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Our Agenda

• Governmental Payors: Medicare, Medicaid, and 

TRICARE

• False Claims Act

• Stark

• Medicare Antikickback Statute

• Incident To
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Preliminary Thoughts

• Who do you believe?

• There are more laws than we can cover today.

• Policy questions:  Will reimbursement methodology shift?  

FFS vs. Value Based vs. Bundled Payments.

• What will be labelled as “fraud?”

• Never forget state law. 
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Conceptualizing the Law

• Laws affecting relationships.

• Laws detailing billing methodology.

• Can we do it vs. Can we bill for it?

• Who’s rule?  Payor variability. Contract vs. Law.

• How do you do research?
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Hierarchy of authority
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• Constitution (due process, contracts clause, enumerated 

powers).

• Statutes (Social Security Act).

• Regulations (42 CFR).

• Program guidance (Manuals, bulletins, FAQs, regulatory 

preambles).



What are the medicare manuals?
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• Sub-regulatory guidance.

• CMS’s instructions for administration of the Medicare program.

• Examples:

• Medicare Claims Processing Manual.

• Medicare Benefit Policy Manual.

• National Coverage Determinations Manual.



Don’t believe anything I say…
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• “[The Manual] embodies a policy that itself is not even 

binding in agency adjudications….   Manual provisions 

concerning investigational devices also ‘do not have the 

force and effect of law and are not accorded that weight in 

the adjudicatory process.’ ”   Gov’t brief in Cedars-Sinai 

Medical Center v. Shalala.

• “Thus, if government manuals go counter to governing 

statutes and regulations of the highest or higher dignity, a 

person ‘relies on them at his peril.’   Government Brief in 

Saint Mary’s Hospital v. Leavitt.



Pay attention to effective dates
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Conceptualizing the law
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• Proposed Rule vs. Final Rule.

• Not all laws are criminal.  

• Some are counter-intuitive/contradictory.

• Never forget state law.  Some are mighty hard to find!!



Reimbursement 101
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• Medicare Part A (providers) vs. Part B (suppliers).

• Understand if reimbursement is Fee for Services (FFS), 

prospective payment (PPS) or something else.

• Professional and technical components, facility fees.  

Graduate Medical Education.  



Reimbursement 101
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• Medicaid SEEMS federal, but it is really a state program.

• Private payors are mostly a matter of contract, BUT 

sometimes state laws matter.



False Claims Act:  FCA
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• Civil War statute, updated in the 1980s.

• Federal law allowing penalties of treble damages plus 

penalties

• Most states now have state laws.

• Requires some type of intent and materiality.

• Is every mistake a false claim?

• Is a dating error?  100 dating errors?



Mistakes are not fraud
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“Finally, the Guidance reaffirms that the False Claims Act 
should be the basis for suit only where there is evidence that 
false claims were submitted knowingly—that is, with actual 
knowledge or in deliberate ignorance or reckless disregard of 
the truth.  Let me make this VERY clear:  the False Claims Act 
does not address—and we should never use it to pursue—
honest billing mistakes or mere inadvertence.”

Remarks of then  Deputy Attorney General Eric H. Holder, Jr. to the American 
Hospital Association, February 1, 1999, available at
http://www.usdoj.gov/archive/dag/speeches/1999/holderahaspeech.htm 



Qui tam
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• “Qui tam pro domino rege quam pro si ipso in hac parte 

sequitur.”

• Literally means, “who sues on behalf of the King as well as 

for himself.”

• A private attorney general, or bounty hunter statute.

• If victorious, plaintiff receives between 15 and 30% of the 

verdict, plus attorney fees.



Qui tam

17

• Generally filed by disgruntled employee, patient, customer 

or competitor.

• Removes discretion from the government.

• Case filed under seal.  Lead time may be 2 to 3 years.



Qui tam risk management
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• Can employees be asked to promise not to file a qui tam 

suit?



Qui tam risk management
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• Waivers:
• Probably not enforceable, definitely a bad PR move.

• Certification of concerns.

• Responding to concerns:
• Perception is reality.

• Tension between secrecy & openness.

• What else can you do?? 



Engaging counsel
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• “I’ve been involved in the 5 biggest settlements in the 

country.”

• Does geography matter?

• Does the firm’s name matter?

• Does hourly rate matter?

• What conflicts should you worry about?

• Best question:  How far back must I go when voluntarily 

refunding

• Ask around!



If you see something say 
something?
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• Internal and external reporting duties are very different.

• If you see a bank robbery, must you call the police?

• Note the 60-day rule.

• Return overpayments within 60-days of identification.

• This only applies to OVERPAYMENTS.

• Beware of licensing board obligations.



Medicare antikickback statute
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• It is illegal to offer, solicit, make or receive any payment 

intended to influence referrals under a federal health care 

program.

• The government applies the “one purpose” test.  If one 

purpose of the payment is to influence referrals, the 

payment is illegal.



antikickback statute
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• Intent is everything.  The question:  Is the payment 
intended to curry favor?  Keep asking “why?”

• If the payment is “bait” to get someone to listen, there is a 
defense.  If the gift is to get someone to act, make sure you 
have extra reading material and someone to watch the dog.

• A “kickback” should require 3 parties, and arguably, 
deception.



antikickback protection
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• Safe harbors exist, but they are VERY narrow.  

• They will cover payments for services as long as the 
payment is reasonable for the work done.

• Common sense takes you a long way with the antikickback 
law.  Remember, you don’t need to fit in a safe harbor.

• Different lawyers can approach this VERY differently.  
Understand how yours does. (“We didn’t find an advisory 
opinion, suggesting this is illegal…”)



Trouble?
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• Hospital provides a physician a medical directorship without 
expecting actual work.  

• A physician plays two hospitals off of one another saying, “if 
you don’t give us this, we will take our business to the other 
hospital.”

• Can a physician demand faster OR turn-around?



Advisory opinions
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• Must be a serious proposal.

• Must disclose parties and facts.

• Must pay government’s costs.

• OIG will not analyze fair market value.

• Only binding for the parties involved.

• Generally, advisory opinions do not give you much security.



stark
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• Applies only to DHS, but all hospital services are DHS.  (See 

next slide for others.)

• If any value flows between a physician and an “entity” and 

the physician orders DHS provided at the entity, Stark 

applies.

• Intent doesn’t matter; you must meet every part of an 

exception.

• Not criminal; but the penalty is up to $15,000/claim.



“designated health services”
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• Clinical laboratory.

• Physical therapy.

• Occupational therapy.

• Radiology services.

• Radiation therapy 
services and supplies.

• Durable medical 

equipment and 

supplies.

• Parenteral and enteral 

nutrition.

• Prosthetics and 
orthotics.

• Home health services.

• Outpatient prescription 
drugs.

• Inpatient and 

outpatient hospital 

services.



Stark is Hard
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• It is much harder to do a Stark analysis.

• Stark only applies if a physician orders services covered by 

Medicare or Medicaid that are:

• Designated Health Services (DHS) AND

• Provided by whoever has a financial relationship with the Dr.



Stark quirks
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• The offending financial relationship may be unrelated to the 

referrals. (Lawn mowing.)

• “Referral” is making a plan of care.

• The “entity” includes both:

• The entity billing for the service AND 

The entity providing the service.

• This prohibits “under arrangements” relationships if the physician 

who orders the service is providing it “under arrangements.”

• If a physician is leasing equipment to a hospital, and sending 

patients to the equipment, beware.



Key concept:  stark rural exception
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• There is a rural exception protecting ownership if you are 

outside of a Metropolitan Statistical Area (MSA), and 75% of 

your patients live outside an MSA.

• MSAs are defined by the Census Bureau, and consist of 

counties.



Key concept:  stark rural exception
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• Note that rural areas can become urban.

• The rural exception only protects ownership, not other 

compensation.

• Deals that would never work in the city may be fine in rural 

areas.



Per click
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• If a physician is referring patients to a service, the physician 

may not be compensated on a “per click/per use” or 

percentage basis.

• Example:  Physician owns scanner, leases it to hospital for 

$500/scan.  That is impermissible.



Per click
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• The same lease is permissible if the payment is a flat fee per 

month.

• Per click/per use leases are still permissible if the owner 

does not refer to the lessee.

• Example:  Clinic or hospital leases scanner from a mobile imaging 

company where the mobile imaging company is not owned by local 

physicians.



Comp formula
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• Stark limits how physicians can divide revenue.

• It only applies to Medicare and Medicaid revenue.

• Physicians can’t get paid for referrals for DHS.

• You need NOT split comp evenly.  You can, but don’t HAVE 

to.  RVUs, seniority, fixed amounts,  and other options all 

work.



Antikickback v. stark
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Antikickback.

– Criminal.

– Civil monetary 

penalties/exclusion

.

– Intent is 

everything.

Stark.

• Civil.

• $15,000 per 

claim/$100,000 for 

circumvention scheme 

(fines apply only if bills are 

submitted).

• Intent is irrelevant.



Antikickback v. stark
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• If you meet a safe 

harbor, you win.  If you 

do not meet a safe 

harbor, analyze intent.

• Only applies to 

relationships outside 

the corporation.

– Must meet an exception, 

or else.

– Applies to both 

transactions with others

and intraorganization

relations, including your 

compensation formula.



Antikickback v. stark
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• Covers everything 

paid for by a federal 

health care program 

(beware of state law 

extensions).

• Can get advisory 

opinion.

– Covers only 

designated health 

services paid by 

Medicare or 

Medicaid (but note 

definition of group 

practice).

– Can get advisory 

opinion.



“incident to” billing
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• Clinic can bill for “incident to” services only if:

• Clinic pays for the expenses of the ancillary person.

• Clinic is the sole provider of medical direction.

• The first visit for the course of treatment is with a physician (later 
visits may be with the non-physician provider).  Note the “new 

problem” myth.



“incident to” billing
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• The service is something typically done in an office.

• The service is not in a hospital or nursing home.  (May be 

a “shared visit.”)  

• A clinic physician must be in the “office suite.” 

• The services should be billed under the supervising 

physician. 



Not Everything Is Incident To….
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“Rather, these services should meet the requirements of their 

own benefit category.  For example, diagnostic tests are 

covered under §1861(s) of the Act.  A/B MACs (A) and (B) 

must not apply incident to requirements to services having 

their own benefit category.  For example, diagnostic tests are 

covered under §1861(s)(3) of the Act and are subject to their 

own coverage requirements.



Not Everything Is Incident To….
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Depending on the particular tests, the supervision 

requirement for diagnostic tests or other services may be 

more or less stringent than supervision requirements for 

services and supplies furnished incident to physician’s or 

other practitioner’s services. Diagnostic tests need not also 

meet the incident to requirement in this section. Likewise, 

pneumococcal, influenza, and hepatitis B vaccines are 

covered under §1861(s)(10) of the Act and need not also 

meet incident to requirements. 



Why Avoid Incident To?

• For many services it pays more. 

• Under the in-office ancillary exception, physicians 

may receive credit for DHS that are incident to.
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