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PRACA =Ratient Protection ane Affordable Care Act (H.R:
'J”)Q) = Senate billfapproved by House

JJ_rir\—~ lealthr Care and Education Reconciliation Act
GIEREIBYZ) — changes passed by the House to eliminate
capzlls " Senate provisions favoring specific states,

2106 :oved Py Senate

:_:_,_J.-r @niMarch 23,2010 President Obama signed into law
=" IR, 3590, PPACA. On March 30, 2010 the president
SJgned into law H.R. 4872, HCERA which made

- modifications to H.R. 3590

~* FERA= Fraud Enforcement and Recovery Act, signed by
the President in May, 2009.




HHE THREE MOST IMPORTANT

VEBICAID INTEGRITY:
SROVISIONS,OF PPACA .

~ MIANP) ATORY REPORTING REPAYI\/IENT

ANE __r PLANATIONI OF OVERPAYI\/IENTS
”Y PERSONS”

R ENTION OF OVERPAYMENT IS A
S FEA[SE CLAIM (invokes penalties and
Whlstleblower provisions)

"o MANDATORY COMPLIANCE PLANS (first
N nursing homes, later in other providers)
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NEEACIURRENT STATE OF
VIANIDZ ATIED CGMPLIANC -

SORPORATE INTEGRITY AGREEMENTS (US HHS—OIG)—earIy 1990S
VIANDATED CONMPLIANCE DISCLOSURES FOR NON-PROFITS ON IRS 990

@OOB)N(ot reguired tol have compliance standards on conflicts, disclosure,
gic, gy e eport whether you do)

VIANBATED COMPLIANCE PROGRAMS FOR MEDICARE ADVANTAGE AND
PARISDN(CIVIS-2009)) (72 FR 68700 and program memos)

- MANB -T ED COMPLIANCE PROGRAMS FOR FEDERAL CONTRACTORS

= (2009) (FAR 52.203-13) (reporting of “significant overpayment(s) on the

= ;;:—__ contract)

— % VANDATED “EFFECTIVE” COMPLIANCE PROGRAMS FOR NY MEDICAID
*PROVIDERS (New York OMIG 2009) (18 NYCRR 521)

~ = MANDATED REPAYMENT OF MEDICARE AND MEDICAID OVERPAYMENTS
- (PPACA Section 6402 (2010)

s MANDATED COMPLIANCE PROGRAMS FOR NURSING HOMES AND SOME
OTHER HEALTH PROVIDERS-Patient Protection and Affordable Care Act
Sections 6102, 6401 (2013 for nursing homes)

—
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=CTION 6402

ARE AND MEM —

) <AM 1/\
VISIONS.

REPORTING AND RETURNING OF
RPAYMENTS. —

--f' V. GENERAL. —If a person has received an

‘averpayment, the person shall—

== =
e =
- "':

.647 report and return the overpayment fo the
Secretary, the State, an intermediary, a carrier, or a

~ —contractor, as appropriate, at the correct add ress;

and

“(B) notify the Secretary, State, intermediary, carrier,
or contractor to whom the overpayment was
returned in writing of the reason for the
overpayment.




REMURNING OVERPAYMENTS JNk
NEWNORK TO,JHE MEBIGAID™
P FCIE AT E— .
and return the overpayment 7o
ate at the correct address

5’s correct address:

#4:7357 ce of the Medicaid Inspector
= ‘Cc;eneral 800 North Pearl
- Street,Albany, New York 12204

® Providers may use void process for
smaller or routine claims




r<o DER MUST STATE T
\“e FOR GVE»RPAYI\/I T

ate to whom the overpayment was
ed in writing of the reason for the
nent

A1 G s Disclosure Protocol, available on the
11 G WebS|te www.OMIG. state ny.us

- ',,,@- has similar protocol
‘;-'___.-:_, ://0ig.hhsc.state.tx.us/ProviderSelfReporting/Self R
— _pe’rtlnq aspx

' Pennsylvania 2001 self-audit protocol:
http.//www.dpw.state.pa.us/omap/omapfab.asp

e COMPARE WITH OIG self-disclosure protocol
http://oig.hhs.gov/authorities/docs/selfdisclosure.pdf.
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http://www.omig.state.ny.us/
https://oig.hhsc.state.tx.us/ProviderSelfReporting/Self_Reporting.aspx
https://oig.hhsc.state.tx.us/ProviderSelfReporting/Self_Reporting.aspx

2 (d) MEDICARE AND-
A ID PROGRAMANTEG-""

"O ON

). /—'INI TIONS.—In this subsectlon

a WING AND KNOWINGLY.—The terms
/if g “and ‘kno W/ng/y have the meaning

) 17 those terms in section 3729(b) of title 31,
= H_-_:Jf-' ted States Code.

= “( 3) OVERPAYMENT.—The term “overpayment”

~_means any funds that a person receives or
retains under title XVIII or XIX to which the
person, after applicable reconciliation, Iis not
entitled under such title.




\/rr NI\ NT 1S U'SING D
DE JECT OVWMENT

)ED PERSONS
'___;jj-"j ENROLLEES
ED PROVIDERS

_DIT BALANCES

w "'AT IS GO-BACK OBLIGATION WHEN

—_—

PROVIDER IS PUT ON NOTICE THAT
SYSTEMS ARE DEFICIENT?

o

C
117
N\
N
Qo
—
(&

Ny
&D D
T

)
I
> (@
/N
[Tl

-
il

¢
U

T"qt:.

C

'i"

I.‘.| m




”O\/":f'- ﬁYMEM}l NG'LIUE‘E?"

o DAYVIE ]\J]‘ RECEIVED OR RETAINED™ IN'VIOLATION OF STARK LAW!

> PANME ECEIVED OR RETAINED” FOR SERVICES WHERE ORDER FOR
SERVICE k. DUCED BY KICKBACK

- HF\YM J\Jr { CEIVED OR RETAINED FOR SERVICES ORDERED OR
O\/J_)r BY EXCLUDED PERSON “no payment will be made by Medicare,
aid or any of the other Federal health care programs for any item or
rvice furnished by an excluded individual or entity or at the medical

= C '-E on or on the prescription of a physician or other authorized individual
= "f “-‘""‘ 0 IS excluded . . .” 42 CFR 1001.1901

= DRI G REBATES? (“after applicable reconciliation”)

5’{ ‘= PAYMENT INDUCED BY OFF-LABEL MARKETING INVOLVING FALSE
~_ STATEMENT OR OMISSION OF KNOWN SAFETY RISKS (SYNTHES
THEORY)?

-~ * OFF-LABEL SALES IN SOME STATES WHICH HAVE ON-LABEL OR
COMPENDIUM REQUIREMENTS? “not entitled “
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S INAAC U” = COST REPORTS
~ N=V=R r~ VENTS NOT REPORTED
- FRr\I\J" FE R/DISCHARGE

PEPRESENT ON ADMISSION INACCURATE
= "REPORTING

—— jIfTBISCHARGE/READI\/IIT WITHIN 30 DAYS

_"' 'DRUGS BILLED FOR INPATIENTS AS IF
OUTPATIENTS

e MISCHARGED 340B DRUGS

-.-r""



402 (d)MEDICARE AND~
. IDPRQGRA i
[ D [C ’ ’ A

ADLINE FOR REPORTING AND
.3 ING OVERPAYMENTS.—An overpayment
b ' reported and returned under paragraph
1) by the later of—

'*-_-j:'-':-""i' “t~ ) the gate which is 60 days after the date on
= Wh/ch the overpayment was identified; or

° ”(B) the gate any corresponding cost report Is
aue, If applicable.




cC /11U 04U (A)
“ARE AND MEDIC
)IGRAM INTEGRITY

/I \
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* =NFORCEMENT.—An Yy overpayment
EYetained by a person after the deadline for
=—¢ port/ng and returning the overpayment
~under paragraph (2) is an obligation (as
~defined in section 3729(b)(3) of title 31,
United States Code) for purposes of
section 3729 of such title. (False Claims

Vilely,

.--_"'




2 (A)MEDICARE AND-~
A s, PgQGRAM —

n ‘addition to the pena/t/es provided
1 this section or section 1128A, a

I that includes rtems or services

— /€S u/t/ng from a violation of this section

= __—-—-'-_ —_
..-.1-7___'__

- = (f e., a kickback)constitutes a false or
~ fraudulent claim for purposes of
subchapter 111 of chapter 37 of title 31,
United States Code.” (False Claims Act)




A

(A)MEDICARE AND~
41D PROGRA —
KU

tate has failed to suspend payments under the plan
g any period when there is pending an investigation
ered/b/e allegation of fraud against the indiviaual or
— -1.1‘1": . as determined by the State in accordance with

: #-egu/atlons promulgated by the Secretary for purposes
“of section 1862(0) and this subparagraph, unless the
“State determines in accordance with such regulations

there Is good cause not to suspend such payments, ”.
® CMS may recover payments from state

—
o
L
-_-_J—I_‘_



6508. GENERAL -
CT/IVE DATE. el

tas ‘otherwise provided in this subtitle, this

tle and the amendments maade by this

tle take effect on January 1, 2011, without

agard to whether final regulations to carry out

st _’- amenadments and subltitle have been

_;-5' = promu/gated by that date. (this “subtitle”

- gppears to be only section 65, not Section 64, so

that the 6402 repayment statute has been in
effect since March 2010.)

S




HEJIAY, 2009 FERA Amendiiientss...
[oRtie: False Ciﬁ'#ﬁs Act )

i 9ena ECATIabIlity to |nd|rect reC|p|ents of
'rederr funds

J r,<orn,r IFECA liability for the retention of
OVEr ayments even where there is no false

clellf
o

= 55" Add a materialit requirement to the FCA,
== deﬂnlng It broadly

-.4 “Expand protections for whistleblowers
5. Expand the statute of limitations

6. Provide relators with access to documents
obtained by government

17



PEfERNCdant vie es FGA-:‘!F;

I i

> “iloyigle] C‘“ohc"e S or' knowingly and
]moroo avolds or decreases an

.....

erty to the Government” new 31

"_—-|- .._n.—- -z

== 'v-l; C 3729(a)(1) (G)
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FEF r\ “OMIG _iPPA-@AJ"

. “knovvm_g ‘anaiimproperty. avqls Ol decreases
£lf] obhgrg I0MIte pay’ or transmit money”

giss

Nevv~ (o) k mandatory compliance and repayment
phligation

s —

= —-e-e :Plus—the duty to repay overpayments w/i 60
= J‘vdays Under PPACA

"'T*"Equals

® |mproper avoidance of an obligation to pay
money.




JnewinglyAcenceals,or knowingly: -
zlgicl fggle operlwoads OrRaesreases”

2013102l 1632y, O tansmit
”JOHL‘)?

Bhligation means an established duty,
vvn!" or not fixed, arising from an
_"_‘—_:'E‘-— & j@ress Or Implied contractual, grantor-
= grantee, or licensor-licensee relationship,

~— from a fee-based or similar relationship,

from statute or regulation, or from the
retention of any overpayment new 31

U.S.C. 3729(b)(3)




.
EXpEnds “reverse false W@ )
[glilities that a?%‘-not “fixe
SWANGI e repay the government need not be
lixed o) ECA liability to attach
- NL_LE lome penalties? Environmental violations?
r\'c ‘é'rétes the point at which recipients of
sderall funds must decide if a repayment is due
fj::ff-*-"-:_For example, interim payments under Medicare
- = Combined with “reckless disregard” standard,
this amendment could spawn numerous suits

— Will turn on meaning of “improperly” retaining
overpayments

e
._...._
-_'_.
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biked Components of N
ty Complm-e Progra

- - p— —

- Es bhshed compliance standards and procedures reasonably
pablerof reducing prospect of criminal, civil and administrative

‘SSIgn specific individuals within high-level personnel
responSIblllty to oversee compliance- sufficient resources and
—authorlty to assure such compliance

e Organization must use due care not to delegate substantial
~  — discretionary authority to individuals whom the organization

knew (or should have known through due diligence) had a
== propensity to engage in criminal, civil and administrative
violations

® Must take steps to communicate effectively its standards and
procedures to all employees and other agents (requiring
participation in training programs or by disseminating
publications that explain in practical terms)



REQUIKEC Eomponents of
NOFSIgrHome/SNECompli
PO FEIfs =

aﬁt‘?“i"
) 39|O/ __."

hawve taken reasonable steps to achieve compliance with
ndards (utilizing monitoring and auditing systems,

EStic ishlng and publicizing reporting system whereby

en o) @yees andl ether agents can report violations by others

- ihln organization without fear of retribution

j'.-

== —

/) L) 5£
i £

~
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_F—— Standards consistently enforced through appropriate

;h_;'-*,'-_- “disciplinary mechanisms (including as appropriate disciplining
~ Individuals responsible for failure to detect an offense)

_—" —_
i

— After offense detected, must have taken all reasonable steps
to respond appropriately and prevent further similar offenses
(necessary modifications to program)

— Must periodically undertake reassessment of its compliance
program to identify changes (necessary to reflect changes

e O e s L [ R B N EL N g el e N



Aclclitiepls Compllance*}*

REGDINE ments*‘!E»

JQOAOI—'(‘( C E'Cr CC ~

- Iam providers and suppliers will be required as
CONIaIL0oN o enroliment to establish a compliance
program.

e i
u
—

—

e —

:;_-.- :_ﬂ——' Requwements for the compliance program (“core
= ¢clements”) will be developed by the Secretary and

S—— - —
o - i —

=~ HHS OIG.

e Secretary shall determine timeline for the
establishment of the core elements and the date of
Implementation for providers or suppliers within a
particular industry or category.



596200, — Provider Screenin 5_

Disclosilge Reqm'-ements

- rrooJ]r'a previders reenrolling would be
rec W d'to disclose current or previous
elffllle ations with any provider or supplier
et has uncollected debt, has had their

i _—
‘_-_._,_ .ﬂ—

Tfayments suspended, has been excluded
~ frem participating in a Federal health care
program, or has had their billing privileges

revoked.




Adilitional Medicaid Progra
REED It Prov@ﬁﬁhs

5 6500 319 mlnatlon of Provider Part|C|pat|on

0 Jr,\ra are required to terminate individuals or entities from Medicaid programs if
ya{s/entltles were terminated from Medicare or other State plan under same
‘I’JI‘JH, .

.-l-.,_ =

u ..4- g

M6502— Exclusion Relating to Certain Ownership, Control and
M;u gzl ement Affiliations

* Exclude if entity/individual owns, controls or manages an entity that: (1) failed to
":' repay. overpayments, (2) is suspended, excluded or terminated from participation in
e any Medicaid program, or (3) Is affiliated with an individual/entity that has been
-~ suspended, excluded or terminated from Medicaid.

_* 86503 - Billing Agents, Clearinghouses, or other alternate payees that
submits Medicaid claims on behalf of health care provider must
register with State and Secretary in a form and manner specified by
Secretary.
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N Vzigle atory,Com plig:

SRNEWA Gl andato y. Compliance Program

°NY j\/]arjjrfgc: aWranad reqgo :"'G' BVEr ProVIAEr recenVving more
'rmrlrpap 00,000 per year must have, and certify to, an effectlve
lan‘ce program: withi eight mandatory elements. 18 NYCRR 521

._.-— November 2006; Regulation — 7/1/09
_ —=¢ andatory compliance includes
..'_';._'-_ - — Audit program,

= — Disclosure to state of overpayments received, when identified (over 80
disclosures in 2009)

- — Risk assessment, audit and data analysis

»1

— — Response to issues raised through hotlines, employee issues

. Effective Program Required by 10/1/09
e Certification of Effective Compliance program — 12/31/09

e Evaluation - ongoing




| bM G SELF DISCLOSURE FORMI .
RN WWW.OMIG, STATIENY. US

st prowde written, detalled iInformation
your self disclosure. This must include a
crip |on of the facts and circumstances
_; undlng the possible fraud, waste, abuse, or
+-...:~;'.;:“ proprlate payment(s), the period involved,
.-::'-* “the person(s) involved, the legal and program
~— authorities implicated, and the estimated fiscal
Impact. (Please refer to the OMIG self disclosure
Guidance for additional information)




Ol\/l ISCL@&URE GUIDANCE™

|s not mterested In fundamentally

g the day-to-day business processes
g nlzatlons for minor or insignificant
\atters. Consequently, the repayment of
ﬂ—;-—-. ple more routine occurrences of

et -
T

— overpayment should continue through
-~ typical methods of resolution, which may
Include voiding or adjusting the amounts
of claims.”



CONCLUSION: THE THREE VIOST:

IMPOES %NT-I\/I@CAIDJ-IN TV
2ROVISIONS, OF PPACA

PNYANDATIORY REPORTING AND
REPAVIVENT OF OVERPAYMENTS BY.
eﬁrﬂch"

= STRETENTION OF OVERPAYMENT IS A

——— .ﬂ_
— T —

== iB\L'SE CLAIM (invokes penalties and
- whistleblower provisions)

* MANDATORY COMPLIANCE PLANS

e
—
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FREESTUFR f,_aplvl eMg@’“ —

> OMIG e e 'i IG. State ny.us

]\/]HfJ(IcLQ compliance program-hospitals,
B0 ed care, all providers over $500,000/year

SMOVER 1500 provider audit reports, detailing

m' mgs A SpPecific industry.
1.5 S=66' page work plan issued 4/20/09-shared with
Fi'j fotheI; states and CMS, OIG (new one coming in
- Apri

- ® [istserv (put your name in, get emailed updates)

® New York excluded provider list
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