Neurontin b/c the complaint amply details both a general framework of the purported Medicaid fraud and provides more specific info on the individuals, locations, and precise statements alleged to be false and time-frames involved

· Allegations with respect to direct sales of Neurontin to VA and Acupril are deficient and therefore dismissed b/c not sufficiently specific

· FCA viability: D’s arguments and response for SJ

· (1) FCA doesn’t provide civil damage remedy to enforce ban on off-label mktg
· Failure to provide such a remedy does not preclude an FCA claim where the manufacturer has knowingly caused a false statement to be made to get a false claim paid or approved by the govt

· (2) An impermissible off-label promotion does not necessarily include a false statement or fraudulent conduct

· The violation arises, not from unlawful off-label marketing, but from the submission of Medicaid claims induced by D’s fraudulent conduct

· (3) Problem with the FCA’s causation req’t – the doctors wrote the off-label prescriptions and pharmacists filled them – these actions break the chain of legal causation

· Under black letter (tort) law, such an intervening force only breaks the chain when it is unforeseeable; here, the participation of doctors and pharmacists was not only foreseeable, it was intended

· (4) False statements made by D to doctors were not alleged to be material to the govt’s decision to pay the claims

· FCA reaches beyond claims to all fraudulent attempts to cause the govt to pay out money; D knowingly caused the submission of claims through a fraudulent course of conduct 

· FCA’s Medicaid Anti-kickback provision

· A violation of the federal AKS is not a per se violation of the FCA; the govt must have conditioned payment upon claimant’s certification of compliance

· No allegation of express or implied certification

· Certification theory has not been expanded to cover claims filed by third parties

Parke-Davis II (2003)

· Reasoning:

· Double-Falsehood Req’t Theory REJECTED: An FCA P must prove a false statement that led to a false claim

· Q: Is there liability if the allegations involved only the unlawful – yet truthful – promo of off-label uses to physicians who provide services to patients who both are and are not covered by Medicaid without fraudulent representations by the manufacturer?

· The only issue is whether D “caused to be presented” a false claim; FCA does not require the “cause” to be fraudulent

· Reimb’t issue survives SJ:

· P: Medicaid allows states to exclude/restrict coverage of a covered OP drug, which cannot include off-label uses (this interpretation is disfavored)’ expert testimony showing patients must have been prescribed the drug for off-label purposes

· D: 42 states allow Medicaid reimb’t for off-label prescriptions, so can’t be a false claim 

· Causation Issue: 

· Legal standard for causation: 

· Causation in Fact: Substantial factor test (Q of fact); survives SJ

· Proximate/legal causation: Court already held that D could have foreseen false claims being filed

· A person need not be the one who actually submitted the claims (Krizek – wife submitted) – ARGUMENT – this is not the same office, etc.

· Notes:

· Medicaid reimbursement for only in-label uses ( false statements and representations to encourage off-label use

· Court said there were no technical violations of FDA regs, but blatant false statements to induce claims, material to submission of claims, evidentiary support for causation, kickbacks that were relevant to false claims cause to be presented

· Used evidence of the kickback to show how they were causing the false claims to be submitted

CLASS DISCUSSION on Parke-Davis: D’s argument

· Scienter req’t: 42 states permit off-label reimbursement

· Sample size is unreasonably small

· Theory is too expansive as to middle-man liability

· No civil monetary penalties for off-label prescribing 

Hess (2006): PLAINTIFF

· Facts: P sales rep alleges:

· Cancer drug Eloxatin (approved for 2nd line treatment) was being marketed as first-line; P alleges that D trained and encouraged off-label use

· Drug Elitek (pediatric treatment) being marketed for use in adults

· Holding:

· Elitek: P’s allegations are vague, conclusory, and lack requisite specificity

· Eloxatin:

· Materiality req’t: P insufficiently plead, govt knew

· Intent req’t: Info was, at most, immature, unreliable and misleading; the FCA requires deliberate ignorance or reckless disregard; doctors couldn’t have lied on the forms b/c stage of cancer not req’d

· Notes:
· Washington Legal Foundation Case: Challenged the FDA about restricting first am rights – via scientific exchange, a pharmaceutical company can offer truthful scientific info (cant promote, must do it through continuing ed, medical science liaisons, med-info department)

· Magistrate opinion – doesn’t go very high and is not very persuasive

· Didn’t present same facts as parke-davis, no requisite particularity

Schering Sales Corp 

· Facts: Alleged widespread marketing of off-label sales, ride-alongs, training classes, business plans that emphasize detailed promotional plans, sales reps compensated for unapproved uses (incentives)
Zimmer

· Facts: Marketing scheme for orthopedic implants b/w Zimmer and Premier 

· Inducements to sell marketing devices

· Premiere submitting claims to federal govt 

· Issue: Whether, under the allegations, the manufacturer knowingly assisted in a health systems corporation's false certification. 
· Holding: Someone other than the actual presenter could be responsible under the FCA in the absence of duping

· Notes:

· PIVOTAL POINT: Just b/c the person involved in the scheme was not actually submitting claims; sufficient that Zimmer knew that the marketing scheme, if successful, would potentially cause false claims to be submitted

· Mere awareness may not be enough, but some awareness that something might be submitted is enough

· Notes: Confirmed FCA liability does not attach merely to those who submit, but attaches to those who cause claims to be submitted (marketing scheme)

STARK LAW

Overview:

· Stark I: Originally prohibited M+M payment for services provided to beneficiaries by labs when the physician who referred him had an ownership or compensation arrangement w/ the lab

· Stark II: Scope was expanded to include 11 other “designated health services”

· KEY: Stark is all definitions: If you fall into these definitions and don’t fall into the exceptions, you are in violation (strict liability)

· Stark legislation aimed at 3 different problems:

· Quality of services

· Overpayment by Medicare

· Over-utilization of services

Stark vs. AKS:

	
	Stark
	AKS

	PERSON OR ENTITY
	Physicians and family members who engage in prohibited activities 
	Any party to a transaction or relationship involving prohibited payment for services under a federal healthcare program 

	Prohibited ACTIVITIES
	Referrals where there is a financial relationship w/ the referred entity
	Referrals, ordering, providing, leasing, furnishing, recommending, or arranging for a service, item, or good

	Implicated referrals
	Designated health services
	Federal healthcare program

	Penalties
	Civil monetary penalties and sanctions
	Criminal sanctions + civil monetary penalties 

	Scienter Req’t
	Intent is irrelevant
	Intent is essential

	Statutory Construction
	Prohibition which can only be traversed in exceptional circumstances
	Broadly inclusive but not directly prohibitive of referrals or financial relationships

	Exceptions and Safe Harbors
	You either meet an exception or you don’t; what is not explicitly permitted is prohibited
	Safe Harbors describe what is explicitly safe; failure to meet one does not = violation


* Always better to begin with a STARK Analysis 

Stark Prohibitions: 
· (1) REFERRAL: Generally prohibits a physician from referring a M or M patient to an entity for the furnishing of a “designated health service” if the physician (or immediate family member) has a financial relationship with the entity

· (2) CLAIM: That results from the tainted referral

· Such an entity may not bill M or M or the individual 

· States may not receive federal financial assistance for Medicaid expenditures made for services provided in response to prohibited referrals

· Stark violation can be used to justify FCA case

FRAMEWORK FOR ANALYSIS
a. ASK: Does the transaction involve a physician or immediate family member?
· Physician” Defined:

· Regs incorporate the general def of a physician under Medicare statute

· Includes: Doctor of medicine, osteopathy, dental surgery or dental medicine, podiatric medicine, optometry, or chiropractic

· Does not include: Nurse practitioners, PA’s, nurse midwives, clinical nurse specialists, etc.

· This is not always the case in state laws

b. ASK: Does the physician have a financial relationship with an entity?

· “Financial Relationship” Defined: Direct and indirect:

· Compensation Arrangements: All forms of remuneration, in clash or in kind, including discounts

· Ownership or investment interests b/w a physician and an entity (Includes ownership by way of equity, debt, etc.)

· Entity” Defined: Broad Interpretation
· Intended to include all possible orgs that can deliver covered services

· Includes: Sole proprietorship, trust, corporation, partnership, foundations, not-for-profit foundation, or unincorporated association, physician referrals w/in a group or to the referring physician’s medical practice (need to meet the definition of “group practice” to avoid liability – defined on page 50)

c. ASK: Does the transaction involve a referral or a referring physician?

· “Referral” Defined:

· Referral = request by a physician for an item or service payable under Part B

· Includes: Request for consultation w/ another doc, any test or procedure ordered or performed by other doc, request for plan of care when plan includes furnishing of designated services

· Exempts: 

· Designated health services that are personally performed by the referring physician

· Three categories of services: Pathologists who request clinical lab tests or pathological examination services, radiologists who request diagnostic radiology services, and radiation oncologists who request radiation therapy services 
d. ASK: Is the referral for a Designated Health Service?

· DHS must be payable in whole or in part by Medicare
· Categories of DHSs:

1. Clinical laboratory services

2. Physical therapy services

3. Occupational therapy services

4. Imaging services (MRI, ultrasound, etc.)

5. Radiation therapy services and supplies

6. Durable medical equipment and supplies

7. Parenteral and enteral nutrients, equipment, and supplies

8. Prosthetics, orthotics, and prosthetic devices

9. Home health services and supplies

10. Outpatient prescription drugs

11. Inpatient and outpatient hospital services

e. ASK: Is the claim being submitted to Medicare for reimbursement?

· Stark issues only arise when Medicare is the payer for the transaction at issue

f. ASK: Do any exceptions apply?

· Certain group practice referrals: Physician services, in-office ancillary services, and certain arrangements w/in a hospital

· Certain investments: Publicly traded securities and mutual funds, rural providers, etc

· Situations where the general incentives for excessive utilization of HC is controlled in some other way: Prepaid health plans, ambulatory surgical centers, hospices, etc.

· Legitimate business arrangements that are unlikely to result in increased utilization: Personal services K for space or equipment, rental agreement, bona fide employee of entity, pays market value, etc.

Compliance Programs

Sulzbach Case

· Facts: Govt is suing Sulzbach (Tenet’s Associate General Counsel and Corporate Integrity Program Director) for alleged Stark violations arising out of physician Ks that resulted in false claims

· Barbera filed an earlier qui tam against Tenet, one allegation was this Stark violation; Tenet consistently denied violation

· Physician Ks: Allegedly not tied to referrals, not FMV/commercially reasonable

· Corporate Integrity Agmt:

· Outside counsel must review physician Ks

· Must make available docs to HHS upon request

· Allegations:

· Sulzbach falsely certified that everything was ok on CIA after she knew about violations

· Violations went on anyway

· False certifications obstructed the govt from discovering violations 

· Notes:

· Concentrating on personal accountability of compliance officer

· When a company receives a subpoena, they have to make painstaking efforts not to obstruct justice 

· She could have self-disclosed

· Showed that there are multiple things in play

· There was a compliance program

· Challenges of finding things and what to do with them

· Complaint alleges that D and whole company knew about the stark violation, chose not to share in qui tam act, and continuously lied

· Reports showed evidence that Ks were clearly above FMV

· Showed what corporate integrity agreements are (uber-express certification)

Guest Speaker: Colleen Craven
Elements of an Effective Compliance Program:

· Standards and procedures

· Oversight Responsibility

· Ideally, person in oversight position reports directly to the CEO

· Don’t want compliance officer to be subordinate to the general counsel

· Some officers report to the full board, some just report to a committee of the board

· Education and Training

· Acceptable practices are constantly changing

· Lines of communication

· Hotline: Typically administered by a third party, provides an anonymous way for employees to report suspected violations

· Monitoring and Auditing

· Enforcement and Discipline

· A stellar employee who did something egregious vs. a crappy employee who did something minor

· Need to find the root cause of the problem

· Screen against govt exclusion list

· Response and prevention

Practical Application

· Company culture – look at it as ‘this is how we do business’ vs. ‘this is what we have to do

· Heavy regulation; also adhere to voluntary compliance

· PHARMA code – everything has to benefit patients (industry-designed code so not an AKS safe-harbor)

· OIG program guidance

Shaw’s Comments:

· Evolution: Federal sentencing guidelines (give credit in sentencing phase if you have a corporate compliance program

· Real Problems: Training, policies, investigation, when to disclose

· Govt cant investigate everything, so they expect companies to have programs

· One dynamic is that companies that have CIAs, but still have fraud violations

· Govt doesn’t want to bounce companies b/c public outcry

