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Background

• Basic Legal Framework for Laboratory Providers
– Federal

• Anti-Kickback Statute (AKS)
• Physician Self-Referral Law (Stark law)
• Eliminating Kickbacks in Recovery Act (EKRA)
• False Claims Act (FCA)
• Civil Monetary Penalties (CMP)

– State
• State equivalents to AKS, Stark, and FCA

– Others
• Payor contract restrictions

– The World Outside
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Background

• Anti-Kickback Statute (AKS)
– Prohibits any person from knowing and willful 

– Payment or receipt of remuneration 
• Remuneration = anything of value (cash, free rent, meals, 

etc.)

– To induce patient referrals

– AKS is an intent based statute

• Penalties
– Fines, jail, exclusion from Federal health care 

programs
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Background

• Physician Self-Referral Law
– The Stark Law prohibits:

• A physician from referring to an entity furnishing designated 
health services (DHS) with which the physician (or an 
immediate family member) has a financial relationship 
unless meet all requirements of an exception.

• No intent element

• Penalties
• Fines, non-payment of claims, exclusion from Federal health 

care programs, CMPs 

• What is a financial relationship?
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What is EKRA?

• Effective October 24, 2018

• Passed as a part of the Substance Use-
Disorder Prevention that Promotes Opioid 
Recovery and Treatment for Patients and 
Communities Act (SUPPORT Act)

• Intended to address America’s opioid 
epidemic
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What is EKRA? (cont’d)

• Applies to recovery homes, clinical treatment 
facilities, and laboratories

• Extends to services covered by both government 
and private payors

• Attempt to address the problematic arrangements set 
up outside the scope of current federal regulatory 
framework.
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EKRA - Prohibited Conduct

• Knowingly and willfully:
• Soliciting or receiving any remuneration directly 

or indirectly for referring a patient or patronage 
to a recovery home, clinical treatment facility or 
lab; or

• Paying or offering any remuneration directly or 
indirectly:
• To induce a referral of an individual to a recovery 

home, clinical treatment facility, or lab; or

• In exchange for an individual using the services of 
that recovery home, clinical treatment facility, or lab.
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EKRA’s Definition of a Laboratory

• Applies to all laboratories

• Uses the CLIA definition
• “[A] facility for the biological, microbiological, 

serological, chemical, immuno-hematological, 
hematological, biophysical, cytological, pathological, or 
other examination of materials derived from the 
human body for the purpose of providing information 
for the diagnosis, prevention, or treatment of any 
disease or impairment of, or the assessment of the 
health of, human beings.” 42 U.S.C. 263a.
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EKRA Exceptions (Most Discussed)

• Payment by employer to W-2 or 1099 for employment, if the 
payment is not determined by or does not vary by:

• # of individuals referred to a particular recovery home, clinical 
treatment facility or lab;

• # of tests of procedures performed; or

• Amount billed to or received from payor.

• Payment made by a principal to an agent for services rendered 
under a personal services and management contract that meets 
AKS requirements (Adopts AKS Personal Services and Management 
Contracts Safe Harbor).
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EKRA - Preemption
• EKRA does not apply to conduct:

• prohibited under AKS

• prohibited by state laws on the same subject 
matter

• Unclear how to reconcile conduct that meets 
an AKS safe-harbor, but does not meet an 
EKRA exception.

• No legislative history because added to 
SUPPORT Act so late.
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EKRA - What Next?

• Professional associations and stakeholders are 
advocating for clarification.

• Unclear whether/when the government will 
address.

• Affected providers should continue to monitor.
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Considerations

• Convert all 1099 sales reps to W-2

• Pay all sales reps a flat rate? 
– Many lab providers are exploring alternatives to 

traditional commission-based structures

– ACLA advocating for clarification on government 
expectations

• MH continues to monitor
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Background

• False Claims Act (FCA)

– Prohibits knowingly:

• Submitting a false claim to the government for payment

• Making or using a false record or statement to make a claim

• Avoiding or decreasing an obligation to the government

– FCA enforcement can be civil or criminal 

• Penalties

– Fines (treble damages and per claim penalties), 
exclusion from Federal health care programs, jail 
(criminal FCA)
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Patient Billing Policies

• Primary issue with out of network service 
relates to patient responsibility – physician 
and patient satisfaction

• Routine waiver or reduction of co-pays, 
deductibles, etc. for federal government work 
is a violation of AKS.

• We are seeing this issue more and more with 
out of network labs.
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Patient Billing Policies

• General Considerations:

– Across the board full waivers are improper 
(whether policy or practice)

– Exception is often recognized for patients with 
inability to pay

– General practice should be to make good faith 
effort to collect— send multiple bills
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60 Day Rule/Reverse False Claims

• 42 USC §1320a-7k

• 42 USC §422.326 – Medicare Advantage Contractors

• 42 CFR 401.301 – Providers

• May 23, 2014, CMS published Medicare Parts C & D 
Final Rule– overturned in court with very similar 
language to the Parts A & B rule

• February 12, 2016, CMS published Medicare Parts A & 
B Final Rule

• No final rule for Medicaid yet, but statute still applies 
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60 Day Rule/Reverse False Claims

• Part A & Part B Rules:

– 6 year look back – review your document 
retention policies to ensure compliance (Scanned 
or electronic records are sufficient)

• Counted from identification of overpayment

• Provider may rely on good faith and reasonable 
interpretation of the statute
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60 Day Rule/Reverse False Claims

– “IDENTIFY”  Providers have an obligation to 
exercise reasonable diligence through timely, good 
faith investigation of credible information.

• Includes proactive compliance activities conducted by 
qualified individuals in good faith

• Credible information determination is fact specific

• The amount of the refund must be quantified

• 60 day clock begins running after reasonable diligence 
period (max of 6 months absent extraordinary 
circumstances)
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60 Day Rule/Reverse False Claims

– No minimum threshold; preamble states: “After 
finding a single overpaid claim, we believe it is 
appropriate to inquire further to determine 
whether there are more overpayments on the 
same issue before reporting and returning the 
single overpaid claim.”

– CMS will refer to OIG for appropriate action and 
suspend repayment obligation until resolved – the 
OIG has the authority under the Civil Monetary 
Penalty Law to address non-criminal violations of 
the AKS
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60 Day Rule/Reverse False Claims

– Scope of the internal investigation:
– Duration ?
– Specific codes?
– Specific providers?
– Do you need third-party consultant/expert?
– Statistical expert if there are going to be numerous 

claims?
– Engage attorney to take advantage of attorney/client 

privilege?
– TIMELINE (Investigation & report/refund period)
– Offsetting?
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60 Day Rule/Reverse False Claims

– Tolling –
• use of SRDP and OIG SDP toll the period of time to identify 

and return an overpayment
• disclosures to DOJ or MFCU do NOT toll time to identify and 

return overpayment

– Get legal counsel involved early to establish attorney-
client privilege and maintain confidentiality as long as 
possible

– Entire process should be documented; correct the 
problem; identify and review policies/procedures 
involved in the action; identified and review 
potentially relevant documents; prepare a summary 
report
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60 Day Rule/Reverse False Claims

– Refund processes:

• MAC voluntary refund process

• Claims adjustments

• Credit balances

• Voluntary offset

• OIG Self Disclosure Protocol

• CMS Self-Referral Disclosure Protocol
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Medicare Appeals Process

• Medical Records Request

• Notice of Payment Suspension and/or Pre-
Payment Review

• Post payment review results and 
determination of Overpayment

• Overpayment Demand
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Medicare Appeals Process

• Request for Redetermination 

– 120 days to file/30 days to avoid recoupment

– Can submit new evidence

– 60 days for MAC to issue decision
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Medicare Appeals Process
• Request for Reconsideration with QIC

– 180 days to file/60 days to avoid recoupment
– Last time (without good cause) to present new evidence
– 60 days for QIC to issue decision

• Escalation option
• Recoupment stay ends

– Can supplement to present new evidence before decision issued 
(will delay QIC’s deadline to respond)

– QIC can obtain evidence on its own
– QIC not bound by LCDs or other guidance, but must give 

substantial deference
– For medical necessity determinations, QIC must use panels of 

physicians or other appropriate health care professionals
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Medicare Appeals Process

• Request for ALJ Hearing 

– Amount in controversy requirement is $160/claim

– 60 days to file 

– No new evidence allowed without good cause

– ALJ has 90 days to issue decision

• Escalation option

– Will issue an opinion with findings of facts and 
conclusions of law

– Huge backlog

30



Medicare Appeals Process

Fiscal Year Number of Days

FY09 94.9

FY10 109.6

FY11 121.3

FY12 134.5

FY13 220.6

FY14 414.9

FY15 661.8

FY16 877.2

FY17 1,108.7

FY18 1,193.9

FY19 1,361.7

1st Quarter 1,302.9

2nd Quarter 1,321.1

3rd Quarter 1,361.7
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Medicare Appeals Process

• Medicare Appeals Council 
– 60 days to file

– CMS can request this appeal also within 60 days, 
which the Council can decline

– Council upon its own motion may elect to review 
the ALJ decision within 60 days

– 90 days for Council to issue decision

• Federal District Court
– 60 days to file
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Medicare Appeals Process

• OMHA Settlement Conference Facilitation
– For Requests for Hearing filed on or before 

11/30/17 for Part A & B providers/suppliers –
specific requirements

– SCF Express 

• OMHA Statistical Sampling
– OMHA statistician pulls random sample of claims

– ALJ Adjudicates sample claims

– Outcomes extrapolated
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Medicare Appeals Process

• Targeted Probe & Educate (TPE) Program

– Providers/suppliers with history of high claim 
error rates or unusual billing practices

– 3 rounds of review to allow the provider/supplier 
to improve claim accuracy
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Commercial Payor Appeals Process

• Process determined by the individual payor 

• Check online, provider manuals, provider 
contracts for process

• Usually starts with a Medical Records Request 
and/or overpayment demand

• Can typically be resolved via settlement 
negotiations
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Medical Necessity Documentation

• Definition of Medical Necessity:  42USC 1395y(a) 
“Notwithstanding any other provision of this title, 
no payment may be made under part A or part B 
for any expenses incurred for items or services –
(1)(A) which, except for items and services 
described in succeeding subparagraphs , are not 
reasonable and necessary for the diagnosis or 
treatment of illness or injury or to improve the 
functioning of a malformed body member…”

• State definitions vary by state
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Medical Necessity Documentation

• Upon request for review, it is the BILLING 
provider’s responsibility to obtain supporting 
documentation from a referring physician’s 
office or from an inpatient facility - CMS MPIM 
Ch. 3 Section 3.2.3.3
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Medical Necessity Documentation

• Insufficient documentation errors
– Incomplete progress notes (i.e. unsigned, undated, 

insufficient detail)

– Unauthenticated medical records (i.e. no signature or 
invalid signature)

• Groat v. Boston Heart Diagnostics, Dist. DC – labs 
may rely on physician’s determination of medical 
necessity, but labs still have a legal duty to certify 
that the claims submitted are medically 
necessary

38



Complying with Medicare Signature 
Requirements

• Medicare requires that services provided/ordered 
be authenticated by the author

– Hand written or electronic signatures ( or stamped 
allowed for author with proven physical disability)

– Exception

• Orders for certain clinical diagnostic tests are not required to 
be signed BUT there must be documentation in the medical 
records of the order physician that establish that the 
physician intended the test to be ordered and medical 
records must be authenticated
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Complying with Medicare Signature 
Requirements

• Cannot add late signatures but can make sure 
of signature authentication process

– If illegible, can submit a signature log or 
attestation statement

• Signature logs can be created at any time

– If signature is missing on the order, the order is 
disregarded during review of the claims

– Attestations cannot be used for unsigned 
orders/requisitions
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Complying with Medicare Signature 
Requirements

• If billing to Medicare, lab must obtain signed 
order (or authenticated progress notes) and 
documentation to support medical necessity 
for the ordered services

• Without signed order and without 
authenticated progress notes, the claim will 
be denied
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Recoupment Injunctive Relief Cases

• Due process claims to determine if a provider 
is entitled to an injunction to prevent CMS 
from recoupment

• Family Rehab v. Azar, 5th Cir.

• Circuit split?
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Questions?

• The information in this presentation is provided for educational purposes only and 
is not legal advice.  It is intended to highlight laws you are likely to encounter, but 
is not a comprehensive review.  If you have questions or concerns about a 
particular instance or whether a law applies, you should consider contacting an 
attorney.
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