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requestor would be adequate to justify 
the actio  requested.
The Office of Ma ageme t a d Budget 

has exempted these rules from the 
requireme ts of sectio 3 of Executive 
Order 12291.
Pursua t to the requireme ts of the 

Regulatory Flexibility Act (Pub. L. 96
354, 94 Stat. ll64, 5 U.S.C. 601 612), the 
Admi istrator has determi ed that
regulatio s establishi g  ew tolera ces
or raisi g tolera ce levels or 
establishi g exemptio s from tolera ce
requireme ts do  ot have a sig ifica t 
eco omic impact o  a substa tial
 umber of small e tities. A certificatio 
stateme t to this effect was published i 
the Federal Register of May 4,1981 (46
FR 24950).
List of Subjects i  40 CFR Parts 180
Admi istrative practice a d

procedure, Agricultural commodities, 
Feed additives, Pesticides a d pests, 
Reporti g a d recordkeepi g
requireme ts.'
Dated: Ja uary 23,1992.
Douglas D Campt,
Direct r, Office  fPesticide Pr grams.
Therefore, chapter I of title 40 of the 

C de of Federal Regulatio s is ame ded
as follows:

PART 180 [AMENDED]

1. I part 180:
a. The authority citatio for part 180 is

revised to read as follows:
Authority: 21 U S C  346a and 371 

b. By addi g  ew § 180.458, to read as
follows:
§180.458 Clethodim ((E H ± ) 2 fH [(3
chioro 2 propenyl)oxy limino  propyi J-5 i 2
(ethyl thio)propy1 ] 3 hydroxy 2 cyctohexen
1-one); tolerances for residues.
I terim tolera ces that expire o 

Ja uary 31,1994 are established for the 
combi ed residues of the herbicide
clethodim ((E} (± )-2 [l-[[(3 chloro 2
prope y1)oxyjimi ojpropyl] 5 [2
(ethylthio)propyl]-3-hydroxy-2- 
cyclohexe l o e) a d its metabolites
co tai i g the 2-cyclohexe l-o e 
moiety i  or o  the followi g raw
agricultural commodities.

’’SET
Cattl , fat..... ............................................................... 0.2
Cattl , m at.... 0.2
Cattl , mbyp ,............. ............„ 0.2
Cottons  d...... •................. ..................... 1.0
Eggs.......................... .................1 0.2
Goats, fat..... .......... 0.2
Goats, m at ........ ..„........ 0.2
Goats, mbyp.. !............. ............... 0.2
Hogs, fat......... ........................ 0.2

C6mmodity

Hogs, m at...... 1...... .................. 0.2
Hogs, mbyp.......................................... 0.2
Hors s, fat...:.............w:....J. 0.2
Hors s, m at ..... 0.2
Hors s, mbyp.................... 0.2
Milk.................................................................. 0.05
Poultry, fat.....:..;............... ....... «............... 0.2
Poultry, m at...................................... 0.2
Poultry, mbyp.. ......... ................ 0.2
Sh  p, fat............................. 0.2
Sh  p, m at........... .„...... ...................... ..... 0 .2
Sh  p, mbyp......... ........................ 0.2
Soyb ans...«.......... ................ 10.0

PART 186 [AMENDED]

2. I part 186:
a. The authority citatio for part 186

co ti ues to read as follows:
Authority: 21 U S C  348 
b. By addi g  ew § 186.1075, to read

as follows:
§ 186.1075 Clethodim ((EM ±) 2 [1 [[(3
chloro 2 propenyl)oxy jimino ipropyi ]-5-{2- 
(ethylthio)propyl }-3-hydroxy 2 cyck>hexen
1-one); tolerances for residues.
I terim tolera ces that expire o  

Ja uary 31,1994 are established for ..
residues of the herbicide clethodim ((E)
(±)-2-[l-([(3-chloro-2-
prope yl)oxy]imi o]propyl]-5-[2- 
(ethylthio)-propyl]-3-hydroxy-2
cyclohexe l o e) a d its metabolites
co tai i g the 2 cyclohexe l-o e
moiety i  or o  the followi g feeds.

Parts per
h6ea million

Cottonseed meal.:..... ....... ....................... 2.0
Soybean soapstock.................... ............. 15.0

(FR Doc. 92 2165 Fil d 1 28 92; 8:45 am]
BILLING CODE 6550 50-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office  f Inspect r General

42 CFR Parts 1001,1002,1003,1004,
1005,1006 and 1007

R N 0991 AA47

Health Care Pr grams: Fraud and
Abuse; Amendments t OIG Exclusi n
and CMP Auth rities Resulting Fr m
Public Law 100-93

AGENCY: Office of I spector Ge eral, 
HHS.
ACT ON: Fi al rule.

s um m ar y : This fi al rule impleme ts the
OIG sa ctio a d civil mo ey pe alty

provisio s established through sectio 2
a d ether co formi g ame dme ts i  
the Medicare a d Medicaid Patie t a d
Program Protectio Act of 1987, alo g 
with certai additio al provisio s 
co tai ed i  the Co solidated Om ibus 
Budget Reco ciliatio  Act of 1985, the
Om ibus Budget Reco ciliatio  Act 
(OBRA) of 1987, the Medicare
Catastrophic Coverage Act of 1988,
OBRA of 1989, a d OBRA of 1990.
Specifically, these regulatio s are
desig ed to protect program 
be eficiaries from u fit health care
practitio ers, a d otherwise to improve 
the a ti fraud provisio s of the 
Departme t’s health care programs
u der titles V, XVIII, XIX a d XX of the 
Social Security Act.
EFFECT VE DATE: These regulatio s are
effective o  Ja uary 29,1992.
FOR FURTHER  NFORMAT ON CONTACT:
Joel J. Schaer, Legislatio a d
Regulatio s Staff, (202) 619 3270.

James Patto , Office of I vestigatio s,
(301) 966 9601.

Robi  Sch eider, Office of the Ge eral
Cou sel, (202) 619 1306.

SUPPLEMENTARY  NFORMAT ON:

I. Statutory Backgrou d
The Medicare a d Medicaid Patie t 

a d Program Protectio Act (MMPPPAj
of 1987, Public Law 100 93, e acted o 
August 18,1987 a d effective o 
September 1,1987, recodified a d
expa ded the Secretary’s authority to
exclude various i dividuals a d e tities
from receivi g payme t for services that 
would otherwise be reimbursable u der 
Medicare (title 18), Medicaid (title 19),
the Mater al a d Child Health Block
Gra t Program (title 5) a d the Social 
Services Block Gra t (title 20). I 
additio ,  ew civil mo ey pe alty
(CMP) authorities, a d tech ical
ame dme ts to existi g CMP provisio s, 
were established u der MMPPPA.
MMPPPA both co solidated ma y of 

the Secretary’s pre-existi g exclusio  
authorities i to sectio 1128 of the 
Social Security Act, a d added
sig ifica t  ew grou ds for exclusio  
u der those authorities. The Secretary’s
authority u der this sectio of the Act 
has bee delegated to the Departme t’s
Office of I spector Ge eral (OIG). (53
FR 12999, April 20,1988).
A. Expanded Exclusi n Auth rities
MMPPPA gives the OIG added

authority to co trol who may obtai 
payme t for services fur ished to
program be eficiaries. Sectio  1128 of 
the Act provides for both ma datory
a d permissive exclusio s. The 
ma datory exclusio s (sectio 1128(a) of
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the Act) require that a i dividual or 
e tity that has bee co victed of certai 
types of crimes be excluded, a d that
the exclusio be for a period of  ot less
tha  five years. U der authorities set
forth i  sectio 1128(b) of the Act, the 
OIG has the discretio to determi e 
whether, a d for how lo g, to impose 
the permissive exclusio s.
MMPPPA establishes two categories

of permissive exclusio s: (1) Derivative 
exclusio s, i.e., o es i volvi g the 
authority to exclude a i dividual or 
e tity from Medicare a d the State
health care programs based o  a actio 
previously take by a court, lice si g
board or other age cy; a d (2)  o 
derivative exclusio s, based o 
determi atio s of misco duct that
origi ate with the OIG. For derivative
exclusio s, the OIG would  ot be 
required to re establish the factual or 
legal basis for such u derlyi g sa ctio ; 
for  o -derivative exclusio s, the OIG
would be required, if the case is
appealed to a admi istrative law judge 
(ALJ), to make a prima facie showi g 
that the improper behavior did occur.
B. State Health Care Pr grams:
Exclusi ns and Waivers
The Act provides for exclusio  ot

o ly from the Medicare program, but
also from State health care programs,
i cludi g those programs covered u der
titles V, XIX, a d XX of the Act. The 
statute makes clear that, i  most cases,
a i dividual or e tity excluded from
Medicare is to be excluded from all of 
these programs, a d the exclusio is to
be for the same period of time. The OIG
is to co sider requests for a waiver from
exclusio from o e or more of the State
health care programs i limited
situatio s.
II. Provisio s of the Proposed
Regulatio s
Proposed regulatio s i te ded to

impleme t sectio 2 of MMPPPA a d
certai co formi g ame dme ts fou d
elsewhere i  that statute were published
i the Federal Register o  April 2,1990 
(55 FR12205) for public comme t a d
co sideratio . Certai releva t
provisio s co tai ed i  the 
Co solidated Om ibus Budget
Reco ciliatio  Act of 1985, Public Law
99 272, a d the Medicare Catastrophic
Coverage Act of 1988, Public Law 100
360, were also co tai ed i that
proposed rulemaki g. Set forth below is
a brief summary of that rulemaki g a d
the proposed revisio s to 42 CFR
chapter V.
Bart1  1
The basic structure of the proposed

regulatio s i  this part set forth for each

type of exclusio the basis or activity
that would justify the exclusio , a d the 
co sideratio s the OIG would use i  
determi i g the period of exclusio .
The proposed regulatio s set forth 

ma datory exclusio s for a y i dividual
or e tity that was co victed of (1) a
crimi al offe se related to the delivery
of a item or service u der Medicare or
a State health care program, or (2)
patie t abuse or  eglect. I accorda ce
with the statute, there is to be a
mi imum 5 year exclusio . The 
regulatio s proposed that the exclusio 
could be for a lo ger period if
aggravati g circumsta ces existed with
respect to the i dividual or e tity.
The proposed regulatio s also

addressed two categories of permissive 
exclusio s to be set forth i  part 1001.
The first category derivative
exclusio s—was desig ed to address
exclusio s based o  a actio 
previously take by a court, lice si g
board or other age cy. These i clude
co victio s for certai types of fraud, 
theft, embezzleme t, breach of fiduciary
respo sibility, fi a cial misco duct,
obstructio of i vestigatio s a d certai 
types of offe ses related to co trolled
substa ces. While Co gress did  ot set
a ma datory mi imum period for these
types of exclusio s, we proposed that
exclusio s derived from such prior
co victio s be for a period of 5 years,
with some flexibility to decrease or 
i crease the period.
The seco d category of permissive

exclusio s  o derivative exclusio s
is to be based o  OIG-i itiated
determi atio s of misco duct. Several
of these  o derivative exclusio s were
esse tially recodificatio s of the 
existi g regulatio s, while others
reflected the  ewly e acted authorities.
With respect to the  o derivative
exclusio s, the proposed regulatio s
were desig ed to:
• Permit the exclusio of those

i dividuals a d e tities whp provide
u  ecessary or substa dard care  ot
o ly to Medicare a d State health care
program be eficiaries, but to a y
perso . We proposed to use a 5-year 
exclusio period as a be chmark for
these exclusio s. Similarly, the 
regulatio s proposed a 5-year exclusio 
period for health mai te a ce
orga izatio s a d similar e tities
subject to exclusio for failure to
provide medically  ecessary items a d
services where such failure has
adversely affected, or has a substa tial
likelihood of adversely affecti g, 
program be eficiaries.
• Expa d the bases for exclusio to

i clude a y act that is described i 
sectio s 1128A or 1128B of the Social 
Security Act. No be chmark was set i 

the proposed regulatio s for the 
exclusio period; a list of factors that
the OIG would co sider i setti g the 
le gth of a exclusio was i cluded.
• Provide for the exclusio of e tities

whe they are ow ed or co trolled by 
i dividuals who have bee co victed, 
excluded or have had CMPs or 
assessme ts imposed agai st them. The
rulemaki g proposed that a e tity
excluded u der this provisio be 
excluded for a period correspo di g to 
the exclusio period established for the 
i dividual whose relatio ship with the 
e tity was the basis for the exclusio .
• Address  ew exclusio authorities

relati g to the failure to provide
i formatio to the Departme t or its 
age ts. Exclusio s were set forth for
failure to gra t immediate access upo 
reaso able requests to certai age cy
represe tatives. I the co text of this
provisio , we proposed to defi e 
“immediate access” a d “reaso able
request” to e sure access o  the spot i 
certai defi ed circumsta ces. 
Exclusio s were also proposed where
i dividuals or e tities failed to provide 
immediate access to i vestigators or 
age ts of the OIG or the State Medicaid
Fraud Co trol U its (MFCUs) i 
co ju ctio with the i vestigators’ or 
age ts’ review of docume ts related to
the co trol of fraud a d abuse i  the
Departme t’s programs. Except i 
u usual situatio s, we proposed 24
hours to be a sufficie t period to gai  
access to the i formatio .
• Provide for the exclusio of a 

hospital that has failed to comply
substa tially with a corrective actio 
pla that has bee required u der
sectio 1886(f)(2)(B) of the Act. The 
rulemaki g proposed that exclusio s
would be based o  the Health Care
Fi a ci g Admi istratio ’s (HCFA’s)
determi atio that the hospital
substa tially failed to comply with such 
corrective actio .
• Provide exclusio s based o  a 

determi atio by the Public Health
Service (PHS) that a i dividual failed 
to pay back covered obligatio s a d
loa s.
Part 1002
Si ce the  ew requireme ts of Public 

Law 100 93 are bei g i corporated i to
part 1001 (which would require State
health care programs, i cludi g 
Medicaid, to exclude those whom the 
OIG has excluded u der Medicare), the 
proposed  ew part 1002 was desig ed to
set forth provisio s pertai i g o ly to
State age cy-i itiated exclusio s. The 
rulemaki g proposed certai mi imal 
requireme ts o State age cies whe 
they u dertake such exclusio s
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requireme ts that are substa tially
co siste t with OIG procedures a d
e sure adequate due process.
Part 1003
The proposed revisio s to part 1003,

addressi g CMPs, were desig ed to
impleme t the statutory cha ges
affecti g sectio 1128A of the Act, a d
i corporate a  umber of statutory
revisio s made as a result of Public 
Laws 100-203,100-360 a d 100 485.
Parts 1004 and 1005
Revisio s to part 1004 were proposed

co siste t with the proposed
establishme t of the  ew part 1005.
Through the revisi g a d recodificatio 
of existi g regulatio s, a  ew part 1005
was proposed to address various OIG
heari g procedures. Specifically, 
proposed part 1005 was desig ed to
gover  ALJ heari gs a d subseque t
appeals to the Secretary for all OIG
sa ctio cases.
Part 1006
A  ew part 1006 was proposed to

address the impleme tatio of the OIG’s
testimo ial subpoe a authority for
i vestigatio s of cases u der the CMP
law.
Part 1007
Regulatio s addressi g State MFCUs, 

previously set forth i  part 1002, subpart
C, were proposed to be recodified i to a
 ew part 1007.
I respo se to the proposed

rulemaki g, we received a total of 61
timely-filed public comme ts from
various provider groups, medical 
facilities, professio al a d busi ess
orga izatio s a d associatio s, medical
societies, State a d local gover me t 
e tities, private practitio ers a d
co cer ed citize s. The comme ts
i cluded both ge eral co cer s
regardi g the impact of these
regulatio s, a d specific comme ts o  
those areas about which we requested
public i put. A summary of the 
comme ts received a d our respo ses to
those comme ts follows.
III. Ge eral Comme ts o  the Proposed
Rule
A . D efiniti n  f Furnished
I the proposed rule, we i vited

comme ts o whether the defi itio of 
the term "fur ished” set forth i § 1001.2
should be revised to explicitly
e compass health care ma ufacturers
a d other e tities who do  ot receive 
payme ts for items or services directly
from Medicare or State health care
programs, but rather supply items or 
services to providers, practitio ers or 
suppliers who d receive payme ts from

these programs. We explai ed that if the 
term “fur ished” is defi ed  arrowly, it 
may i appropriately limit the effect of 
a exclusio from Medicare a d State
health care programs.
We received  umerous comme ts o 

this issue—some supporti g a d some 
challe gi g our authority to revise the 
defi itio of “fur ished.” While we 
believe that the statute permits us to
i clude e tities that “fur ish” items 
covered by the Medicare program but do 
 ot receive program payme t directly, 
we have decided  ot to provide for this
i  regulatio s. Because the effect of 
exclusio is de ial of payme t for items 
or services fur ished by a excluded
i dividual or e tity, it would be difficult 
to admi ister exclusio s agai st e tities
which the Secretary does  ot directly
reimburse. Thus, for the prese t time, to 
the exte t that ma ufacturers, suppliers
a d distributors do  ot receive payme t
directly from the Medicare a d State
health care programs for the items they
supply, these regulatio s will  ot affect 
them.
This clarificatio is i  o way

i te ded to limit our exclusio authority
u der sectio 1128(b)(8) of the Act. 
Whe this statutory provisio is
applicable, we ca assure that  o 
payme t is made for items or services
fur ished by sa ctio ed perso s
whether or  ot they directly receive
payme ts from Medicare a d State
health care programs, si ce we ca 
exclude the e tities they ma age or 
co trol which d  receive such payme ts.
I  this fi al rule, we are retai i g the

defi itio of “fur ished” curre tly fou d
i § 1001.2 of the regulatio s with o e 
modificatio , a d placi g the defi itio 
i § 1001.2 u der Ge eral Defi itio s. 
We have deleted the pare thetical
stateme t i  the existi g defi itio 
which we believe is u  ecessary i light 
of the cha ges made i sectio 1862(e)
of the Act a d reflected i § 1001.1901 of 
these regulatio s. These provisio s, 
which explicitly i corporate the co cept
that payme t may  ot be made for items 
a d services provided u der the 
directio of or by prescriptio of a 
excluded i dividual, re der the 
pare thetical stateme t redu da t.
B. C nstituti nality  fAdministrative
Exclusi ns Based  n Criminal
C nvicti ns
C mment: Several comme ts

expressed co cer that exclusio s
imposed by the Federal Gover me t 
based upo  prior Federal or State
crimi al co victio s may co stitute a 
seco d “pu ishme t” for a si gle 
offe se i  violatio of the double
jeopardy clause of the Fifth Ame dme t
of the Co stitutio .

Resp nse: Exclusio s based upo  
crimi al co victio s do  ot co stitute a 
impermissible seco d pu ishme t u der
the double jeopardy clause. Exclusio s
are civil sa ctio s,  ot crimi al. O ly i 
rare cases will a civil sa ctio imposed 
after a crimi al sa ctio violate the 
double jeopardy clause, a d eve i 
those rare cases, o ly where the
sa ctio may  ot fairly be characterized
as remedial, but o ly as a deterre t or 
retributio (see United States v. Halper,
109 S.Ct. 1892,1902 (1989)). Thus, u der
Halper, whether a civil sa ctio 
co stitutes pu ishme t depe ds i large 
part upo the goal served by the 
sa ctio if the seco d civil sa ctio 
ca be said to serve a remedial purpose, 
its impositio does  ot violate the
double jeopardy clause [Halper, 109
S.Ct at 1902).
The primary purpose of a 

exclusio ary sa ctio is remedial,  ot
pu itive. Whe the OIG imposes a 
exclusio u der sectio 1128 of the Act, 
it is simply carryi g out Co gress’ i te t 
to protect the Medicare a d Medicaid
programs from i dividuals or e tities
who have already bee tried a d
co victed of a crimi al offe se (see
Dewayne Franzenv. The Inspect r
General, Departme tal Appeals Board 
(DAB) decisio , Docket No. 90-37 (Ju e
13,1990), page 11). Further, Co gress has
made clear that the Departme t’s
exclusio ary authority was expa ded
by MMPPPA i  1987 to provide HHS 
with sufficie t authority to better protect 
the i tegrity of the Medicare a d
Medicaid programs a d program
be eficiaries from providers who have
pled guilty to crimi al charges, (see 
Report of Committee o  E ergy a d
Commerce, repri ted i 1986 U.S. Co g,
a d Ad. News, pg. 3665; a d 133 Co g.
Rec. S 10537 (daily ed. July 23,1987)). 
Thus, exclusio s serve a remedial
purpose a d therefore do  ot co stitute
a seco d pu ishme t u derHalper.
Co siste t with the above, courts

have held that exclusio s do  ot amou t 
to a seco d pu ishme t u der Halper,
si ce “the I spector Ge eral’s goals are 
clearly remedial a d i clude protecti g
be eficiaries, mai tai i g program
i tegrity, fosteri g public co fide ce i 
the program, etc.” (see Greene v.
Sullivan, No. CIV-3-89-758 (E.D. Te  . 
Feb. 8,1990), page 3;Matter  fDavid
C  per, R.Ph., ALJ Decisio , Docket No.
C-51 (July 24,1990); Matter  fJ yce
Faye Hughey), ALJ Decisio , Docket No.
C 201 (August 9,1990)). I  a  umber of
these cases, exclusio s have bee 
compared to professio al lice se 
revocatio s for crimi al co victio s, 
“which have the fu ctio  of protecti g
the public” (see DeWayne Franzen v.
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The Inspect r General, Id. at page 11;
Greene v. Sullivan, Id. at 3). Further, it 
has bee held that remedial sa ctio s
that i volve the revocatio of a privilege 
volu tarily gra ted are civil i   ature
a d do  ot i voke the double jeopardy
clause (see Helvering v.Mitchell, 303
U.S. 399 (1938)). Thus, Medicare a d
Medicaid exclusio s do  ot amou t to
"pu ishme t” for purposes of the double 
jeopardy clause.
Further, eve assumi g, that

exclusio s were pe al i   ature, the 
double jeopardy clause would  ot be
implicated where the Federal
gover me t imposes a exclusio based
upo a State co victio . U der the "dual
sovereig ty doctri e,” double jeopardy
does  ot attach to a subseque t Federal
prosecutio  based o facts which led to 
a State co victio (see United States v.
Anth ny, 727 F. Supp. 792 (EJD.N.Y.
1989); Abbate v. United States, 359 U.S.
187 (1959); Chapman v. United States
Department  fHealth andHuman
Services, 821 F.2d 523 (10th Cir. 1987);
a d United States v. Lanza, 260 U.S. 377,
382 (1922)). U der this doctri e, States
are co sidered to be a "separate
sovereig ” from the Federal gover me t,
because a State’s power to prosecute is
derived from its ow i here t
sovereig ty, a d  ot from the powers of 
the Federal gover me t (see United
States v. Wheeler, 435 U.S. 313, 320
(1978)). Thus, u der the dual sovereig ty
doctri e, exclusio s based upo prior
State co victio s do  ot violate the
double jeopardy clause. I  light of the 
foregoi g, we do  ot agree with the 
comme ts o  the questio of the 
co stitutio ality of our exclusio 
authorities.
IV. Specific Comme ts o the Proposed
Regulatio s
A.Part 1001, SubpartA—Definiti ns
1. Professio ally Recog ized Sta dards
ofHealth Care
C mment:A few comme ters

expressed the view that the proposed
defi itio of "professio ally recog ized
sta dards of health care” i adequately
defi es the term, that is, it does  ot (i)
adopt traditio al malpractice sta dards,
(ii) defi e “peer,” a d (iii) take i to 
accou t differe ces of opi io amo g 
physicia s regardi g practice sta dards.
Some comme ters also felt that the 
defi itio should specifically recog ize 
a d make allowa ces for variatio s i 
regio al or local commu ity sta dards
of care, that is, differe t sta dards for 
rural a d urba areas.
Resp nse: We recog ize that the 

proposed defi itio  of “professio ally
recog ized sta dards of health care”
does  ot-provide a litmus test which ca 

be easily applied i  every case. It would
be very difficult to formulate a wholly
objective sta dard i  the area of 
medical practice, where a certai 
amou t of subjectivity i  judgme t is
i evitable. The OIG relies upo the 
Utilizatio a d Quality Co trol Peer 
Review Orga izatio s (PROs) a d the 
Medicare carriers to determi e o a 
case by case basis whether the quality
of items or services provided has failed
to meet professio ally recog ized 
sta dards of health care. (PROs are also
required to take i terve tio s other tha 
sa ctio s for co firmed quality
problems.) We do  ot feel that it is 
 ecessary to defi e the term “peer,” but
would  ote that the dictio ary defi es a 
peer as o e’s “equal,” a d our 
assessme t of who qualifies as a
"professio al peer” would be co siste t
with that defi itio a d with the view
expressed by Co gress i  e acti g the 
PRO statute that lice sed physicia s
“practici g i the area” are peers (see 
House Co f. Rpt. 97 760).
Note: HCFA published a fi al rule o  

February 27,1984 (49 FR 7202) which defi ed
a PRO area to be a State.
With respect to the request that the 

regulatio s specifically provide for 
variatio s i sta dards for i dividual
localities a d service areas, we have
decided  ot to modify the defi itio .
However, while the defi itio will 
co ti ue to provide that the sta dards
will be state or  atio al o es, that does
 ot mea that those health care facilities
with mi imal tech ical capability a d
expertise will be evaluated as if they
were high-tech facilities. The quality of 
the care provided will be assessed i 
light of all of the surrou di g
circumsta ces, i cludi g the capabilities
of the facility. For example, i a facility
with limited tech ical equipme t or 
expertise, we would assess whether a 
patie t who required more sophisticated
treatme t tha  was available at that
facility should have bee tra sferred to 
a other facility, a d whether
professio ally recog ized sta dards
were met i determi i g whether
tra sfer was appropriate a d that
appropriate care was re dered to
facilitate the tra sfer.
C mment: O e comme ter poi ted out 

that the defi itio of “professio ally
recog ized sta dards of health care” is
too  arrowly drafted a d should be 
modified to e compass “professio al
peers of the i dividual a d e tity.” This 
comme ter also raised a  umber of
related questio s about the 
i terpretatio s a d use of this defi itio  
i  evaluati g the quality of care
provided by  ursi g homes where, 
accordi g to the comme ter, the

sta dards gover i g the i dustry are
primarily regulatory,  ot peer based.
The comme ter asked, for example, 
whether this defi itio  mea t to
e compass citatio s for “substa dard
care” issued agai st  ursi g homes 
u der State a d Federal survey a d
certificatio guideli es. The comme ter 
states that citatio s by regulatory
age cies which require corrective
actio s o the part of  ursi g homes are
extremely commo  a d do  ot  ormally
result i  exclusio . The comme ter 
further suggested that  ursi g homes 
could be deterred from seeki g 
volu tary accreditatio from the Joi t 
Commissio  for Accreditatio of 
Healthcare Orga izatio s (JCAHO) if 
failure o the part of a accredited
 ursi g home to meet a y of JCAHO’s
sta dards, which differ i some respects
from state a d federal regulatory
sta dards, could be take as failure to
meet “professio ally recog ized”
sta dards.
Resp nse:We agree that the 

defi itio  should be modified to i clude
the word “e tity,” a d we have
ame ded the regulatio s accordi gly. 
With respect to the comme ter’s
co cer s about the applicatio of this 
defi itio  to  ursi g homes a d the 
pote tial liability of  ursi g homes 
u der § 1001.701 of these regulatio s, 
the followi g expla atio may be 
helpful. The I spector Ge eral has the 
legal authority to exclude all ki ds of 
health care providers, i cludi g  ursi g
homes, if they fail to fur ish items or
services which meet “professio ally
recog ized sta dards of health care.”
However, i the case of  ursi g homes, 
we a ticipate that problems related to
quality of care would ordi arily be
i vestigated by HCFA which could, if 
 ecessary, take actio u der its 
authority to termi ate provider
agreeme ts. We would expect that the 
vast majority of citatio s agai st
 ursi g homes for violatio s of quality 
of care would be ha dled by the State
survey a d certificatio age cies or by
HCFA, a d the I spector Ge eral would
 ot  ormally be i volved. Whe the OIG
chooses to i vestigate quality of care
problems i  a  ursi g home, hospital, 
laboratory, or other e tity, however, it 
first  eeds to determi e whether the 
e tity has failed to comply with
professio ally recog ized sta dards of 
health care. I  maki g such a 
determi atio , the OIG would look to
Federal a d State statutory a d
regulatory sta dards a d to those
sta dards established by volu tary
accrediti g orga izatio s such as
JCAHO. (The OIG would look to these
sta dards to determi e whether the
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e tity i  questio  was accredited by 
such a orga izatio .) Previous citatio s
agai st the e tity for violatio of a y of 
these established sta dards, if serious
a d substa tial, could be evide ce that
the e tity has violated professio ally
recog ized sta dards of health care. 
However, co siste t with our practice i 
developi g cases u der sectio 
1128(b)(6)(B) of the Act, the OIG would
 ormally  ot propose a exclusio 
based o a isolated i sta ce, but
would look for a patter of poor quality
care which might be evide ced by a 
series of citatio s by sta dard setti g
age cies a d mo itori g orga izatio s. 
The OIG’s exclusio  authority u der
sectio  1128(b)(6)(B) of the Act is a 
permissive authority, a d before the 
I spector Ge eral decides to exercise it,
the OIG would do a i depe de t
evaluatio of the care provided by the 
e tity rather tha rely solely o  prior
citatio s. (For further discussio of 
OIG’s practice i  such cases, see
comme t a d respo se sectio i 
sectio  IV.C.2. of this preamble
regardi g § 1001.701.)
C mment: O e comme ter objected to

what it termed a "co clusive 
presumptio ” set forth i this defi itio , 
that is, whe the Food a d Drug
Admi istratio (FDA), PHS or HCFA
have declared a treatme t modality  ot
to be safe a d effective, those who 
employ it will be deemed  ot to meet 
professio ally recog ized sta dards of 
health care. The comme ter suggested
that this might u fairly restrict
practitio ers from usi g a treatme t
modality which has bee declared  ot
safe a d effective for o e purpose, eve 
though the practitio er might wa t to
use it for a differe t purpose about
which FDA, PHS a d HCFA have take 
 o positio .
Resp nse:We disagree with the 

comme t a d have retai ed this portio 
of the defi itio i tact. If a practitio er
ca show that  o e of the specified 
age cies fou d the treatme t modality
i questio to be u safe or i effective 
for the purpose for which the 
practitio er used it, the usage of the 
treatme t modality would  ot cause the 
practitio er to be deemed to have
violated professio ally recog ized
sta dards of health care.
2. Co victed
C mment: Several comme ters

questio ed the use of the word
"dismissed” i  paragraph (a)(2) of the 
defi itio of “co victed” as a 
u warra ted diversio from the 
statutory defi itio , a d because
dismissal of charges typically occurs 
either before judgme t or upo acquittal,
 ot subseque t to a co victio . These

comme ters also objected to defi i g a
judgme t as a co victio  whe a post
trial motio is pe di g, si ce the motio  
could result i  the overtur i g of the 
judgme t.
Resp nse:We agree that the term 

"dismissed” was  ot the appropriate
term, a d have cha ged the regulatory
la guage to “otherwise removed” to
clarify that this is mea t to apply o ly to
actio s that are equivale t i  effect to 
expu geme t, but called somethi g 
differe t. With respect to applyi g the 
defi itio eve  whe a post trial motio 
is pe di g, we disagree with the 
comme t. Just as Co gress did  ot 
i te d to tie our ha ds postpo i g
exclusio s while appeals are pe di g, 
we are similarly  ot co strai ed to
delay exclusio s while post-trial
motio s are pe di g. A y post trial
motio  which is resolved quickly will, as
a practical matter, be resolved prior to 
a y exclusio , si ce there is some lag 
time before the OIG is made aware of 
co victio s a d ca take actio to
impose a exclusio . If the post trial
motio is  ot able to be resolved
quickly, the the exclusio  will be 
imposed, but the i dividual or e tity will 
be retroactively rei stated if the motio 
results i  the co victio  bei g vacated
or reversed. (See § 1001.3005 of these
regulatio s for further discussio .)
3. E tity
C mment• Several comme ters

requested that we add a defi itio of the 
term “e tity” to the regulatio s that
would limit the scope of the term to the 
“actual offe der” who holds the 
provider  umber, a d would specifically
exclude from the defi itio a pare t
corporatio whe o e of its subsidiary
facilities (such as a laboratory,  ursi g
home, or dialysis ce ter) is excluded.
Resp nse:We have decided  ot to

defi e “e tity” i  these regulatio s. I 
our view, the OIG has the discretio to
exclude a y offe der, a d the corporate
structure of a e tity or group of e tities
will be o e factor to co sider whe 
determi i g who or what the offe der is.
Depe di g upo the  ature of the 
offe se a d the scope of i volveme t by 
various parties, the OIG could elect to
exclude the pare t corporatio , the 
subsidiary, or both. Eve if the offe se 
itself was committed by just o e of the 
facilities ow ed by a pare t corporatio , 
if the pare t corporatio was co victed
of the offe se alo g with its subsidiary, 
a d if it was aware of the practices of 
its subsidiary, or e couraged them, the 
OIG might elect to exclude both the 
pare t a d the subsidiary. However,
abse t some evide ce of i volveme t or 
k owledge o  the pare t of the pare t
corporatio , the OIG would  ormally

exclude o ly the offe di g facility rather
tha a e tire chai of facilities. (See
discussio of § 1001.1001 below i 
sectio IV.C.2. of this preamble.) Of
course, with respect to all of the OIG’s
derivative exclusio authorities
(§§ 1001.101,1001.201,1001.301,1001.401, 
1001.501,1001.601,1001.1401, a d
1001.1501), the OIG has authority to
exclude  nly those e tities agai st
whom actio  has previously bee take 
by a court, lice si g board, or other
age cy.
4. Sole Commu ity Physicia 
C mment: Some comme ters

suggested that the proposed defi itio 
was u  ecessarily limited to desig ated
health ma power shortage areas, a d
failed to address the specific  eed for
access by Medicare a d Medicaid
be eficiaries to providers a d
practitio ers who will accept such
be eficiaries.
Resp nse:We agree with these

comme ts. Accordi gly, we have
revised the defi itio to elimi ate the 
health ma power shortage area
limitatio , a d to e sure that eve if 
other physicia s or providers i the 
commu ity provide the same services as
a excluded physicia or provider, if the
excluded party is the o ly o e practici g 
i  a recog ized service area who 
participates i  either Medicare or 
Medicaid, that i dividual will meet the
terms of the defi itio a d be eligible 
for waiver o those grou ds.
For purposes of both this defi itio  

a d the defi itio of “sole source of 
esse tial specialized services i  the 
commu ity,” the OIG will look at the
services offered by providers a d
physicia s i  a recog ized service area
to determi e whether other i dividuals
or e tities are providi g the same
services. The OIG will co sider a y 
releva t i formatio  regardi g the scope 
of the service area, which i some cases
may be comprised of a e tire tow a d 
i  other cases may o ly co sist of a
small commu ity withi a much larger 
city. I determi i g what co stitutes the 
service area, the OIG will give a great
weight to objective measures where
available, such as a breakdow by zip
code area of patie ts served or a
demo stratio of geographic bou daries
that self-defi e a service area. Where
the service area is i  dispute, the OIG
will also seek advice from the State
health age cy i maki g its fi al 
determi atio .
5. Crimi al Offe se Related to the 
Delivery of a Item or Service
C mment:O e comme ter requested

that we defi e by regulatio the phrase
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“crimi al offe se related to the delivery
of a item or service” as used i  
§ 1001.101 of these regulatio s. The
comme ter expressed the view that the 
phrase, which serves as the basis for 
ma datory exclusio s, is too ambiguous, 
particularly i  light of the ma datory 5
year exclusio .
Resp nse: We have decided  ot to

defi e this term. This term has served as
the basis for exclusio s from Medicare
a d Medicaid for ma y years a d the 
abse ce of a defi itio of the term has
 ot posed a y serious problems. The 
OIG assesses each co victio  o a case
by-case basis to determi e whether it 
falls withi the ambit of the statutory
la guage—that is, whether it is related
to the delivery of a item or service
u der o e of the programs a d each of
those determi atio s is quite fact
specific. We believe that it will co ti ue
to be more effective to make these
determi atio s o  a case by case basis
tha  to attempt to defi e the phrase
further.
B. Part 1001, Subpart B—Mandat ry
Exclusi ns
C mment Some comme ters believe

that ma datory mi imum five-year 
exclusio s may violate the Eighth
Ame dme t bar agai st cruel a d
u usual pu ishme t because they may
be disproportio ate to the u derlyi g
crimes committed.
Resp nse: We do  ot agree.

Exclusio s, whether ma datory or
permissive, do  ot i voke the Eighth
Ame dme t prohibitio  agai st
“excessive bail, excessive fi es, a d
cruel a d u usual pu ishme t." As
discussed earlier i this preamble, it is 
well-established that exclusio s are
remedial sa ctio s that serve a remedial
purpose. The Eighth Ame dme t applies
o ly to crimi al pu ishme ts a d  ot to 
civil sa ctio s (see Ingraham v. Wright,
430 U.S. 651 (1977); Bell v. W lfish, 441
U.S. 520, 99 S. Ct. 1861 (1979); Stamp v.
C mmissi ner  f Internal Revenue. 579
F.Supp. 168,171 (ND. 111. 1984); P p w v.
City fMargate, 476 F.Supp. 1237
(1979)). Further, at least o e court has
held that civil sa ctio s disqualifyi g
i dividuals from receivi g certai 
be efits based o prior co victio s do 
 ot violate the Eighth Ame dme t, eve 
whe they apply automatically to all
offe ders without regard to the 
circumsta ces of the offe se (see Bl ut
v. Smith, 440 F.Supp. 528 (M.D. Pa.
1977)). Fi ally, i  e acti g sectio 
1128(a) of the Act, Co gress has
required the GIG to exclude i dividuals
or e tities co victed of certai offe ses
for at least five years, a d § 1001.101
merely impleme ts that provisio . For

all of the foregoi g reaso s, the OIG is 
 ot accepti g this comme t.
C mment:O e comme ter expressed

co cer that the la guage of § 1001.101
gives the OIG i depe de t authority to 
review crimi al co victio s to 
determi e whether such co victio s
resulted i  patie t abuse or  eglect. This 
comme ter believes that a body such as
a lice si g board or a peer review
orga izatio , rather tha the OIG, 
should co duct a medical-type review to
determi e whether a co victio e tailed
patie t abuse or  eglect.
Resp nse: Sectio  1001.101 simply

parrots the la guage of sectio 
1128(a)(2) of the Act. As is evide ced by
its legislative history, Co gress i te ded
for sectio 1128(a)(2) to give the
Secretary the authority to protect
Medicare a d the State health care
program be eficiaries from i dividuals
or e tities that have already bee tried
a d co victed of offe ses “which the
Secretary co cludes e tailed or resulted
i   eglect or abuse of other
patie ts * * * (emphasis added) (see
S. Rep. No. 100-109,100th co g., 1st 
Sess. 6). Thus, whether or  ot a 
i dividual or e tity has bee co victed
of a crimi al offe se “relati g to  eglect 
or abuse of patie ts i co  ectio  with
the delivery of a health care item or
service” is a legal determi atio to be
made by the Secretary based o the 
facts u derlyi g the co victio . Further,
the offe se that is the basis for the
exclusio  eed  ot be couched i terms
of patie t abuse or  eglect. For example, 
a i dividual co victed of embezzli g a
 ursi g home's fu ds may be excluded if
the OIG determi es that the offe se
resulted i  the abuse or  eglect of
patie ts, i.e., that as a result of the
offe se, the facility was u derfi a ced
to the poi t that the reside ts could  ot
be properly cared for. Further, it is clear
from the la guage of the statute a d its 
legislative history that the OIG may
exclude a i dividual co victed of a 
offe se related to patie t abuse or
 eglect irrespective of whether the 
i dividual i te ded to harm patie ts.
C mment: Several comme ters were

co fused as to what offe ses are
i cluded i the phrase “crimi al
offe ses related to the  eglect or abuse
of a patie t” withi the mea i g of
§ 1901.101, a d requested that we defi e
the phrase or give examples. These
comme ters said their co fusio  was
compou ded by additio al la guage i  
§ 1001.101 requiri g a exclusio where
a co victio “e tailed, or resulted i ,
 eglect or abuse of patie ts.”
Resp nse: Sectio 1128(a)(2) of the 

Act authorizes the Secretary to exclude
“a y i dividual or e tity that has bee 

co victed, u der Federal or State law, of
a crimi al offe se relati g to  eglect or 
abuse of patie ts i co  ectio with the
delivery of a health care item or 
service.” Sectio 1001.101 states that a 
offe se “related to the  eglect or abuse
of patie ts” i cludes “a y offe se that
the OIG co cludes e tailed, or resulted
i ,  eglect or abuse of patie ts.” This
la guage is the same la guage used by 
Co gress i  the legislative history of 
sectio 1128(a)(2) of the Act. We have
chose to put this la guage i  the
regulatio because we believe it makes
it clear that it is i the OIG’s discretio 
to determi e whether a co victio is
related to patie t abuse or  eglect, as
discussed above. We also believe that
Co gress used this la guage i  the 
legislative history to expa d upo the 
types of offe ses it mea t to i clude i 
e acti g sectio  1128(a)(2).
We have chose  ot to defi e which 

offe ses “relate to” or “e tail or result
i ”  eglect or abuse of patie ts. Si ce a
determi atio as to whether a offe se 
related to patie t abuse or  eglect is
fact-i te sive, we feel it is most
appropriate for the OIG to exercise its 
authority to make such determi atio s
o a case by case basis.
C. Part 1001, Subpart C—Permissive
Exclusi ns
1. Ge eral Comme ts
C mment: Comme ters i dicated that

the regulatio s should i clude a list of
factors that the OIG will use i 
determi i g whether to impose a 
permissive exclusio .
Resp nse: Our experie ce has show 

that situatio s which could result i the
impositio  of a permissive exclusio are
extremely varied a d must be evaluated
o a case by case basis. Some of these
factors i clude co trolled substa ce
abuse history, crimi al history, a d prior
experie ce with the programs. However,
the statute vests the Secretary with 
complete discretio , a d does  ot
require us to set forth the precise criteria
which will be used i  determi i g
whether to impose a permissive
exclusio .
C mment: Several comme ters stated

that, prior to imposi g a permissive
exclusio , the OIG should have to prove
that allowi g co ti ued program
participatio would harm be eficiaries.
Resp nse: The purpose of these

permissive authorities is to protect
Federal a d State health care programs
a d their be eficiaries. The OIG always
co siders whether co ti ued
participatio  prese ts a risk to the 
programs or their be eficiaries i 
decidi g whether a  exclusio is
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warra ted. However, this determi atio 
is withi the OIG’s discretio . Further, it 
is  ot  ecessary for the OIG to prove
that allowi g co ti ued program
participatio  would harm be eficiaries
si ce that is  ot the o ly basis for the 
impositio of a exclusio .
C mment:A  umber of comme ters

stated that §§ 1001.201,1001.301,
1001.401,1001.701 a d 1001.801 should
 ot i clude a 5-year "be chmark” le gth
for a exclusio . I  co trast to the 
ma datory exclusio s, where Co gress
expressly set forth a mi imum 5-year 
term, Co gress did  ot set a mi imum
exclusio le gth for the permissive
authorities. The comme ters argued that
Co gress i dicated that these ki ds of 
offe ses should  ot be treated as
harshly as the ma datories si ce
Co gress did  ot require the Secretary
to exclude providers i these
circumsta ces.
Resp nse: Upo careful co sideratio 

of the comme ts a d further research,
we have decided that a 3-year 
be chmark for permissive exclusio s is 
more appropriate tha the proposed 5
year be chmark. A 3-year be chmark is 
co siste t with the period established
by regulatio for gover me t-wide 
debarme ts a d suspe sio s from 
 o procureme t co tracts, gra ts a d
the like, i cludi g those debarme ts a d
suspe sio s imposed by HHS (see 45
CFR 76.320). (It is also co siste t with
lo gsta di g regulatio s gover i g the 
period of debarme ts i the gover me t
procureme t co text (see 48 CFR 9.406
4))
Periods of debarme t a d suspe sio 

from HHS programs u der 45 CFR 76.320
are determi ed much the way exclusio 
periods for permissive exclusio s will 
be determi ed u der these fi al
regulatio s. Sectio 76.320 provides the 
“[d]ebarmeftt shall be for a period
comme surate with the serious ess of 
the cause(s). Ge erally, a debarme t
should  ot exceed three years. Where
circumsta ces warra t, a lo ger period
of debarme t may be imposed * * *.”
Similarly, the 3-year be chmark co cept
established i these exclusio 
regulatio s requires the Secretary to
evaluate the serious ess of the violatio 
upo which the exclusio is based by
co sideri g whether there are mitigati g 
or aggravati g qircumsta ces which
should serve to shorte or le gthe the 
exclusio period a d permitti g the 
Secretary to adjust the period
accordi gly. I  practice, this mea s that
 o permissive exclusio  period will 
exceed 3 years u less aggravati g
circumsta ces exist to justify a lo ger 
exclusio  period.
Both the 3-year be chmark a d the 

process for adjusti g it are co siste t

with the methods already i use by the 
Departme t for determi i g debarme t
a d suspe sio periods, a d we believe
that it is reaso able for our regulatio s
to take the same approach. We have,
therefore, modified these regulatio s
accordi gly.
C mment: Some comme ters

expressed the opi io that the OIG will 
 ever use these authorities to exclude a
hospital, thus maki g the regulatio s
applicable o ly to certai types of 
providers.
Resp nse: A hospital ca a d will be

excluded if the circumsta ces warra t
that exclusio . However, the OIG must 
co sider all the circumsta ces i  
determi i g whether a exclusio is
appropriate i a y case, i cludi g cases
i volvi g hospitals. Certai  factors, such
as access of program be eficiaries to
services, may weigh agai st imposi g a 
exclusio o  hospitals but may be less
sig ifica t i evaluati g possible
exclusio s of other types of providers.
C mment:A  umber of comme ters

i dicated that exclusio s which relate to
Medicare billi g violatio s should be
withdraw because Medicare billi g 
rules are so complex.
Resp nse: It is the obligatio of 

a yo e doi g busi ess with the 
Medicare program to u dersta d
releva t Medicare rules of 
reimburseme t. However, these
authorities are permissive, a d OIG
does  ot i te d to impose exclusio s i  
cases i volvi g isolated, legitimate 
co fusio  with the Medicare rules.
2. Permissive Exclusio s
• Secti n 1001.201
Sectio 1001.201 impleme ts the OIG’s

authority to exclude a  i dividual or 
e tity co victed of, amo g other thi gs, 
a crimi al offe se i  co  ectio  with
the delivery of a y health care item or 
service. We have clarified that this
authority allows the OIG to exclude a 
perso  who was co victed of a offe se
i volvi g the performa ce of 
ma ageme t or admi istrative services
relati g to the delivery of such items or 
services.
C mment: Comme ters i dicated that

the regulatio s should state that the OIG
may exclude a yo e who e ters a pre
trial diversio program, regardless of 
whether there was a admissio of guilt.
Resp nse: The statute permits the 

impositio  of a exclusio o a y
i dividual or e tity that has bee 
"co victed." Sectio  1128(i) of the Act 
co tai s a broad defi itio of 
"co victed,” a d we are bou d by this
defi itio . (See discussio regardi g
§ 1001.102 i sectio IV.C.l. of this
preamble.) “Pre trial diversio ” is

defi ed differe tly i differe t States. If
a “pre trial diversio  program” satisfies
the statutory defi itio  of “co victed”,
the a party who e ters i to a pre-trial
diversio  program may be excluded.
• Secti n 1001.301
No comme ts specific to this

provisio  were received.
• Secti n 1001.401
This sectio permits the OIG to

exclude a yo e who has bee co victed
of a crimi al offe se relati g to a 
co trolled substa ce. We have modified 
this regulatio to clarify that the 
operative defi itio of the term
"co trolled substa ce” will be the 
defi itio that applies to the law that
forms the basis for the co victio . For 
example, if a i dividual is co victed of 
a Federal offe se, the operative
defi itio would be the defi itio  of a 
co trolled substa ce u der Federal law. 
If the i dividual was co victed, for 
example, of a crimi al offe se u der
New York State law, the determi atio 
of whether the co victio related to a 
co trolled substa ce will be determi ed
by whether the substa ce is defi ed as
co trolled u der the New York crimi al 
code.
C mment: Some comme ters stated

that the regulatio s should be expa ded
to permit the OIG to exclude someo e
for illegal possessio of a co trolled
substa ce.
Resp nse: Sectio 1128(b)(3) of the 

Act sets forth the types of co victio s
relati g to co trolled substa ces that
may serve as the grou ds for a 
exclusio . Si ce sectio 1128(b)(3) of the 
Act does  ot state that the OIG may
exclude someo e based o  a co victio 
for possessio , expa di g the regulatio 
as suggested is beyo d the scope of our
statutory authority.
• Secti ns 1001.501 and 1001.601
These regulatio s impleme t sectio s

1128 (b)(4) a d (b)(5) of the Act. Both of 
these authorities permit exclusio of a 
i dividual or e tity o  the basis of the 
actio s of a other age cy, e.g.*, where a
State medical society revoked a 
practitio er’s lice se, or where a 
provider was suspe ded from a State
health care program. We co sider these
age cies to be "derivative age cies,”
si ce we derive the right to impose a 
exclusio from their actio s. We have
modified § 1001.501 to provide that
exclusio s may be imposed for periods
of time shorter tha the period for which
the lice se was lost a d to allow for
early rei stateme t, i  cases where
a other State, fully apprised of the 
circumsta ces surrou di g the loss of

-
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- 
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j the Secretary with the discretio a d the 
■ respo sibility to determi e whether it is
I appropriate, based o  the particular 
I circumsta ces, to exclude the

9 sa ctio ed i dividual or e tity from
9 Medicare a d the State health care
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I the lice se, gra ts the practitio er a  ew
[ lice se or takes  o sig ifica t adverse

actio  as to a curre t lice se. We have
I also revised § 1001.501 to state that loss 

of a lice se i cludes the loss of the right 
to apply for or re ew a lice se, as
provided i  sectio  6411(d) of the
Om ibus Budget Reco ciliatio Act of

I 1989. We have modified § 1001.601 to
provide that exclusio s will be for a
period of 3 years u less specified
aggravati g or mitigati g factors form a
basis for le gthe i g or shorte i g that

I period. We have also clarified § 1001.601
I to state that the OIG will  ormally  ot
I co sider a request for rei stateme t
I u til the period of exclusio  imposed by

|| the OIG has expired. O ce the OIG has
rei stated the party, the Federal or State

I health care program that origi ally
I imposed the sa ctio  will be free to

||||^ rei state the party.
C mment: Comme ters stated that the

regulatio s provide that the OIG may
i impose a  exclusio for a lo ger le gth
h of time tha the pe alty imposed by the 
derivative age cy. O e comme ter 
argued that it is i appropriate to allow
for a exclusio to be lo ger tha that
imposed by the origi al sa ctio i g
body, especially si ce a provider ca  ot

: collaterally attack the basis for the first 
actio .

Resp nse:We a ticipate that i  the 
t vast majority of cases, the le gth of the 
[ exclusio  imposed by the OIG will
| parallel the le gth of time imposed by
the origi al sa ctio i g body. However, 
there may be circumsta ces where the 

! OIG fi ds that the derivative body did
 ot adequately co sider the pote tial
harm that the i dividual’s o t e tity’s
actio s could have o Medicare or the 

I State health care programs. I those

1
1 cases, the OIG must have the discretio 

to exte d a exclusio so as to
i adequately protect the programs a d
| their be eficiaries. Sectio 1128(c) of the 
Act, which gover s the le gth of
exclusio s, does  ot restrict exclusio s

I imposed u der sectio s 1128 (b)(4) or 
(b)(5) to the le gth imposed by the
derivative body.

C mment: Several comme ters stated
that §§ 1001.501 a d 1001.601 should
provide that someo e who suffers a 

j lice se revocatio , exclusio , or other
I actio  covered by these provisio s will
I automatically be excluded from
I Medicare a d the State health care
I program.

Resp nse. I co trast to the

programs. To treat these exclusio s as
automatic, i.e., as ma datory exclusio s, 
would be i co siste t with that
authority.
C mment:A  umber of comme ters

i dicated that § 1001.501 should allow
for a exclusio  where restrictio s are
imposed that curtail use but do  ot
result i the lice se bei g lost e tirely, 
such as prohibiti g a physicia  from
performi g surgery except u der
supervisio .
Resp nse:Sectio 1128(b)(4) of the

Act specifies that someo e may be 
excluded because a lice se has bee 
suspe ded, revoked, surre dered or
otherwise lost. We do  ot have the
statutory authority to expa d this
regulatio as suggested by this
comme t.
C mment Comme ters poi ted out 

that it is  ot  ecessary to provide for a 
exclusio  where someo e has
surre dered his or her lice se si ce the 
i dividual or e tity would automatically
be precluded from re deri g services.
Resp nse:A i dividual or e tity may 

lose a lice se i  o e State, but that
alo e would  ot preclude that i dividual
or e tity from re deri g services i 
a other State, if lice sed there. A 
exclusio from Medicare or Medicaid, 
fot example, would have  atio wide
applicability, so that i dividual or e tity
could  ot receive payme t from 
Medicare or Medicaid for re deri g
services to a y program be eficiary,
regardless of where that be eficiary is
located.
C mmentO e comme ter stated that

a i dividual or e tity that surre ders a
lice se should  ot have to go through
the procedures of requesti g
rei stateme t if a d whe  the lice se is
regai ed.
Resp nse: I  gra ti g the Secretary

the authority to exclude based o 
surre der of a lice se, Co gress
recog ized that lice ses are ofte 
surre dered because of serious
u derlyi g problems. Surre der does  ot
mea that the basis for the loss of the 
lice se is a y less serious tha if the 
lice se was revoked. Co seque tly, we
do  ot believe that cases of surre der
should be treated a y differe tly tha 
other cases where a lice se was lost.
C mment: Several comme ters

i dicated that i cases of surre der, the 
regulatio s exceed co gressio al i te t
by allowi g for exclusio where
someo e surre ders a lice se lor a
mi or i fractio while  ot allowi g the 
practitio er to challe ge the 
^reaso able ess of the discipli ary
actio Co gressio al i te t shows that
the critical factor i determi i g
whether to exclude someo e is  ot 
merely surre der, but whether the

practitio er i te ded to evade scruti y
by surre der. These comme ters felt 
that the regulatio s should set forth the
factors that will be used to determi e
whether exclusio m surre der cases »8
appropriate.
Resp nse: These regulatio s

co siste t with the statute, do*>ot
permit exclusio i  all cases ol
surre der, but o ly i those cases where
surre der occurs while a discipli ary
proceedi g co cer i g professio al
compete ce, professio al performa ce 
or fi a cial i tegrity is pe di g. Thus, 
exclusio s will  ot be imposed i cases
where lice ses are surre dered for 
violatio s which do  ot fall i  these 
categories. To the exte t a mi isterial 
violatio arguably fall withi these 
categories for example, o e could
argue that failure to pay a  ual dues
relates to fi a cial i tegrity the OIG 
will exercise its discretio as to whether
a exclusio is appropriate. We decli e 
to i clude a list of factors to be 
co sidered i determi i g whether to
impose a exclusio i lice sure cases
as this will vary depe di g o the
u ique circumsta ces of a particular
case.
C mment: O e comme ter stated that

exclusio s should  o* be imposed i 
cases where a lice se is lost u til the 
practitio er has the opportu ity for
judicial review of the u derlyi g actio 
which caused the loss of lice se
Resp nse: We disagree. The 

regulatio s are co siste t.with statutory
authority. Ofte , judicial review occurs 
a substa tial period of time after the 
origi al actio . Si ce a i depe de t
body has made a determi atio 
regardi g this practitio er, we believe »1
is preferable to give co trolli g weight 
to the derivative body’s co clusio s a d
exclude the practitio er, to protect the 
program a d be eficiaries, co siste t
with the purposes of the exclusio 
authorities.
C mment Accordi g to some 

comme ts received, the defi itio of “or
otherwise sa ctio ed” that was
i cluded i the preamble to the
proposed regulatio s should be 
i corporated i  § 1001.601.
Resp nse: We agree a d have

i cluded a defi itio of this term i the 
regulatio s to explai that it i cludes
a y actio s that limits the ability of a 
perso to participate i the program at
issue. We have also clarified that this
i cludes situatio s where a i dividual
or e tity volu tarily withdraws from
program participatio solely to avoid a
formal sa ctio , for example, by
agreei g to withdraw i  order to avoid
prosecutio or exclusio 

— 

— 

ma datory exclusio s, Co gress vested I 
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C mment: Comme ters stated that the 
OIG should  ot exclude a  i dividual or 
e tity u der § 1001.601 whe the 
origi al sa ctio i g age cy did  ot itself
exclude the i dividual or e tity. These
comme ters i dicated that the 
regulatio s wro gly assume that the 
basis of the derivative sa ctio was
serious whe i  reality a provider may
choose  ot to co test a mi or sa ctio 
simply to avoid further co fro tatio .
Resp nse: We have clarified the scope 

of § 1001.601 by i corporati g i the 
regulatio s a defi itio for the term “or 
otherwise sa ctio ed” to cover all
actio s that limit the ability of a perso 
to participate i the program. This 
defi itio  will e sure that OIG
exclusio s will be based o ly o  prior 
sa ctio s that were sig ifica t i   ature.
C mment:A  umber of i dividuals

i dicated that the terms “professio al
compete ce,” “professio al
performa ce” a d “fi a cial i tegrity"
are too vague. Comme ters questio ed
whether these terms would i clude, for 
example, a deficie cy i a facility’s
co ditio s of participatio .
Resp nse:We decli e to further 

defi e these terms, a d believe that
whether someo e’s professio al
compete ce, professio al performa ce
or fi a cial i tegrity are implicated must
be determi ed based o all the 
circumsta ces. However, the fact that
this authority ca o ly be used i cases
where someo e’s program participatio 
has bee curtailed militates agai st the 
co cer that someo e would be
excluded for i sig ifica t violatio s. I 
additio , this authority is permissive,
a d the OIG ca a d will exercise its 
discretio i determi i g whether a 
particular violatio  warra ts the severe
pe alty of exclusio .
C mment: Comme ters felt that the 

OIG should co sult with a sa ctio i g
age cy before imposi g a exclusio ,
rather tha  providi g  otice after the 
fact.
Resp nse: By its delegated statutory

authority, the OIG has full discretio to 
decide whether to impose a permissive
exclusio , a d  eed  ot co sult with
third parties i cludi g the origi al 
sa ctio i g bodies. However, we would
 ote that i specific cases, the OIG may
decide to co tact the origi al 
sa ctio i g body to obtai  releva t
i formatio or guida ce i decidi g
whether to impose a exclusio .
• Secti n 1001.701
C mment: Several comme ters

poi ted out that the proposed regulatory
la guage i  § 1001.701(a)(1) did  ot
comport with the statutory la guage 
which specifies that the poi t of

refere ce is "such i dividual’s or 
e tity’s usual charges or costs.”
Resp nse:We agree with these

co cer s, a d have ame ded the 
regulatory provisio accordi gly.
C mment A  umber of comme ters

suggested that the exceptio  i 
§ 1001.701(b)(2), permitti g the 
fur ishi g of items or services i excess
of the  eeds of i dividuals u der certai 
circumsta ces whe such items or 
services were ordered by a physicia , is 
too  arrow a d should be expa ded to 
i clude those situatio s where the item
or service was ordered by a health care
professio al other tha  a physicia , 
such as a  urse practitio er or a cli ical
psychologist.
Resp nse:We agree, a d have

ame ded the regulatio to i clude a 
physicia or other authorized i dividual.
C mment: O e comme ter poi ted out 

that although curre t regulatio s specify
the sources of i formatio that the OIG
will look to i maki g a determi atio 
that items or services provided were i  
excess of the  eeds of i dividuals or of 
a quality that fails to meet
professio ally recog ized sta dards of 
health care (§ 1001.101(b)), the proposed
rule did  ot i clude such a provisio .
This comme ter suggested that the fi al 
regulatio s should co tai a similar list
of i formatio sources.
Resp nse: We agree. This provisio 

was i adverte tly omitted from both
§§ 1001.701 a d 1001.801 of the proposed
regulatio s. We have added provisio s
specifyi g sources of i formatio to
both sectio s i this fi al rule.
C mment: A  umber of comme ters

asked that we defi e the phrase
“substa tially i excess of the patie t’s
 eeds,” a d o e comme ter suggested
that we adopt a defi itio from the 
Home Health Age cy ma ual. Alo g the 
same li e, some comme ters suggested
that we ame d the regulatio s to state
that liability u der this sectio  requires
a patter of abuse* or a showi g of 
repetitive violatio s. O e comme ter 
expressed the view that § 1001.701(a)(2)
should  ever be a basis for exclusio 
si ce  o sta dards exist for determi i g
whether care is substa dard or 
u  ecessary.
Resp nse: Sectio 1001.701(a)(2)

impleme ts sectio 1128(b)(6)(B) of the
Act which is a recodificatio of a 
authority which the Departme t has had
for ma y years (sectio  1862(d)(1)(G) of 
the Act). We have i itiated a  umber of
cases u der this authority a d ca 
therefore speak from some experie ce.
I  our opi io , it is u  ecessary to 
defi e the phrase “substa tially i  
excess of the patie t’s  eeds” or to limit
by regulatio s the OIG’s discretio to 
i itiate cases that are  ot based o a

patter of violatio s. Before we i itiate
a case u der this authority, the 
I spector Ge eral makes a 
determi atio of liability based o  all of 
the facts available. This determi atio 
is always made o the basis of expert
medical opi io , usually that of medical 
reviewers from the Medicare carrier or 
from the local PRO, a d followed up by
a review by o e of our ow  medical
officers. I  fact, cases u der this sectio 
almost always origi ate with Medicare
carriers or other medical sources who
refer the case to the OIG. Thus, o a 
case by ^case basis, we are i  a positio 
to determi e whether the care provided
was substa tially i excess of the  eeds
of the patie t.
As evide ced by the legislative

history to this sectio , Co gress did  ot
i te d that the OIG automatically
exclude a i dividual or e tity where
the violatio  was “a isolated or 
i adverte t i sta ce,” but to sieek
corrective actio  i such cases.
Co siste t with this i te t, we would 
rarely propose a exclusio for a 
isolated a d i adverte t i sta ce.
However, if o ly o e or two life

threate i g violatio s were brought to
our atte tio a d we determi ed that
impositio of a exclusio  u der
§ 1001.701 was the most appropriate
remedy, we believe that it is co siste t
with the i te t of the statute for the OIG
to retai the discretio  u der these
regulatio s to i itiate a exclusio 
actio , eve abse t a full-fledged 
patter of abuse.
C mment: A  umber of comme ters

sought specific clarificatio of the scope 
of § 1001.701(a)(2). Their co cer related
to whether e tities such as  ursi g 
homes a d home health age cies would 
violate this sectio  if they provided a 
i creased level of services to a patie t
at the specific request of the patie t a d
at the patie t’s ow expe se, e.g.,
private duty  urses, extra home health
services  ot reimbursable by Medicare, 
or private rooms.
Resp nse: Sectio 1001.701(a)(1) is  ot

i te ded to subject to liability those
who fur ish a  i creased level of care to
a patie t who has bee i formed that
such care is  ot medically  ecessary
a d that  either Medicare  or a State
health care program will reimburse such 
services, but who chooses to purchase
such services at his or her ow expe se.
For purposes of determi i g liability
u der this provisio , such services
would  ot be viewed as “substa tially
i excess of the patie t’s  eeds.”
C mment Some comme ters

requested clarificatio of the breadth of
the exceptio set forth § 1001.701(c)(2).
Specifically, they expressed co cer 
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about liability of laboratories a d of 
suppliers for items or services that are
provided a d later determi ed to be 
u  ecessary or excessive.
Resp nse: I  ge eral, the exceptio  i  

paragraph (c)(2) of this sectio will
protect such laboratories a d suppliers
from liability. However, we are aware
that some suppliers have co spired with
physicia s to obtai  certificates of 
 ecessity for items or services i  order
to defraud the Medicare program. If, as
i that sort of situatio , a supplier was
i a positio  to k ow that the items or 
services were  ot  ecessary,
§1001.701(c)(2) would provide  o
protectio  from liability. With respect to
laboratories, although the exceptio 
would  ormally protect a laboratory
from bei g subject to exclusio for 
providi g u  ecessary tests ordered by 
a physicia  or other authorized
i dividual, we wa » to make clear that
this does  ot mea that the laboratory is 
e titled to be paid by Medicare or State
health care programs for such tests.
Notwithsta di g the paragraph (b)(2)
exceptio , payme ts made to
laboratories for services later deemed to
be u  ecessary may co stitute
overpayme ts u der HCFA regulatio s.
C mment: I the preamble to the 

proposed rule, we requested comme ts
o whether to defi e by regulatio s the 
terms “substa tially i  excess” a d
“usual costs or charges” which are used
i § 1001.701(a). That provisio 
authorizes the exclusio of i dividuals
a d e tities that submit, or cause to be 
submitted, bills or requests for payme t
co tai i g charges or costs that are
"substa tially i excess o f4the “usual
charges or costs” for such items or
services.
We received a  umber of comme ts i 

respo se to our request, ma y from the 
cli ical laboratory i dustry. While most
comme ters agreed that defi itio s
would be helpful,  o e were able to
suggest feasible o es. O e comme ter 
suggested that a y defi itio should
take accou t of the fact that it costs
laboratories more to deal with Medicare
tha  to deal with physicia s, a d should
permit Medicare to be charged more. 
A other comme ter suggested that we
co sider such factors as the geographic 
area i  which the provider operates
(cost of overhead) a d whether there is 
a scarcity of practitio ers i the area i 
determi i g whether to permit higher 
charges. O e comme ter felt that the 
OIG should have to prove i te t to 
overbill Medicare i  order to show ,
liability u der this provisio . Two
comme ters  oted that third party
payors other tha  Medicare  ormally
allow the highest costs for laboratory

services, a d suggested that the
appropriate compariso i  charges is 
betwee Medicare a d other third party
payors,  ot betwee  Medicare arid 
physicia s. O e comme ter objected to 
the applicatio of this provisio to 
laboratories at all.
Resp nse: Upo  review of all the 

comme ts a d further co sideratio of 
this issue, we have decided  ot to defi e 
the terms “substa tially i excess” a d
“ usual charges or costs’*at this time. We 
recog ize that it would be helpful to the
public to have some additio al guida ce
o  what sta dards the OIG i te ds to
apply i cases brought u der
§ 1001.701(a)(1). However, i light of the 
ma y differe t factors a d variables
that may exist i the wide variety of 
cases which could be i vestigated u der
this provisio , we have determi ed that
it is  ot feasible to defi e the terms by
regulatio . I stead, the OIG will 
co ti ue to evaluate the billi g patter s
of i dividuals a d e tities, i cludi g
cli ical laboratories, o a case by case
basis.
• Secti n 1001.801
C mment:Accordi g to some 

comme ters, it was u clear what would
be co sidered a “substa tial” failure to 
provide medically  ecessary items or 
services. These comme ters i dicated
that health mai te a ce orga izatio s
(HMOs) should  ot be sa ctio ed for 
de ials because a e rollee did  ot seek
required prior approval or where the 
HMO de ies coverage for services
provided by a  o pla  provider where
the HMO determi es the services did
 ot meet "emerge cy” sta dards, or
where medical judgme t to  ot provide
the services is made i accorda ce with
the HMO’s sta dard operati g policies. 
A comme ter questio ed whether this
would apply if there was a delay i  
providi g routi e services.
Resp nse: I determi i g whether a 

exclusio should be imposed, legitimate
reaso s for de yi g services will be
co sidered. However, HMOs may use
“procedures” as a pretext justificatio , 
a d it is the OIG’s respo sibility to 
evaluate all circumsta ces to determi e
whether the HMO properly or 
improperly failed to provide medically
 ecessary items or services.
C mment: Some comme ters believed

that the OIG lacks the expertise to
determi e whether there is a substa tial
failure to provide medically  ecessary
items or services, a d stated that the
OIG’s decisio should be based o  
medical review by the carrier or the 
PRO. The comme ts i dicated that the 
OIG should defer to HCFA arid the
States, which are primarily respo sible

for regulatio of HMOs, i determi i g 
whether ari exclusio is appropriate.
Resp nse:We have i cluded i  the 

fi al regulatio s the sources o  which 
the OIG’s decisio to exclude u der this
authority will be based. These are PROs, 
State or local lice si g or certificatio 
authorities, fiscal age ts or co tractors,
private i sura ce compa ies, State or
local professio al societies or other
sources (deemed appropriate by the OIG. 
Although the OIG may co sider the ,
views of HCFA or a State, or a y other
e tity, the OIG has the delegated
authority to impose a exclusio u der
these;circumsta ces a d it is the OIG
that must ultimately evaluate the facts
to determi e if a exclusio is
appropriate.
C mment: O e comme ter asked

whether a HMO could be excluded if 
a i depe de t co tractor failed to 
provide medically  ecessary services. 
Resp nsei Sectio 1128(b)(6)(C) of the 

Social Security Act provides that a 
HMO ca  be excluded u der these
circumsta ces. As a practical matter, we
i te d to use this authority o ly where
the HMO had sufficie t respo sibility
for this act, e.g., if problems co cer i g
a physicia ’s professio al compete ce
had beeri brought to the atte tio of the
HMO, but it failed to take a y
appropriate actio . Si ce the HMOs are
selecti g the service providers, a d
be eficiaries place their trust i  the 
HMO’s ability to select qualified
providers, the HMOs must a d should
take respo sibility for their selectio .
This provisio will help assure that this
occurs.
C mment:A comme ter poi ted out

that these regulatio s should state that
a exclusio may occur for failure to 
provide medically  ecessary services to
a y perso s regardless of whether those
perso s are covered by Medicare or 
Medicaid.
Resp nse: Sectio 1128(b)(6)(C) of the 

Act provides that this exclusio o ly 
applies to a failure to provide medically
 ecessary items or services to
i dividuals who are covered u der a 
Medicaid pla , or a waiver u der the 
Medicaid program u der sectio 
1915(b)(1) of the Act, or to i dividuals
covered u der a risk-shari g co tract
u der sectio  1876 of the Act. Thus, it 
would be beyo d our statutory authority
to expa d this regulatio as suggested.
• Secti n 1001.901
C mment: Comme ters believed that

the statute does  ot authorize a 
exclusio where a CMP is  ot imposed
or where a CMP proceedi g is  ot
comme ced.
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Resp nse: Impositio of a CMP is  ot 
a predicate to imposi g a exclusio 
u der this authority; rather, exclusio is 
a alter ative remedy, to be used
i stead of or i  co ju ctio  with a CMP
or crimi al proceedi g depe di g o the 
circumsta ces. The legislative history to 
sectio  1128(b)(7) of the Act states that
“[t]he Secretary could exercise this
authority to exclude a  i dividual or 
e tity without the  ecessity of imposi g 
a civil mo ey pe alty or obtai i g a 
crimi al pe alty or obtai i g a crimi al 
co victio .” (House Report No. 100 85,
100th Co g., 1st sess., 9.)
C mment: Some comme ters

i dicated that if someo e successfully
defe ded agai st impositio of a CMP,
those same defe ses should apply to bar
the impositio of a exclusio .
Resp nse:We agree. If a respo de t

successfully defe ds agai st impositio 
of a CMP, we would  ot the impose a 
exclusio u der § 1001.901 based o  the 
co duct at issue i the CMP case.
C mment: O e comme ter felt that a 

CMP, rather tha a exclusio , should
be imposed for a first offe se, si ce a
CMP gives the programs a cha ce to see
if corrective actio will be take .
Resp nse:We reject this comme t 

si ce-the OIG has die right a d
respo sibility to exercise its discretio 
i all cases, i cludi g first offe ses, to
determi e whether a exclusio  is
appropriate.
• Secti n 1001.951
C mment: O e comme ter urged that

the I spector Ge eral recomme d that
the exemptio  u der sectio 1128B of 
the Act for payme ts to employees be
revoked because outsiders ca  ot
compete for the services employees of 
referri g physicia s provide.
Resp nse: This issue was addressed

at le gth i  the preamble to the OIG
“safe harbor” regulatio s. (See 56 FR
35952, July 29,1991.)
C mment:O e comme ter questio ed

whether violatio s of the a ti kickback
statute would depe d o  the ki d of 
health care provider i volved i  the 
remu eratio scheme.
Resp nse: By its term, sectio 1128B

of the Act applies to "whoever” e gages
i a kickback. The term “whoever”
mea s a y i dividual or e tity, 
regardless of the ki d of items or 
services they provide.
C mment: O e comme ter proposed

that co sideratio of “[a] y other facts
beari g o the  ature a d serious ess of 
the i dividual’s or e tity’s misco duct”
for purposes of determi i g the period of 
exclusio  was too vague to be eve ly
applied a d, therefore, should be 
deleted throughout the regulatio s.

Resp nse: The purpose of such a 
“catch all” provisio  is to afford the 
decisio maker some leeway to co sider
certai  highly releva t facts which
relate to that particular exclusio .
Exactly what these facts might be, other
tha the fact that they must relate to the 
“ ature a d serious ess” of the 
excluded party’s co duct, depe ds
e tirely o the particular circumsta ces
of the case. We believe that justice is 
best served if such leeway is afforded
the decisio maker.
C mment: O e comme ter suggested

that the fi a cial co ditio of the
excluded party should be co sidered
whe determi i g the le gth of 
exclusio  u der §§ 1001.901 a d
1001.951.
Resp nse: As we stated i  the 

proposed rule, fi a cial co ditio is
releva t o ly to the am unt of a pe alty
or assessme t a d  ot to the length of 
a exclusio . For further discussio , see
sectio  IV.D. of this preamble.
C mment: O e comme ter i quired as

to the reaso  why the aggravati g a d
mitigati g factors prese t i other
exclusio authorities were  ot
i corporated i  this authority.
Resp nse: Ge erally, aggravati g a d

mitigati g factors are applied to 
situatio s where there is either a 
be chmark period of exclusio or some 
other specific period of time that would
otherwise set the exclusio  period. Here, 
as with § 1001.901, there are  o such
periods so that it is appropriate to look 
o ly at factors that would help
determi e a appropriate period of 
exclusio  give the particular facts of 
each case.
C mment:Ma y comme ters objected

to § 1001.951(a)(2)(i) which provides that
a y i dividual or e tity that has offered, 
paid, solicited or received remu eratio 
as described i sectio  1128B(b) of the 
Act is subject to exclusio so lo g as
 ne of the purposes of such
remu eratio  is u lawful u der the 
statute the so called “o e purpose”
rule. That is, liability could  ot be
avoided by the fact that there may also
have bee some additio al, lawful 
purpose for the remu eratio . Some 
comme ters also asserted that the o e- 
purpose rule is u fairly broad because it 
would i clude activities that are
 o abusive or be eficial to the
Medicare program.
Resp nse:The focus of the i quiry is 

whether a i dividual or e tity has
deliberately a d i te tio ally paid or 
received remu eratio to i duce the
referral of program related busi ess. We
believe it, if the OIG has demo strated
this co duct, the statute does  ot require
the OIG to further prove that the illegal 
purpose was the primary factor

motivati g the co duct. We believe that
this broad i terpretatio of the statute is
supported by the courts (see United
States v. Greber, 760 F.2d 68 (3d Cir.)
cert, denied, 474 U.S. 988 (1985); United
States v. Bay State Ambulance and
H spital Rental Service, Inc,, 874 F. 2d
20 (1st Cir. 1989); a d United States v.
Kats, 871 f.2d 105 (9th Cir, 1989)).
With respect to co duct that may

tech ically co stitute a violatio  but ,
that should  evertheless be protected, 
Co gress, i  recog itio of the broad
reach of the a ti kickback statute,
provided for the developme t of "safe
harbors.” These regulatio s describe
various busi ess a d payme t practices
that, although they violate the a ti
kickback statute, will  ot be treated as
crimi al offe ses u der sectio  1128B(b)
of the Act a d will  ot serve as a basis
for a program exclusio u der sectio 
1128(b)(7) of the Act. (See sectio 14 of
Public Law 100 93.) For further 
discussio o the reach of the a ti
kickback statute, we recomme d that
i dividuals refer to the “safe harbor”
regulatio s (56 FR 35952, July 29,1991).
C mment: O e comme ter 

recomme ded that we i clude i 
§ 1001.951 a provisio that proof that a
lawful purpose existed for a otherwise
u lawful kickback could provide a basis
for decreasi g the le gth of exclusio .
Resp nse: Although we suggested i  

the preamble of the proposed rule that
there are circumsta ces where a lawful 
purpose for the remu eratio  may lead
to a reductio i the proposed period of
exclusio , i  most cases we believe that
it would  ot a d should  ot. 
Co seque tly, we believe that such 
argume ts are best co sidered u der
§ 1001.951(b)(iv) which provides for
co sideratio of ”[a] y other facts
beari g o the  ature a d serious ess of
the i dividual’s or e tity’s misco duct.”
• Secti n 1001.1001
This sectio permits the exclusio of 

e tities that are ow ed or co trolled by
a i dividual who has bee crimi ally
co victed, has had CMPs imposed o  
him or her, or who has bee excluded
from Medicare or a State health care
program.
C mment: O e comme ter suggested

that this provisio violates the due
process requireme ts because there is 
 o ratio al relatio ship betwee the 
acts of the i dividual a d the e tity.
O e comme ter expressed co cer that
a e tity could be excluded whe it did
 ot eve  k ow that a i dividual was
sa ctio ed. A other comme ter stated
that the e tity should have a 
opportu ity to cure the problem prior to
exclusio , a d o e comme ter
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questio ed whether a e tity could do 
this based o §§ 1001.3002(c) (1) a d (2),
which provide that a e tity will be 
rei stated whe it shows that it has
termi ated its relatio ship with the 
sa ctio ed i dividual. A other
comme ter argued that if the i dividual
has  ot bee excluded from Medicare or 
the State health care programs, that the 
e tity should  ot be excluded either.
Resp nse: I  accorda ce with sectio 

1128(b)(8) of the Act, the Secretary is
authorized to exclude a y e tity i 
which a perso with a ow ership or 
co trolli g i terest, or a officer, 
director, age t or ma agi g employee, 
has bee sa ctio ed for certai 
program-related offe ses. The
regulatio s merely impleme t the OIG’s
authority i  accorda ce with sectio 
1128(b)(8). The purpose of this provisio 
is to e sure that the programs do  ot
i directly reimburse excluded
i dividuals through payme ts to e tities
that they co trol or ow or with which
they have a y sig ifica t relatio ship.
Further, sectio  1128(b)(8) of the Act 
should e courage e tities to scruti ize 
the backgrou d of i dividuals with
whom they pla to embark o  a
sig ifica t relatio ship before they hire
the i dividual or gra t him or her a 
co trolli g i terest. Thus, excludi g a 
employer who has a sig ifica t
relatio ship with a y i dividual who
has bee sa ctio ed for program-related
offe ses is ratio ally related to the goal 
of protecti g the Medicare a d Medicaid
programs.
Moreover, i these cases, the OIG will

always issue a letter prior to imposi g 
the exclusio  that  otifies a e tity of 
the OIG’s i te tio to exclude it because
of its relatio ship with a sa ctio ed
i dividual. This letter states that the 
e tity may supply the OIG with a y
mitigati g i formatio . Thus, the e tity
is always give a opportu ity to cure 
the situatio , such as by termi ati g its 
relatio ship with the sa ctio ed
i dividual, a d  otifyi g the OIG of that
fact before the OIG makes a fi al 
decisio as to whether to exclude the 
e tity.
If a e tity, after receivi g the OIG’s

 otice of i te t to exclude u der
§1001.2001, ca prove that it has
termi ated or modified its relatio ship
with the sa ctio ed i dividual i  
accorda ce with the co ditio s of 
§§ 1001.1001(c) (1) or (2), that i dividual 
would  ot be excluded by the OIG.
Similarly, the OIG will rei state a 
e tity as soo as it determi es that the 
sa ctio ed i dividual  o lo ger has the 
proscribed relatio ship with the e tity
(§§ 1001.3001(c) (1) a d (2)). Thus, it 
would be extremely u likely that the

OIG would exclude a e tity which, 
whe  otified of its problematic
relatio ship with a sa ctio ed
i dividual, promptly severed it.
C mment: Comme ters expressed

co cer about how the term “e tity”
would apply to a corporatio with ma y
subsidiaries. I a case where o e 
subsidiary had a relatio ship with a 
sa ctio ed i dividual, comme ters
questio ed whether o ly the subsidiary
would be excluded, or whether all 
pare t a d related corporatio s could
be excluded. Comme ters argued that
this broad i terpretatio would simply 
lead to u  ecessary restructuri g of 
e tire orga izatio s to i sulate the
e tire e tity. Comme ters further 
recomme ded that the exclusio  be
limited to the corporate site i volved, or 
that the OIG should have to prove that
the e tire e tity actively e couraged or 
k owi gly tolerated the offe di g 
behavior.
Resp nse: The statute co templates

excludi g a e tity that has a 
substa tial relatio ship with a 
sa ctio ed i dividual. While it may
ofte be possible to target o ly o e 
offe di g subsidiary or site for
exclusio , we believe that there are
situatio s where a e tire corporate
e tity may be fou d to have a
substa tial relatio ship with o e 
i dividual who deals primarily with o e
of its subsidiaries. I  decidi g whether
to exclude a e tire corporate  etwork
or o e isolated subsidiary, we i te d to
evaluate the  ature a d exte t of the 
relatio ship a d determi e what parties
were actually at fault for e gagi g i  a 
relatio ship with a sa ctio ed
i dividual, as well as which e tities the
sa ctio ed i dividual actually co trols. 
The OIG will always co sider whether
the i terests of the programs a d their
be eficiaries are furthered by excludi g
a e tire corporate  etwork.
C mment’The statute a d regulatio s

provide for the exclusio of a e tity
whose age t is a sa ctio ed i dividual. 
Comme ters expressed co cer as to 
whether “age t” i cludes eve low-level 
employees or i depe de t co tractors
a d argued that, to trigger a exclusio ,
the “age t” should have a substa tial
relatio ship with the e tity.
Resp nse: We agree that the term

“age t” is vague a d therefore have
i cluded i the fi al regulatio s a 
defi itio of “age t” esse tially
modeled after a defi itio set forth i  
HCFA regulatio s (42 CFR 455.100)
which impleme t sectio 1126 of the 
Act, which is refere ced i sectio 
1128(b)(8)(A)(ii) of the Act. We are
defi i g “age t” as a yo e who has the 
express or implied authority to obligate

or act o  behalf of a e tity. We i te d
for this to apply to age cy relatio ships
where the age t has, or is able to have,
a sig ifica t role i  the e tity. For 
example, this defi itio i cludes a 
situatio where a excluded i dividual 
tra sferred co trol of a e tity to his or
her spouse, but still, i fact, acts o  
behalf of the e tity or exercises some
co trol over the e tity. I  such a case,
the excluded i dividual would be a 
age t because he or she would have, at
a mi imum, the implied authority to act
o  behalf of the e tity. Of course, it is
 ot  ecessary to prove that someo e is 
a age t if that perso falls i to a other
category of e umerated relatio ships.
Thus, i  the example cited above, if a 
State has commu ity property laws, it 
may be possible to exclude the e tity
because the excluded spouse still has a 
legal ow ership i terest i the busi ess,
regardless of whether that spouse meets
the defi itio of "age t.”
C mment: Some comme ters stated

that this provisio  is overly broad a d
should be restricted to o ly those cases
where the sa ctio ed i dividual
exercises co trol over the day to day
operatio s of the e tity.
Resp nse:We disagree with this

comme t. The regulatio s are a proper
i terpretatio of statutory authority, a d
the legislative history establishes that
Co gress thought ow ership alo e, or
o e of the other relatio ships alo e, was
e ough of a substa tial relatio ship to
warra t exclusio . (House Report 100-
85, supra at 10.)
C mment: O e comme ter expressed

co cer that a e tity could be excluded
because of its relatio ship with a 
i dividual who had to pay a mi imal 
mo etary pe alty, a d suggested that
the regulatio s set forth a mi imum 
pe alty that would have to have bee 
imposed before the e tity could be 
excluded.
Resp nse:We take i to accou t the 

amou t of the pe alty i  determi i g
whether art exclusio is appropriate.
However, we believe the most importa t
factor to co sider i determi i g
whether to exclude a e tity because of 
its relatio ship with a sa ctio ed
i dividual is the circumsta ces
surrou di g, rather tha merely the 
amou t of, the pe alty.
C mment: O e comme ter questio ed

whether prohibitio s o  the various
ow ership or co trol relatio ships set
forth i  proposed paragraphs
(a)(l)(iii)(AHF) of § 1001.1001 apply
o ly to i dividuals who were excluded, 
or to all sa ctio ed i dividuals who 
were crimi ally co victed or subject to
a CMP, as defi ed i  proposed
§§ 1001.1001(a)(1) (i) through (iii).
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Resp nse:We have revised the fi al 
regulatio s to make it clear that e tities
may be excluded for havi g a y of the
specified relatio ships with a y
sa ctio ed i dividual as defi ed i 
§§ 1001.1001(a)(1) (i) through (iii). We 
are also addi g the word “ow ership" to
the first factor i  this list of 
relatio ships. That term was
i adverte tly omitted from the proposed 
regulatio s a d is co siste t with 
sectio  1124(a)(3) of the Act.
C mment:O e comme ter questio ed

our defi itio  of “i direct ow ership
i terest." The comme ter stated that
si ce the proposed regulatio s provide 
that i direct ow ership i terest i cludes 
a ow ership i terest through a y other
e tities, use of the term “i cludes”
suggests that the term “i direct
ow ership i terest" covers other
relatio ships that are  ot specified i 
the regulatio s. I  additio , the
comme ter questio ed the example 
give i the proposed regulatio  that
stated that a i dividual has a 10
perce t ow ership i terest i  the e tity
at issue if he or she has a 20 perce t
ow ership i terest i  a corporatio that
wholly ow s a subsidiary that is a 50
perce t ow er of the e tity i  issue. The
comme ter argued that the i direct 
ow er may have  o co trol over the 
actio s of the target e tity, a d stated
that it is u clear how ow ership would 
be calculated i  a situatio  which is
more complex.
Resp nse:We have modified the fi al 

regulatio s to replace the word
"i cludes” with “mea s.” The example 
used i the proposed rule was merely 
illustrative to show that a e tity may 
be excluded if a sa ctio ed i dividual 
has eve  a  i direct ow ership
relatio ship, which is co siste t with
the statute. We recog ize that complex 
situatio s will require a a alysis of the 
exte t of the ow ership i terest, but this 
must be determi ed o  a case-by-case 
basis.
• Secti ns 1001.1101 and 1001.1201
These provisio s impleme t sectio s

1128(b) (9), (10) a d (11) of the Act
which permit the exclusio  of a 
i dividual or e tity that fails to disclose 
certai i formatio , i cludi g payme t 
i formatio .
C mment:O e comme ter argued 

that exclusio s should be imposed o ly
after the subject i dividual or e tity has
a opportu ity for a heari g before a 
ALJ.
Resp nse:We do  ot believe that due 

process requires a heari g before a  ALJ
before a exclusio  u der these
regulatio s is imposed, for the reaso s
discussed i sectio IV.F.1. of this 
preamble. However, § 1001.2001

No. 19 / Wed esday, Ja uary 29, 1992 / Rules a d Regulatio s

provides that, prior to exclusio , a 
i dividual will receive  otice of i te t to
exclude describi g the payme t or other
i formatio that was  ot disclosed as
requested by the Departme t, a d gives 
the i dividual 30 days to comply with
the request before the exclusio is
impleme ted. I this way, exclusio s 
will  ot be imposed for i adverte t
failures to comply with statutory or 
regulatory disclosure requireme ts, 
si ce the subject i dividual or e tity 
will have a  opportu ity to cure the 
problem prior to impositio  of exclusio .
C mment: O e comme ter co te ded

that the regulatio s give  o criteria as to
what co stitutes a failure to provide 
i formatio , a d that there is  o 
requireme t that the request for the 
i formatio be reaso able, releva t, or
that specific i formatio  requested be 
ide tified. The comme ter argued that
these regulatio s violate co stitutio al 
rights, a d that the regulatio s should
state that the exclusio is applicable
o ly if there is some probable cause or
reaso able basis for the disclosure 
through the OIG’s subpoe a power.
Resp nse: These regulatio s provide 

for exclusio  where i formatio  is  ot 
provided which is already required by 
statute or regulatio , or i formatio  
which is  ecessary to determi e 
appropriate program reimburseme t. 
The successful operatio of the 
programs is based, i  large part, o  the 
gover me t havi g access to
i formatio . As  oted above, a 
i dividual will have 30 days to respo d
before a  exclusio is imposed.
C mment: Several comme ters 

expressed co cer that a  i dividual or 
e tity would be excluded for decli i g 
to provide the i formatio  for legitimate 
reaso s, such as the physicia -patie t
privilege.
Resp nse:Much of the i formatio 

required to be provided i  §§ 1001.1101
a d 1001.1201 relates to ow ership
i terests or sig ifica t busi ess
tra sactio s which will  ot implicate 
patie t records. Moreover, to the exte t
that patie t records are sought, the 
Federal gover me t’s i terest i such
records supercedes State co fide tiality
privileges, as discussed later i  this 
preamble. With respect to § 1001.1201,
the i formatio  bei g requested is
limited to that  ecessary to determi e 
whether payme ts should be made a d
the amou t thereof, i formatio  that is
fu dame tal to the proper 
admi istratio of the programs. 
However, as stated above, a i dividual 
will have 30 days to comply prior to
impositio  of a exclusio 
(§ 1001.2001(a)). If a i dividual or 
e tity believes it is u able to provide 
the requested i formatio , whether o 

the basis of privilege or other reaso , i t .
should  otify the OIG of that fact duri g 
this 30 day period, a d the OIG will
co sider this i formatio i determi i g
whether a  exclusio  is appropriate.

C mment: O e comme ter expressed
co cer  that excludi g a i dividual i 
accorda ce with § 1001.1101 for givi g a
gover me t represe tative i correct 
i formatio  is a extraordi ary
pu ishme t whe the i dividual was
u aware that the i formatio was
i correct. A other comme ter suggested
that the regulatio s should i clude a 
stateme t made i the preamble to the 
proposed regulatio s that the OIG does
 ot i te d to take actio based o 
isolated or u i te tio al failures u less
such failures have a sig ifica t impact
o  the program or be eficiaries.
Resp nse: As stated i  the preamble

to the proposed regulatio s, the proper
admi istratio  of the programs depe ds
upo the Departme t havi g access to
i formatio  that is required by statute.
However, the OIG does  ot expect to
take actio based o  isolated or 
u i te tio al failures to supply
i formatio u less such failures have a
sig ifica t impact o  the programs or 
their be eficiaries. We believe it is
u  ecessary to i clude a stateme t i 
the regulatio s as to the circumsta ces
whe the exclusio would be imposed,
because it is withi the OIG’s discretio 
to determi e what failures will have a
sig ifica t impact o the program or
be eficiaries, a d whe a exclusio is
appropriate.
• Secti n 1001.1301

This authority permits the exclusio 
of i dividuals or e tities who fail, whe 
a proper request has bee  made, to
gra t immediate access to the Secretary,
State survey age cy or other e tity for 
the purpose of co ducti g surveys a d
other reviews, or who fail to gra t
immediate access to the OIG or State
MFCUs for the purpose of reviewi g
docume ts to determi e if a statutory or 
regulatory violatio  has occurred.
C mment: Comme ters co te ded

that the searches authorized by the
regulatio s are u co stitutio al. They 
argued that warra ts should be
required, a d that the regulatio s should 
require that the OIG a d MFCUs have
probable cause to believe that there is a
violatio of statutory or regulatory
requireme ts, rather tha “i formatio 
to suggest" a violatio .
Resp nse:This Departme t ca 

request through appropriate cha  els
that a search warra t be obtai ed. I 
gra ti g survey age cies, the OIG a d
MFCUs the authority to gai immediate
access to docume ts or to a i stitutio 
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by threate i g exclusio , Co gress
plai ly i te ded to gra t these e tities
broader a d additio al authority that is 
 ot subject to the restrictio s suggested
i the comme ts. Admi istrative
warra tless searches have bee upheld
by the Supreme Court (see New Y rk v.
Burger, 482 U.S. 891 (1987); United
States v. Biswell, 406 U.S. 311 (1972]}. I 
Burger, the Court set forth the three
criteria that must be met i order for 
such searches to be co stitutio al: (1}
There must be a substa tial gover me t
i terest that i forms the regulatory
scheme i  accorda ce with the
i spectio  made; (2) the warra tless
searches must be  ecessary to further
that scheme; a d (3) the statutory
scheme must provide a adequate
substitute for a warra t. To meet this
third criterio , the statutory scheme
must be sufficie tly comprehe sive a d
defi ed so that the subject ca  ot help
but k ow that his or her property will be 
subject to periodic i spectio s
u dertake  for specific purposes, a d
the statutory scheme must limit the
discretio of the gover me t i spectors
i terms of time, place a d scope. We 
believe each of these criteria is met
through the statute a d impleme ti g 
regulatio s that are published today.
First, the gover me t i terest i the 

admi istratio of its health care
programs is obvious. The gover me t
must be able to protect the health a d
welfare of the be eficiaries of its 
programs, a d must be able to assure
that gover me t payme ts are lawful 
a d appropriate. Quality of care is 
critical to every program be eficiary, 
a d proper gover me t reimburseme t
is esse tial give the escalatio of 
health care costs i  our  atio a d the 
 eed for the proper distributio of 
limited public fu ds.
Seco d, warra tless searches are

 ecessary to further the statutory
schemes of Medicare a d State health
care programs. With regard to searches
by survey facilities, it is critical that the 
programs have the ability to evaluate
co ditio s of these facilities to be 
certai that appropriate care is give . 
With regard to searches by the OIG a d
MFCUs, these searches are limited to
review of docume ts  ecessary to
determi e if good care is bei g provided
a d if gover me t payme ts are proper.
I all of these situatio s, the process of 
getti g a warra t might alert health care
providers of the i vestigatio , a d
thwart the i vestigatio 's goals.
Third, the statutory schemes of 

Medicare, Medicaid a d other programs
covered by these regulatio s are
sufficie tly comprehe sive such that
providers ca reaso ably expect

admi istrative searches, a d the 
restrictio s o  the discretio of those
seeki g immediate access i  terms of 
time, place a d scope are also
reaso able. With regard to searches by
survey age cies, all facilities subject to
such searches have, by their
participatio , co se ted to such surveys, 
a d should reaso ably be aware that
surveys are part of the statutory scheme.
We agree that it is reaso able to limit 
the scope of a survey to ordi ary
busi ess hours, but facilities such as
hospitals a d  ursi g facilities are ope ,
a d are cari g for be eficiaries, 24 hours
a day, a d therefore, must be subject to
searches at a y time. For example, it 
may be  ecessary to co duct a survey i  
the middle of the  ight to determi e if
 ighttime staffi g is truly adequate.
The places of such i spectio s are

also specified. I spectio s may o ly be 
made of e tities that represe t
themselves to be specific types of 
i stitutio s such as a hospital, home 
health age cy or laboratory a d the 
types of i stitutio s subject to 
i spectio are clearly deli eated i the 
regulatio s. Fi ally, the scope of such
searches are also defi ed, that is, the
i spectors may exami e the premises
a d docume ts that are  ecessary to
allow a survey age cy to determi e
whether that facility meets statutory
sta dards that are specified i the
regulatio s.
With regard to searches by the OIG or 

MFCUs, by regulatio the scope of the 
searches are  arrowly tailored i that
they are limited to searches for 
docume ts. Everyo e who participates
i the gover me t health care programs
is, or should be, aware by the  ature of 
the detailed statutory a d regulatory
schemes gover i g such programs, a d
the fact that they are e teri g i to a 
busi ess arra geme t with the 
gover me t, that the gover me t ca 
a d must review records relati g to their
participatio i the health care
programs. I  some cases, this will 
i volve review of records for patie ts
 ot covered by gover me t programs,
but those who participate are aware of 
the  eed for gover me t review of the 
provider’s quality of care. Further, the
regulatory scheme imposes proper
limitatio s. The regulatio s provide that
the request must be made duri g
reaso able busi ess hours. The searches
are limited i  place, si ce they o ly
i volve review of records rather tha 
i spectio s of premises, a d they are
limited i  scope as o ly i volvi g 
searches which are  ecessary for the 
OIG or MFCUs to fulfill their statutory
a d regulatory fu ctio s.

Requiri g access i  cases where the 
OIG or a MFCU has reaso to suggest 
there is a statutory or regulatory
violatio is a proper impleme tatio of 
the statute. As the legislative history
states, Co gress i te ded that requests
for immediate access by the OIG
MFCUs “o ly apply to situatio s where
there is i formatio to suggest that the 
i dividual or e tity has violated
statutory or regulatory requireme ts
u der titles V, XI, XVIII, XIX or XX.”
(House Report 100 85, supra at 10.)
Moreover, searches where there are
“reaso able grou ds" to believe a 
violatio of law has occurred have bee 
upheld where they meet reaso able
legislative or admi istrative sta dards,
as is the case here (see Griffin v.
Wisc nsin, 483 U.S. 868 (1986)).
C mment: A  umber of comme ters

believed that the regulatio s should
state that i dividuals or e tities will  ot 
be excluded u der § 1001.1301 due to
clerical errors i faili g to provide
i formatio .
Resp nse:Whether exclusio is

appropriate will depe d o  the 
circumsta ces surrou di g the failure to
provide i formatio , a d there may be 
differi g views o whether a failure to
provide i formatio was truly
i adverte t. We decli e to i clude the 
limitatio suggested by the comme ts i 
the regulatio s, but, as a practical
matter, the OIG does  ot i te d to use 
this authority i cases where the failure
to provide i formatio was i adverte t.
Moreover, a provider ca avoid this
problem by simply givi g the 
i formatio that was erro eously  ot
provided to the requesti g age cy at the 
time the request for immediate access is
made.
C mment:Comme ters poi ted out 

that a y request for immediate access
should be based o i formatio that
suggests a serious violatio of sectio s
1128A or 1128B of the Act.
Resp nse: Sectio 1128(b){12) of the 

Act does  ot limit this authority to use 
o ly i  cases of suspected violatio s of
sectio s 1128A or 1128B.
C mment: O e comme ter questio ed

the Secretary’s authority to authorize
searches by MFCUs.
Resp nse: The comme ter is

mistake . Sectio 1128(b)(12)(D) of the 
Act specifically authorizes immediate 
access to MFCUs. However, by 
regulatio  we are requiri g that writte 
requests for docume ts made by MFCUs 
be sig ed by the IG or his or her
desig ee.
C mment' Comme ters felt that

MFCUs should be give immediate
access i  the same way State survey
age cies are.

-

— 
— 
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Resp nse: State survey age cies are
 ot o ly reviewi g docume ts, but  eed
access to a facility to determi e curre t 
co ditio s. Although there is always a
risk that docume ts will be destroyed or 
altered, the regulatio s provide that i  
cases where the MFCU has reaso to
believe that such destructio or 
alteratio will occur, the MFCU ca 
have o the spot access. Otherwise, we 
believe it is reaso able to allow 
providers some period of time to
compile a d review records. Of course, 
if it is later determi ed that a provider 
altered or destroyed records, the 
provider may be subject to sa ctio s, 
for example, for obstructio of a 
i vestigatio .
C mment: Comme ters stated that

while the regulatio s require access to
determi e if laboratories meet the 
requireme ts of sectio s 1861(s) (12) a d
(13) of the Act, these sectio s do  ot
relate to laboratories.
Resp nse:We have corrected these 

statutory refere ces i  the fi al 
regulatio s.
C mment:Accordi g to several

comme ters, whe  requesti g 
immediate access, the OIG should 
provide the i dividual or e tity with a 
writte stateme t of the subject’s rights, 
a d obligatio s, a d this stateme t
should i clude the defi itio s of 
‘‘reaso able request” a d “immediate
access.”
Resp nse:We agree, a d have

i corporated this i  the fi al regulatio s. 
This stateme t, which will be i  the 
form of a letter requesti g immediate
access, will set forth the  ature of the 
request such as the docume ts sought, 
the authority for it, a d will also serve
as the  otice of i te t to exclude a d
opportu ity to respo se (i  lieu of a y
such  otice a d opportu ity u der
§ 1001.2001), explai i g the pote tial
exclusio sa ctio a d the le gth of the 
pote tial exclusio .
C mment:A  umber of comme ters 

i dicated that the regulatio s should set
forth the OIG’s statutory fu ctio s that
ca be the basis for a request for 
immediate access.
Resp nse: The OIG’s authority is

derived from 5U.S.C. App. 3. We do  ot 
believe it is  ecessary to i clude this i 
the regulatio s, but the authority for the 
request for immediate access will be 
i cluded i the letter requesti g access.
C mment: Comme ters poi ted out 

that a party should be allowed to k ow
what i formatio  the OIG or a MFCU
has that leads the OIG or the MFCU to
believe the party has violated a 
statutory a d regulatory requireme t at
the time access is requested, rather tha 
havi g this i formatio told o ly to a 
ALJ at a exclusio heari g.

Resp nse: I advisi g a party of the 
docume ts requested, the statutory
authority for the request, a d the  ame 
of the official authorizi g the request, a 
party has e ough protectio s by which
to verify the legitimacy of the request. A 
party has  o right to k ow the  ature of 
the u derlyi g i vestigatio . It is  ot
appropriate for the OIG or a MFCU to
reveal sources of i formatio or the 
 ature of the i vestigatio , si ce a party
is obligated to comply regardless of the 
 ature of the i vestigatio , a d si ce 
providi g such k owledge could impede 
the i vestigatio .
C mment: I  requests for immediate

access by survey age cies u der
§§ 1001.1301(a)(1) (i) a d (ii), some 
comme ters believed that it is u clear
whether access to docume ts or to the 
physical premises is permitted. Where
access to the physical pla t is sought, 
comme ters felt that the regulatio s
should provide for access that will  ot
u duly i terfere with patie t privacy
a d treatme t.
Resp nse: Survey age cies have the 

right to review both the physical pla t
a d docume ts. Co gress i te ded for
this provisio s to gra t survey age cies
the ability to determi e the exte t of 
complia ce with releva t requireme ts; 
both the physical pla t a d docume ts
are importa t sources of i formatio . 
Survey age cies  eed the flexibility to
be able to co duct surprise surveys, but
it is expected that a y i terfere ce with
patie t privacy or treatme t would be 
o ly that which is  ecessary to e able
the survey age cies to fulfill their
statutory fu ctio s.
C mment: Several comme ters stated

that the regulatio s provide that a party
will  ot be co sidered to have failed to
provide immediate access if, i  respo se
to a request by the OIG or a MFCU, a 
party ca  provide a compelli g reaso 
why docume ts ca  ot be produced. 
Accordi g to the comme ts received, 
this exceptio should also be i cluded i 
the regulatio s applicable to requests
for access by survey age cies u der
§§ 1001.1301(a)(1) (i) a d (ii).
Resp nse: We agree a d have

modified the fi al regulatio s
accordi gly.
C mment: O e comme ter i dicated

that the regulatio s should require that
the request be made to a perso  with
authority.
Resp nse: We i te d to make the 

request to someo e i  co trol. With 
respect to requests for docume ts, the 
request will be addressed to the
custodia of records. With respect to
requests for access by survey age cies, 
the request will be made to the ow er, 
admi istrator or other perso 

fu ctio i g i  that capacity, or his or her
delegatee.
C mment:Numerous comme ters

criticized the defi itio of “failure to
gra t immediate access” i thq co text
of requests by the OIG or MFCUs. Ma y 
comme ters argued that a 24 hour 
period is too short a d would  ot give
the subject e ough time tp verify that
the request is ge ui e or to determi e
whether it had custody of the requested
docume ts. Comme ters suggested that
the time for complia ce should be tolled 
while the subject is verifyi g the 
legitimacy of the request. Further, some
comme ters felt that providi g 24 hours
was too lo g a period of time a d that
the i formatio should be required o  
the spot i all situatio s.
Resp nse:We believe that 24 hours is

e ough time for subjects to verify the 
legitimacy of the request. We believe
that problems with ide tifyi g the 
appropriate perso  to be called will be
alleviated because this i formatio will 
be i cluded i the stateme t of rights 
that will be provided to the subject. The 
subject ca compile the docume ts
while verifyi g the legitimacy of the 
request at the same time. Moreover, the 
regulatio s do  ot require that a y
copies be made, but o ly that the 
records be made available. Fi ally, 
subjects will  ot be excluded if they ca 
provide a compelli g reaso  why the 
request ca  ot be satisfied.
C mment: Comme ters believed that

it is  ot clear how the OIG ca 
determi e that there are exige t 
circumsta ces, i.e., risk of destructio ,
that justify o  the spot access i the
abse ce of probable cause. Comme ters 
argued that exige cy must be
determi ed from a objective 
perspective. Exige t circumsta ces
could always be deemed to occur i  a 
case i volvi g fraud.
Resp nse:We do  ot i te d to use 

this authority i every case, but we must
have a ability to obtai docume ts
immediately if there is a legitimate 
co cer that the docume ts will be
altered. We believe this will be resolved
by looki g at the circumsta ces
surrou di g a case. For example, if a 
subject has bee extremely recalcitra t
i  providi g i formatio , or if the OIG
had previously bee provided with 
i formatio  from this subject that
i cluded altered docume ts, that would
be reaso to believe that this act may 
occur agai . We have revised the 
regulatio s to clarify that exige t 
circumsta ces apply where the OIG or 
the MFCU reaso ably believes that the 
docume ts will be altered or destroyed.
C mment: Some comme ters argued

that the regulatio s exceeded statutory
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authority i  providi g for a  exclusio 
lo ger tha die le gth of time access
was de ied up to 90 days. O e
comme ter suggested that the exclusio 
should last at least o e year from the 
date access was de ied.
Resp nse: Sectio  1128(c)(3)(C) of the 

Act expressly limits the le gth of the 
exclusio for a  i dividual, but does  ot
impose a y limitatio o the le gth of 
the exclusio for a e tity. The 
regulatio s, i setti g a upper limit for
i dividuals but  ot for e tities, properly
impleme t the statute. Moreover, we 
believe that the circumsta ces
surrou di g the failure to provide 
i formatio ca so vary that it would be 
i appropriate to set forth a mi imum 
le gth of exclusio  period.
C mment: Some comme ters felt that

the proposed regulatio s did  ot
sufficie tly protect i dividual privacy
rights or the co fide tiality of medical
records. Some comme ters felt that o ly
the records of program be eficiaries
should be made available to the 
gover me t. O e comme ter believed
that the fi al rule should affirmatively
state that patie ts do  ot waive their
privacy rights by participati g i a 
gover me t health care program.
Resp nse:We disagree with these

comme ts. All health care providers, as
a co ditio of their participatio i  the 
Medicare a d Medicaid programs, are
obligated to fur ish to the gover me t
a y records or other co fide tial
i formatio   ecessary to determi e
appropriate reimburseme t (see, for
example, sectio s 1815(a) a d 1833(e) of
the Act). Thus, u der Federal law, die 
gover me t’s i terests i  e suri g the 
i tegrity of its health care programs
supercedes patie ts’privacy rights
u der certai co ditio s. As part of the 
ma date to i vestigate fraud a d abuse
i the Medicare a d State health care
programs (5 U.S.C. App. 3, 6(a)(2)), the 
I spector Ge eral may  eed to review
health care providers’medical records
i  order to determi e whether there has
bee a violatio 'of o e or more
authorities impleme ted u der these
regulatio s. I  decidi g whether to seek
access to co fide tial i formatio 
duri g the course of a i vestigatio , the 
IG attempts, o a case by case basis, to
strike a fair bala ce betwee the 
privacy rights of patie ts a d the 
Federal i terest i obtai i g a d
safeguardi g evide ce. Whe ever
co fide tial i formatio is material to 
a i vestigatio , the IG’s policy is to
assess whether the Federal i terest i 
the i formatio outweighs the privacy
co cer s of i dividuals i volved. For 
example, if there is evide ce that a 
psychiatrist sought Medicaid

reimburseme t for i dividual therapy
sessio s whe he or she actually
provided group therapy (which is 
reimbursed at a lesser rate), obtai i g
access to the psychiatrist’s appoi tme t
book may be esse tial to determi e
whether the psychiatrist committed
fraud.
The IG’s approach fully accords with

established legal precede t i this area.
Whe the gover me t seeks
co fide tial records i order to e force
a statutory scheme e acted to protect
the public health or safety, the public 
i terest prevails over i dividual claims 
of privacy (see United States v.
Westingh use Electric C rp rati n, 638
F. 2d 570 (3d Cir. 1970)). I  particular,
there is a compelli g public i terest i  
i vestigati g fraud committed agai st
gover me t health care programs, a d
privacy protectio s afforded u der State
law must succumb to that i terest (see 
St. Lukes Regi nalMedical Center, Inc.
v. United States, 717 F. Supp. 665, 666
(N.D. Iowa 1989)). We believe that these
regulatio s allow for lawful a d
appropriate disclosure of co fide tial
i formatio that is material to Medicare
a d Medicaid fraud i vestigatio s. They
are hot i te ded to protect u  ecessary
i vasio s of privacy.
• Secti n 1001.1401

This provisio permits the exclusio 
of hospitals that fail to comply
substa tially with corrective actio 
pla s required by HCFA i accorda ce
with sectio  1886(f)(2)(B) of the Act, 
which are imposed to correct practices
that circumve t the prospective
payme t system.
C mment: O e comme ter questio ed

that part of the preamble to the
proposed regulatio s that stated that
issues relati g to the u derlyi g
i appropriate admissio s or practice
patter s may  ot be co tested i a 
exclusio heari g. The comme ter was
co cer ed that there be a appeals
mecha ism for the u derlyi g issues.
Resp nse: The OIG has the authority

to exclude a hospital that has failed to 
comply substa tially with a corrective
actio  pla  u der sectio 1886(f)(2) of 
the Act. Sectio 1886(f)(2) provides that
the provisio s of sectio s 1128(c) (g)
apply to determi atio s made u der
sectio 1886(f)(2). Sectio s 1128(c) (g)
set forth procedures relati g to
impleme tatio of exclusio s, i cludi g 
rights to appeal. A provider will,
therefore, have the rights to appeal
provided for i  sectio s 1128(c) (g) to 
appeal the merits of the determi atio 
that it has failed to comply substa tially
with a corrective actio pla .

• Secti n 1001.1501

This provisio permits the exclusio 
of i dividuals who default o  health
educatio loa s or scholarship
obligatio s.
C mment: Comme ters stated that

there is little relatio ship betwee 
failure to pay o e’s scholarship
obligatio s a d the right to participate
i  Medicare. Moreover, these
comme ters i dicated that this sectio 
seems extremely u fair to a e tity, 
which could be excluded u der
§ 1001.1001 based o  the actio s of a 
si gle i dividual who failed to pay
stude t loa s.
Resp nse: A physicia reaps fi a cial

be efits from participati g i  Medicare
a d Medicaid. There is plai ly a
co  ectio betwee  requiri g a
physicia  who is be efitti g from
gover me t programs to meet his or her
fi a cial obligatio s to the gover me t, 
by repayme t of loa s. These
regulatio s are a proper i terpretatio of 
statutory authority (sectio  1128(b)(14)
of the Act). A e tity will always have
a opportu ity to termi ate its 
relatio ship with a sa ctio ed
i dividual before a exclusio  will be
imposed.
C mment: Sectio 1128(b)(14)(B) of

the Act requires that the Secretary take
i to accou t access of be eficiaries to
physicia services i determi i g
whether to impose a exclusio , a d
this should be i cluded i the 
regulatio s.
Resp nse:We agree, a d have

cha ged the fi al rule accordi gly. We 
have also i cluded i the regulatio s the
other limitatio set forth i sectio 
1128(b)(14)(A), which ma dates that the 
Secretary may  ot exclude a physicia 
who is the sole commu ity physicia or
the sole source of esse tial specialized
services i a commu ity if a State
requests that the physicia  ot be
excluded.
C mment: Some comme ters stated

that although the regulatio  provides
that the OIG must determi e that the 
PHS has take all reaso able
admi istrative steps to obtai  payme t
of the loa s or other obligatio s before 
imposi g a exclusio , it fails to state
what steps are reaso able.
Resp nse: The Secretary is expected

to use alter ative admi istrative tools
whe ever feasible. Whether it is 
feasible or reaso able to use alter ative
admi istrative mea s will depe d o the
circumsta ces surrou di g a particular
case,
We are, however, clarifyi g

§ 1003.1501(a)(2) to i dicate that
whe ever PHS has complied with the

— 

-
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Medicare offset provisio s of sectio 
1892 of the Act, the OIG will fi d that
“all reaso able steps” have bee take 
a d that  o other admi istrative steps
are  ecessary. The basis for this policy 
is that, i e acti g a almost ide tical
exclusio authority i sectio 
1892(a)(3)(B) shortly after it e acted the 
exclusio authority i  sectio 
1128(b}(14), Co gress effectively defi ed
the term “all reaso able steps” as used
i  sectio  1128(b)(14). Si ce sectio 1892
makes clear that  o more is required of 
the Secretary prior to excludi g a 
defaulter tha to offer a offset 
agreeme t, we believe that it would be
illogical to i terpret sectio  1128(b)(14)
as requiri g more, especially i light of 
the fact that sectio 1892 is (1) the more 
rece tly e acted statute a d (2) a eve 
stricter statute i that it makes
exclusio s ma datory a d  ot
permissive.
• Secti n 1001.1601
This provisio  permits the exclusio 

of physicia s who violate the limitatio s
o  physicia charges u der Medicare. 
For services fur ished duri g the period
Ja uary 1,1987 to December 31,1990, 
the issue is whether the physicia  billed
i excess of the maximum allowable
charge determi ed i accorda ce with
sectio  1842(j)(l)(c) of the Act. Si ce 
Ja uary 1,1991, the issue is whether the 
physicia  billed i excess of the limiti g 
charge determi ed i accorda ce with
sectio 1848(g)(2) of the Act. Based o 
comme ts a d our review of this 
sectio , we have deleted the limitatio 
that was erro eously i cluded i the 
proposed regulatio s which stated that
a exclusio  u der this authority is 
limited to the Medicare program. As
stated i the preamble to the proposed
regulatio s, Public Law 100 360
exte ded this exclusio  to all programs.
C mment:Accordi g to several

comme ts received, be eficiary access
to alter ative services should be
co sidered i determi i g whether to 
impose a exclusio , rather tha o ly
bei g a factor i determi i g the le gth
of the exclusio .
Resp nse:We agree a d have

modified the fi al rule accordi gly. This
authority impleme ts sectio 1842(j) of 
the Act, a d paragraph (j)(3)(B) of that
sectio of the law ma dates that the
Secretary take i to accou t access of 
be eficiaries to physicia s’ services i  
determi i g whether to impose a 
exclusio . We have also i cluded i the 
fi al regulatio s the requireme t, set
forth i sectio  1842(j)(3)(A) of the Act, 
that the Secretary may  ot exclude a 
physicia if that physicia is a sole 
commu ity physicia or the sole source

of esse tial specialized services i  a 
commu ity.
C mment: Sectio  1842(j)(l)(B) of the 

Act provides that a exclusio may o ly 
be imposed i cases where a physicia 
k owi gly a d willfully bills o  a 
repeated basis i excess of the
maximum allowable charge. O e 
comme ter felt that the regulatio s
should i clude the qualificatio that the
exclusio may o ly be imposed if the 
act occurred repeatedly.
Resp nse:We agree a d have

modified this provisio accordi gly.
C mmentrS me comme ters

i dicated that the regulatio s should set
forth a mi imum mo etary level
justifyi g the impositio of a exclusio .
Resp nse: The decisio  of whether to 

exclude someo e is  ot based solely o  
mo etary co seque ces to the program.
The requireme t that the excessive
billi g be made o  a repeated basis
before a exclusio  will be imposed
cou ters a y co cer that a exclusio 
will be imposed for a si gle or de 
mi imis violatio .
C mment: Comme ters poi ted out 

that the fi al regulatio s would clearly
defi e the term “k owi gly a d
willfully" as used i § 1001,1601 of the 
regulatio s.
Resp nse:We i te d for these terms

to be i terpreted accordi g to their
accepted legal mea i g i  Federal law.
C mment: Some comme ters

questio ed why sectio  1842(j)(l)(B)(ii)
of the Act co tai s a su set provisio 
o  this authority, but that the 
regulatio s does  ot.
Resp nse: We have modified these

regulatio s to clarify that a exclusio 
u der sectio  1842(j)(l)(B) of the Act 
o ly applies to services fur ished
betwee the period Ja uary 1,1987 a d
December 31,1990.
C mment:A  umber of comme ters

felt that physicia s excluded u der this
authority should have a heari g prior to 
impositio of the exclusio , si ce safety
of be eficiaries is  ot a co cer .
Resp nse: Because a CMP may also

be imposed for co duct sa ctio able
u der § 1001.1601, a d because prior
heari gs are available for all CMP
authorities, we are providi g for a 
heari g prior to a exclusio u der this
sectio . This issue is discussed more
fully i sectio  IV.F.1. of this preamble.
• Secti n 1001.170
This provisio  permits the exclusio 

of physicia s who bill for services of 
assista ts at surgery duri g cataract
operatio s.
C mment: Comme ters specifically

poi ted out that, although  ot cited i  
the proposed rule, sectio  1842(k] of the 
Act requires the Secretary to take i to

accou t access of be eficiaries to
physicia s’ services i  determi i g
whether to impose a exclusio .
Resp nse: We agree a d have

modified the fi al regulatio s
accordi gly. We have also i cluded i 
the regulatio s the statutory ma date
that the OIG may  ot exclude a 
physicia  who is the sole commu ity 
physicia or the sole source of esse tial
specialized services i  the commu ity 
(sectio  1842(j)(3) of the Act).
C mment: O e comme ter argued 

that a physicia should have a heari g
before a ALJ prior to impositio of the
exclusio .
Resp nse:We agree a d have

modified the fi al regulatio s
accordi gly.
C mment: O e comme ter stated that

exclusio  for providi g a assista t at
cataract surgery is too severe a pe alty,
a d stated that the PRO prior approval
program is adequate.
Resp nse: Co gress determi ed that

exclusio  is a appropriate remedy for 
this co duct. The OIG will exercise its
discretio to impose exclusio s o ly i  
those cases where it is the appropriate
remedy.
D. Part 1001, Subparts B and C—
Aggravating andMitigating
Circumstances
C mment:Comme ters stated that a 

ALJ should be free to co sider a y
factors whatsoever i  determi i g 
whether the le gth of a exclusio 
should be reduced, a d that the
mitigati g factors i cluded i the
regulatio s should be examples rather
tha a exhaustive list.
Resp nse: The legislative history

directs the Secretary to co sider a y
mitigati g circumsta ces i setti g the 
period of exclusio . The Secretary has
the authority to determi e what
circumsta ces are mitigati g. Moreover, 
these factors o ly relate to the le gth of 
the exclusio . The OIG co siders ma y
factors i decidi g whether to impose a 
exclusio  i the first place.
C mment: Some comme ters felt that

the regulatio s should give specific 
guida ce as to how aggravati g a d
mitigati g factors will be weighted.
Resp nse:We do  ot i te d for the

aggravati g a d mitigati g factors to 
have specific values; rather, these
factors must be evaluated based o the
circumsta ces of a particular case. For 
example, i o e case ma y aggravati g
factors may exist, but the subject’s 
cooperatio with the OIG may be so 
sig ifica t that it is appropriate to give 
that o e mitigati g factor more weight
tha all of the aggravati g. Similarly, 
ma y mitigati g factors may exist i  a
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case, but the acts could have had such a 
sig ifica t physical impact o  program
be eficiaries that the existe ce of that
o e aggravati g factor must be give 
more weight tha all of the mitigati g. 
The weight accorded to each mitigati g 
a d aggravati g factor ca  ot be 
established accordi g to a rigid formula, 
but must be determi ed i the co text of
the particular case at issue.
C mment: Several comme ters

expressed co cer that certai 
provisio s, such as § 1001,102, provide
that it will be a  aggravati g factor if 
the acts u derlyi g the exclusio  had a 
impact o  programs or i dividuals, 
while other sectio s, such as § 1001.201,
provide that o ly if the acts had a
sig ifica t adverse impact will the 
impact be co sidered aggravati g.
Comme ters believed that this factor
should be co siste tly stated i the 
regulatio s. I  additio , comme ters
i dicated that the mitigati g factor i 
§ 1001.701, stati g that it will be
mitigati g if the violatio s had  o 
adverse impact o i dividuals or the 
programs, should be cha ged to make it 
mitigati g if the violatio s had  o 
sig ifica t adverse impact.
Resp nse: A  aggravati g factor is

o e that does  ot automatically exist i 
every case, but whe  it does exist,
justifies a lo ger period of exclusio .
Every case resulti g i a exclusio will 
i volve circumsta ces that had a 
impact o  the program or be eficiaries.
To be a aggravati g factor, we agree 
that the impact must be more tha 
mi imal, that is, it must have bee 
sig ifica t, a d we have modified the 
regulatio s accordi gly. With regard to
the mitigati g factor set forth i  
§ 1001.701, we have deleted that factor
si ce, o review, we do  ot thi k this 
mitigati g factor would ever apply; we 
believe that there will be  o case where
there is absolutely  o adverse impact o  
i dividuals or the programs. We believe 
that the issue of the exte t of the harm
caused by a violatio  u der § 1001.701 is 
addressed by the fact that it will be 
co sidered mitigati g if there were few 
violatio s a d they occurred over a 
short period of time.
C mment: Sectio s 1001.102,1001,201,

a d 1001.301 provide that it will be
co sidered mitigati g if someo e had a 
me tal, emotio al or physical co ditio , 
before or duri g commissio  of the 
offe se, that reduced the i dividual's
culpability. A comme ter questio ed
whether it would be mitigati g if such a 
co ditio  developed after commissio of 
the offe se.
Respo se.*This factor was i te ded to

take i to accou t the factors that might 
reduce the offe der’s culpability i 
committi g the offe se, a d

developme t of a co ditio after the 
commissio of the offe se would  ot be 
releva t. We have also clarified that
such a co ditio will o ly be co sidered
if the court reached the co clusio that
such a factor existed which reduced the 
offe der’s culpability; the mere 
appeara ce of such ah allegatio i the 
pre se te ci g report would  ot be
e ough. Moreover, this factor will  ot be
co sidered as mitigati g if there is a 
o goi g problem that has  ot bee 
resolved, such that the program a d
their be eficiaries co ti ue to be at risk.
C mment: Sectio s 1001.102,1001.201,

1001.301, a d 1001.401 state that a 
i dividual’s or e tity’s cooperatio is a
mitigati g factor if the cooperatio 
resulted i others bei g co victed or 
excluded from Medicare or a State
health care program. Comme ters 
co te ded that cooperatio  itself should
be co sidered mitigati g, regardless of 
whether a other i dividual or e tity
was sa ctio ed.
Resp nse: As a practical matter, we 

ge erally co sider cooperatio  i 
determi i g whether to impose a 
permissive exclusio at all. We believe, 
however, that o ly sig ifica t
cooperatio should be co sidered
mitigati g, a d the impositio of a
sa ctio as a result of cooperatio 
establishes that the cooperatio  was
sig ifica t. We believe the sig ifica ce
of cooperatio  is more properly
evaluated by those i a positio to
utilize the i formatio , rather tha  by a 
ALJ. We have, however, modified the 
regulatio s to provide that cooperatio 
shall be a mitigati g factor if it led to 
impositio of a CMP, i additio to 
whether it led to a co victio or 
exclusio .
C mment: Comme ters stated that

some aggravati g factors, such as that
the acts resulted i  loss of $1,500 or 
more, were committed over a period of 1
or more years, a d had a sig ifica t 
impact o the programs or i dividuals, 
will likely exist i every case, a d thus
serve  o purpose but to allow the OIG to 
routi ely i crease the le gth of the 
exclusio . Similarly, comme ters
i dicated that certai  mitigati g factors, 
such as a i dividual or e tity bei g 
co victed of three or fewer
misdemea ors, a d the loss to the 
gover me t or other i dividuals or 
e tities bei g less tha  $1,500
(§§ 1001.102 a d 1001.201), will  ever
exist. These i dividuals felt that the 
existe ce of 3 or fewer misdemea ors
should be mitigati g by itself.
Resp nse:We disagree with these

comme ts. Our experie ce has show 
that  o e of the aggravati g factors
i cluded i these fi al regulatio s are
prese t i  every case. Moreover, we

believe the amou t of the loss relates to
the degree of risk to the programs, a d
we believe $1,500 is a reaso able
be chmark for disti guishi g betwee 
sig ifica t a d less sig ifica t risk.
C mment: Proposed §§ 1001.102 a d

1001.201 provided that it will be 
co sidered aggravati g if the total loss
exceeds $1,500, a d stated that the total
amou t of fi a cial loss would be 
co sidered, i cludi g a y amou ts
resulti g from similar acts  ot
adjudicated. Comme ters stated that
this factor should  ot be used si ce the 
excluded party has  ot bee give  a 
opportu ity to co test these acts.
Resp nse:Acts that have  ot bee 

adjudicated are  ot co sidered i  
determi i g whether a  exclusio  must
or should be imposed. Other acts are
co sidered o ly i  determi i g the 
le gth of the exclusio . We are aware of
 umerous cases where there is evide ce
that a  i dividual or e tity committed
ma y similar acts but, as a co ditio for
e teri g i to a plea agreeme t, o ly pled
guilty to o e charge. It is part of the
OIG’s respo sibility to review all factors
surrou di g a case to determi e the 
reaso able le gth of a exclusio . The
approach we have take is  ot u like 
se te ci g i the crimi al co text,
where a judge may co sider ma y
differe t acts of the defe da t i setti g
the appropriate se te ce,  ot just the 
o es that form the basis for the 
co victio . We have also modified this 
factor so that, although $1,500 will be
the be chmark of sig ifica t loss to the 
gover me t,  o specific mo etary figure
is i cluded for impact to program
be eficiaries or other i dividuals, si ce,
to those perso s, a loss much less tha 
$1,500 may be sig ifica t. We have also
deleted “fi a cial” from
§ 1001.201(b)(2)(iii) si ce the fi a cial
impact is dealt with i  paragraph
(b)(2)(i) of that sectio .
C mment: Some comme ters

questio ed whether the mitigati g factor
relati g to the loss to the programs bei g
less tha $1,500 could apply if someo e 
pleads guilty to o e offe se which is
less tha $1,500, where there is evide ce 
that.the i dividual committed offe ses
that total greater tha $1,500.
Resp nse:We are  ot co cer ed

about the applicability of this factor to
plea bargai s, because the factor states
that it requires the co sideratio of  ot
o ly the acts that resulted i  the 
co victio , but also similar acts.
C mment: Proposed §§ 1001.201

through 1001.801 provided that it will be 
a mitigati g factor if alter ative sources
of the type of health care items or
services fur ished by the excluded
i dividual or e tity are  ot available. A
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 umber of comme ters believe that the
regulatio s should be modified to state
that it will be mitigati g if alter ative
sources are  ot reaso ably available.
Resp nse:We believe this is implicit 

i  the regulatio s. The purpose of this
mitigati g factor is to protect program
be eficiaries, a d if services are  ot
reaso ably available to them the , as a
practical matter, they are  ot available.
Of course, i evaluati g the factor, we
will look to whether there are service
providers who accept Medicare a d
Medicaid patie ts, rather tha merely
whether services are available
ge erally.
C mment- Several comme ters

poi ted out that the u availability of
alter ative sources of the type of health
care items or services fur ished by the 
e tity will  ever be a mitigati g factor
for HMOs sa ctio ed u der § 1001.801 if
 o -pla providers are co sidered
alter ative.
Resp nse:A  exclusio is remedial

a d Is desig ed to protect the program
a d Its be eficiaries. It is  ot i  the 
i terests of the be eficiaries to i clude 
i the program a HMO that
substa tially fails to provide  ecessary
services. Thus, if a other e tity ca 
provide these services, the medical
 eeds of the be eficiaries are met a d
there is  o  eed to keep the HMO i the 
program. There may be circumsta ces, 
however, where u ique services will
o ly be provided byphysicia s who are
part of the HMO, a d this factor will, i  
those situatio s, apply.
C mment:Comme ters stated that the

regulatio s should be co siste t i 
ide tifyi g the parties o whom the 
impact of the actio  will be evaluated
for purposes of determi i g the ••
existe ce of aggravati g a d mitigati g
factors. For example, proposed
§ 1001.102 provided that it would be
aggravati g if there was a adverse
impact o  i dividuals, a d § 1001.201
provided that it would be aggravati g if
there was a sig ifica t adverse impact
o  i dividuals or the program. O e
comme ter stated that these regulatio s
should be co siste t, a d that
co sideri g effect o  a yo e besides
program be eficiaries is overly broad«
Resp nse: We have modified the 

regulatio s to provide that u der all of
these provisio s we will evaluate the
impact o the programs, program
be eficiaries a d other i dividuals. It is
reaso able to co sider the impact
co duct had o  a y a d all perso s i  
determi i g whether program
be eficiaries are at risk.
C mment:Accordi g to the co cer s

of some comme ters, a prior sa ctio 
record should serve as a aggravati g 
factor o ly if there was a patter of

wro gdoi g with respect to Medicare or
a State health care program.
Resp nse:We believe that a prior 

sa ctio  record is a  aggravati g factor
because it shows a u willi g ess to 
comply with the law.
C mmentA  umber of comme ters

i dicated that the abse ce of a prior 
record of co victio s or other sa ctio s
should be a mitigati g factor.
Resp nse:We disagree. We do  ot 

believe a yo e deserves special credit
(i the form of a reduced period of
exclusio ) for doi g what is expected,
that is, obeyi g the law.
C mment Proposed §51001.501 a d

1001.601 provided that it would be
aggravati g if the period of lice se loss
or exclusio  from participatio set by
the derivative age cy does  ot take i to
accou t the impact that die sa ctio ed
party’s co duct had or could have had
o Federal or State health care
programs. O e comme ter believed that
this factor is too speculative.
Resp nse: It is the OIG’s

respo sibility to assess all 
circumsta ces that relate to the risk of 
future participatio i  the health care
programs.
C mment Proposed §§ 1001.501 a d

1001.601 provided that mitigati g factors
would o ly be co sidered if aggravati g
factors Justify le gthe i g the exclusio 
beyo d the time imposed by the
derivative age cies. Some comme ters
felt that the regulatio s should allow for 
co sideratio of mitigati g
circumsta ces eve i the abse ce of
aggravati g circumsta ces.
Resp nse: These exclusio s rely o 

the determi atio of a other age cy that
has had the opportu ity to fully evaluate
a situatio . I  most cases, we will 
accept the derivative age cy's le gth of
exclusio  as co trolli g for Medicare
purposes, a d we do  ot believe it is 
appropriate to focus o  issues that have
already bee  co sidered i that other
forum. I cases where we exercise our 
i depe de t discretio  to exte d the
le gth of the exclusio , it is the 
appropriate to allow  ew i formatio to 
be co sidered both i  favor of
le gthe i g a d reduci g the period of
exclusio .
C mment Accordi g to some 

comme ters’co cer s, a i dividual’s
fi a cial co ditio  is releva t a d
should be co sidered mitigati g i 
determi i g the le gth of the exclusio 
imposed u der §§ 1001.901 or 1001.951.
Resp nse: CMPs a d exclusio s serve

differe t fu ctio s. I setti g a CMP, the 
purpose is to make a i dividual or
e tity pay for bad co duct both to
compe sate the gover me t a d deter
future similar co duct I  cases where
the OIG imposes a CMP o ly, the OiG

has determi ed that the program is  ot
at risk by allowi g the sa ctio ed party
to co ti ue to participate, a d it is  ot i 
the i terest of the program a d their
be eficiaries to make the pe alties so
extreme that they are either
u collectible or act to preve t the
sa ctio ed party from bei g able to
afford to co ti ue participati g i the 
programs. If it is determi ed that
someo e should be excluded from the
programs because co ti ued
participatio puts the program at risk, 
the fact that the exclusio  may affect his
or her fi a cial co ditio is  ot our 
co cer ; our co cer is i  protecti g the 
programs.
E. Part 1001, Svbpart D—Waivers and
Effect  fExclusi n
1. Waiver of Exclusio s
C mmentO e comme ter stated that

i additio to waivi g State health care
program exclusio s o behalf of
i dividuals or e tities excluded from 
participatio i  Medicare, the OIG
should permit State lice sure authorities
to waive impositio  of sa ctio s.
Resp nse:Nothi g i these

regulatio s requires States to take
particular lice si g or discipli aiy
actio agai st excluded providers.
Whe the OIG excludes a i dividual or 
e tity from participatio i  Medicare, it
is obligated by statute to  otify State
lice si g age cies of the exclusio , a d
to request that appropriate
i vestigatio s be made a d sa ctio s
i voked i accorda ce with applicable
State law a d policy (sectio 1128(e) of
the Act). These regulatio s impleme t
that statutory provisio , but do  ot
require State lice si g age cies to take
a y specific actio agai st excluded
providers (§ 1001.2005). Thus, State
lice si g age cies may refrai from 
sa ctio i g i dividuals or e tities
excluded from Medicare so lo g as the 
law a d policy withi  a particular State
authorizes the waiver of lice sure or
discipli ary sa ctio s.
C mment:A few comme ters

requested that we broade  the
circumsta ces u der § 1001.1801(b) by
which a request to waive a permissive
exclusio  may be gra ted to State
health care programs. The proposed
regulatio limited waiver requests i the
case of permissive exclusio s to the
same co ditio s that waiver requests
are statutorily authorized i the case of
ma datory exclusio s; that is, where the
excluded party is the sole commu ity 
physicia or the sole source of esse tial
specialized services i  a commu ity. 
O e comme ter stated that these
co ditio s for co sideri g waiver
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requests would  ot e sure commu ity
access to lo g term care services, such
as  ursi g home placeme t, because the 
existe ce of other sources of lo g term
care may  ot reflect the actual
availability of beds. A other comme ter 
felt that the criteria for assessi g waiver
requests should be expa ded to i clude 
co sideratio of whether a exclusio 
would compromise be eficiary access to 
 eeded services. A third comme ter 
suggested that the OIG should agree to
co sider a waiver request whe ever a
State health care program ca 
demo strate that waiver would be i the 
public i terest.
Resp nse: We have co sidered the 

above comme ts, a d we agree that the 
co ditio s for OIG co sideratio of 
State health program waiver requests
u der proposed § 1001.1801 may  ot
protect be eficiary or other program
 eeds i  some i sta ces. For example, 
whe a cardiologist is excluded from the 
State health care programs, while there
may be several other physicia s i  the 
commu ity that provide cardiology 
services, it may be that  o e of these
physicia s participate i Medicaid. I  
this type of situatio , imposi g a
Medicaid exclusio  would deprive
Medicaid be eficiaries of  eeded
services, although the excluded party
was  ot a sole commu ity physicia or 
sole source of esse tial specialized
services.
I  order to provide the OIG with

greater flexibility to protect program
i terests whe the impositio  of a 
exclusio  would threate such i terests,
we are ame di g this provisio i two
ways. First, as discussed earlier i this
preamble, we are modifyi g the 
defi itio  of “sole commu ity 
physicia ” by removi g the la guage 
restricti g this defi itio to providers
practici g i  health ma power shortage
areas u der 42 CFR part 5. Seco d, we 
are addi g a  ew paragraph (c) to 
§ 1001.1801, to allow the OIG, at its
discretio , to waive impositio  of a 
permissive exclusio  whe such waiver
would be i the public i terest.
C mment: O e comme ter stated that

the la guage i  § 1001.1801(d) should be 
cha ged to clarify that waiver would
apply o ly with respect to those
programs for which waiver is 
specifically requested. For example, if a 
State age cy requests waiver from the 
Medicaid program, waiver should be 
gra ted for that program alo e, a d  ot
for the Mater al a d Child Health Care 
program (title V) or the Block Gra ts
program to States (title XX).
Resp nse: We agree with this 

comme t, a d have modified the 
proposed § 1001.1801(d), codified  ow as
paragraph (e) i  these fi al regulatio s,

to clarify that if a waiver request is
made with respect to certai State
health care programs, it will o ly apply
to those State programs. However, 
u der § 1001.1801(g) of this fi al rule, if
i the course of co sideri g a waiver
request with respect to o e or more
State health care programs, the OIG
determi es that impositio  of a 
Medicare exclusio  will deprive
Medicare be eficiaries of access to 
 eeded services, the OIG may waive the 
Medicare exclusio  i co ju ctio  with
gra ti g the State program waiver
request.
2. Scope a d Effect of Exclusio 
I  the proposed rule, we requested

comme ts o a  umber of possible
approaches to impleme ti g Executive 
Orders 12549 a d 12689, which provide
that debarme ts, suspe sio s, a d other
exclusio actio s take by a y Federal
age cy will have gover me t-wide
effect. The la guage that was proposed
would have expa ded the scope of these
exclusio s to all Federal
 o procureme t health programs.
C mment: There were o ly two

comme ters o the issue of the 
gover me t-wide effect of the 
regulatio s. O e agreed with the 
expa ded scope a d the other expressed
the opi io that there was  o legal 
authority for givi g gover me t-wide
effect to these sa ctio authorities
which relate o ly to Medicare a d State
health programs. Neither comme ter 
specifically discussed the alter ate
approaches set forth i the preamble to 
the proposed rule, o e of which was to 
provide, by regulatio , that the 
exclusio s will apply to all Federal
 o procureme t programs.
Resp nse:We have decided to adopt

this latter approach. With respect to our 
legal authority for this provisio , we 
have co cluded, i co sultatio  with the 
Departme t of Justice, that Executive 
Order 12549 requires us to give
gover me t-wide effect to all exclusio s
imposed u der these regulatio s. 
However, si ce the scope of this
Executive Order is limited to Federal
 o procureme t programs a d
activities, it does  ot authorize us to
exte d the gover me t-wide effect of 
our exclusio s to procureme t programs
a d activities.
We have also co cluded that to limit 

the scope of the gover me t-wide effect 
to  o procureme t health programs is 
 ot authorized by the Executive Order,
 or does it comport with the i te t of 
the order. Such a i terpretatio  would
have a omalous results. For example, 
u der such a limited i terpretatio , a 
i dividual who was co victed of 
Medicare fraud, a d thus excluded from

participatio i Medicare a d State
health care programs, would still be
eligible to ru a Head Start Program or
receive a gra t from the Departme t of 
Housi g a d Urba  Developme t to
build low-i come housi g, 
 otwithsta di g his or her history of
defraudi g the gover me t. This is
exactly the sort of result that the 
Executive Order was desig ed to 
preve t.
We recog ize that i some situatio s

the gover me t-wide effect of a 
Medicare exclusio  may pose a u due 
hardship a d may be u  ecessary to 
project the i tegrity of gover me t 
programs. For example, if a exclusio 
from Medicare is based o a lice se
revocatio  by a State lice sure board, 
a d the sole basis for the revocatio  is
the i compete ce of the physicia or 
other health care professio al, it might
be u fair to bar that i dividual from 
participati g i  Federal programs 
u related to the practice of medici e.
A y u fair ess i a specific case may
be remedied, however, si ce paragraph
2(c) of the Executive Order authorizes
a age cy head to gra t a exceptio 
permitti g a excluded party to 
participate i a particular tra sactio .
C mment: Some comme ters felt that

the proposed regulatio s u fairly
pe alized i stitutio al providers who 
employ excluded i dividuals or e tities.
For example, o e commo er objected to
the provisio s of proposed § 1001.1001,
authorizi g the exclusio of e tities
ow ed or co trolled i  whole or i  part
by i dividuals sa ctio ed u der sectio 
1128 or 1128A of the Act. A other
comme ter felt that proposed regulatio 
§ 1001.1901(b), prohibiti g Medicare a d
State health care program
reimburseme t for items or services
fur ished by, at the medical directio of,
or o  the prescriptio of a excluded
physicia , u fairly pe alized
i stitutio al providers who employ 
excluded physicia s i accorda ce with
co tracts that ca  ot be termi ated
upo  otice of the exclusio . The 
comme ter stated that the risk of legal 
actio  by excluded providers or by their
patie ts if ordered items or services
were  ot fur ished would make the 
providers feel co strai ed to provide
such items or services. The comme ter 
also believed that § 1001.1901(b)
discrimi ated agai st i stitutio al
providers by de yi g payme t to these
facilities for items or services ordered
by excluded providers, but  ot de yi g 
payme t to provider based physicia s
who perform services i co ju ctio 
with or related to those performed by
excluded physicia s, e.g., a 
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a esthesiologist worki g with a 
excluded surgeo .
Resp nse: Both proposed §11001.1001

a d 1001.1901(b) were based o 
statutory ma date {sectio s 1128(b)(8)
a d 1862(e)(1)(B) of the Act). To the 
exte t that these provisio s impose 
sa ctio s agai st, or de y
reimburseme t to, i stitutio al
providers that employ excluded
i dividuals, the Departme t has simply 
impleme ted what Co gress required. 
Moreover, with respect to the comme ts
that § 1001.1901(b) u fairly pe alizes
i stitutio al providers, we believe that
providers ca structure their co tracts
with physicia employees so as to
protect themselves from havi g to
co ti ue a employme t relatio ship
o ce they become aware that a
physicia has bee excluded. Because,
u der § 1001.1901, a y perso fur ishi g 
items or services ordered or prescribed
by a excluded physicia  must k ow or
have reaso s to k ow of the physicia ’s 
exclusio , the provisio  justly avoids
pe alizi g facilities that employ
excluded physicia s u k owi gly.
U der § 1001.2006(a)(1), the Departme t
would give  otice of a physicia ’s
exclusio to a y provider k ow to be
employi g the physicia .
With respect to the comme t that

failure to provide services ordered by
excluded physicia s might e tail legal 
risk, we poi t out that f 1001.1901 does
 ot prohibit providers from co ti ui g to
provide services for legal or a y other
reaso s. The provisio , which tracks the
statutory la guage of sectio 
1863(e)(1)(B) of the Act, de ies payme t
for services fur ished at the medical
directio or o the prescriptio of a 
excluded physicia . The provisio 
reflects the i te t of Co gress a d the
Secretary that the gover me t  ot pay
directly or i directly for the services of
u trustworthy i dividuals or e tities
with whom the Departme t has
determi ed it should cease doi g 
busi ess.
Fi ally, with respect to the comme t

that § 1001.1901(b) discrimi ates agai st
i stitutio al providers i co trast to 
other hospital based physicia s, we 
disagree. Other hospital based
physicia s who perform services
ordered by a  excluded physicia (such
as a radiologist who does X-rays at the
request of a excluded cardiologist) will 
be reimbursed for their ow  services, 
 ot those of the excluded physicia . By
co trast, i stitutio al providers that bill
for items or services fur ished by or at
the medical directio or o the 
prescriptio  oi a  excluded physicia ,
seek reimburseme t for items or
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services used or performed by, or at the 
directio of, the excluded physicia .
Furthermore, i stitutio al providers

co trol a d i flue ce the excluded
physicia ’s ability to co ti ue servi g
program be eficiaries i  ways that other
i dividual physicia s simply ca  ot.
I dividual physicia s i flue ce the 
referral of services i  particular cases;
however, i stitutio al providers are i  a
positio to determi e whether a 
excluded physicia  ca co ti ue
treati g be eficiaries at all. Therefore, 
because their co trol over the ability of
excluded physicia s to treat
be eficiaries is far greater, we believe it
is reaso able to de y payme t to
i stitutio al providers who seek
reimburseme t for items or services
fur ished by excluded providers.
C mment:A few comme ters were

co cer ed that both the proposed
regulatory provisio s gover i g the 
effect of exclusio s a d exceptio s to
the  o payme t of claims for services of
excluded parties were u clear. For
example, o e comme ter poi ted out 
that the proposed rule should have
expressly stated that a  excluded
i dividual or e tity does  ot
automatically become eligible to
participate i Medicare or State health
care programs o ce the exclusio period
e ds. Other comme ters were co fused
about the exceptio  specified u der
proposed § 1001.1901(d)(1)  ow bei g
codified as § 1001.1901(c)(1) i these
fi al regulatio s for payme t of the 
first claims of part B e rollees who are
without  otice of a exclusio . These
comme ters were co cer ed that
excluded practitio ers could, u der this
provisio , avoid the impact of a 
exclusio  by co ti ui g to fur ish
services to program be eficiaries, a d
havi g those be eficiaries the  submit
claims to Medicare for reimburseme t
Resp nse:We agree that these

regulatio s should clarify that excluded
i dividuals or e tities must be
rei stated i to Medicare or the State
health care programs i order to begi 
participati g i  these programs after a 
period of exclusio  has lapsed.
Therefore, we are ame di g
§ 1001.1901(b) to clarify that the effect of
a exclusio lasts u less a d u til a 
i dividual is rei stated i accorda ce
with the procedures set forth u der part
1001, subpart F.
With respect to the payme t of

e rollees* first claims for services
fur ished by excluded providers, it
should be  oted that u der sectio 
1848(g)(4) of the Act, physicia s a d
suppliers are required to complete a d
submit all claims forms for services

provided to be eficiaries o  or after
September % 1990.
We are addi g a  ew paragraph (b)(3)

to § 1001.1901 to clarify that a excluded
i dividual or e tity who submits or
causes the submissio of claims for 
items or services fur ished duri g the 
exclusio  period is liable u der the CMP
law a d crimi al law. The Secretary’s
i te t i  payi g the first claim of 
be eficiaries u der § 1001.1901(c)(1) is
 ot to legitimize excluded parties
causi g their patie ts to submit claims
duri g the exclusio  period (see The
Inspect r General v. Bemey R. Keszier,
M.D., P.A., Docket No. C 167
(Departme tal Appeals Board/Civil
Remedies Divisio ) (November 1,1990), 
at 28)). RatheT, the i te t is that
be eficiaries  ot be forced to pay for 
services provided by someo e whom the
be eficiaries did  ot k ow was
excluded. He ce, we will pay dm first 
claim, a d the   otify the be eficiaries
of the excluded status of the i dividual 
or e tity a d that further claims for 
items or services fur ished by such
i dividual or e tity will  ot be paid.
F. Part 1001, Subpart E—N tice and
Appeals
1. Statutory Authority a d
Co stitutio al Issues
C mment: Several comme ters

expressed co cer that the proposed
rule did  ot afford co stitutio ally
adequate due process to i dividuals a d
e tities who are excluded from
participatio  i  Medicare a d the State
health care programs. These
comme ters stated that, because the 
i ability to participate i  gover me t
health care programs ca be 
professio ally a d fi a cially
devastati g, it would violate due
process to exclude a i dividual or
e tity from program participatio 
without a prior opportu ity to co test
the exclusio . Some comme ters felt 
that parties excluded for any reaso 
authorized u der MMPPPA should be
permitted to request a heari g prior to
impositio of the exclusio . Other
comme ters believed that the OIG 
should provide for such a heari g prior 
to imposi g a y of the  o derivative
exclusio s, or a y exclusio s  ecessary
to safeguard the health or safety of
program be eficiaries.
Resp nse: I  accorda ce with sectio 

1128(f)(2) of the Act, we provided for a
prior heari g i the case of exclusio s
imposed u der sectio 1128(b)(7) for 
violatio s of the CMP law (§ 1001.901)
a d for kickbacks a d other illegal 
activities u der sectio 1123B of the Act
( | 1001.951). u less the health a d safety
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of i dividuals receivi g services
w arra ted otherwise. We have also
provided for a prior heari g i the case
of exclusio s imposed for violatio s of
Medicare physicia charge limitatio s
u der § 1001.1601, a d exclusio s
imposed for fraudule t billi g for
services of a assista t duri g cataract
surgery u der § 1001.1701. We have
do e this because the co duct i volved
i these two exclusio authorities
subjects a i dividual or e tity to a
CMP i additio to, or i lieu of, the
exclusio authority authorized here, a d
the CMP may o ly be imposed after a 
ALJ heari g. We believe that
fu dame tal fair ess, a s  well as
eco omy of resources, make a si gle
u ified proceedi g the appropriate
mecha ism for imposi g sa ctio s
u der §§ 1001.1601 a d 1001.1701.
However, we do  ot believe that prior

heari gs would be appropriate for a y
other exclusio authorities impleme ted
i these regulatio s, a d have therefore
provided for post exclusio heari gs for
all exclusio authorities except
§§ 1001.901,1001.951,1001.1601 a d
1001.1701. As w e sta ted i the preamble
to the proposed regulatio s, case law
makes clear that due process does  ot
require a heari g prior to the impositio 
of a exclusio from Medicare or S tate
health care programs (see Mathews v. 
Eldridge, 424 U.S. 319 (1976); Ram v.
Heckler; 792 F.2d 444 (4th Cir. 1986}). 
Whe a age cy exercises discretio ary
authority, due process is satisfied so
lo g as the affected party is give 
 otice a d a opportu ity to respo d
* * * (t)he opportu ity to prese t
reaso s, either i perso or i writi g,
why proposed actio should  ot be
take (see Cleveland Bd.  fEducati n
v. L udermill, 470 U.S. 532,105 S.Ct.
1487,1495 (1985)}. This fi al rule reflects
this co stitutio al pri ciple. U der
§ 1001.2001, we have provided for  otice
a d a opportu ity to respo d, i 
writi g, as well as i perso for certai 
exclusio authorities, i cases i which
the OIG s exercise of authority to
exclude i dividuals or e tities is  ot
ma dated by law. Thus, § 1001.2001(a)
provides for issua ce of a  otice of
i te t to exclude gra ti g 30 days to
provide docume tary evide ce a d
writte argume t i respo se prior to
impositio of (1) a permissive exclusio 
(except those imposed u der
§§ 1001.1301 through 1001.1501 for
reaso s sta ted below) a d (2) a
ma datory exclusio imposed for more
tha the mi imum 5 year period
required by law . W ith respect to
exclusio s imposed u der §§ 1001.701 
a d 1001.801 for submitti g excessive
claims or for fur ishi g u  ecessary

items or services, as these cases
typically i volve complicated issues, we
have mai tai ed proposed
§ 1001.2001(b), allowi g for the
opportu ity to prese t oral as well as
w ritte evide ce.

W ith respect to the exclusio 
authorities impleme ted i §§ 1001.1301 
through 1001.1501, we have determ i ed
that the procedures provided i 
§ 1001.2001(a) for  otice a d opportu ity
to respo d should  ot apply. Sectio s
1001.1401 a d 1001.1501 each i volve
exclusio s based o co duct determi ed
to violate statu tes regulated by other
divisio s of the Departme t. U der
§ 1001.1401, the OIG may exclude a y
hospital that HCFA determi es has
substa tially failed to comply w ith a
corrective actio required by HCFA
u der sectio 1886(f)(2) (B) of the Act.
U der § 1001.1501, die OIG may exclude
i dividuals whom PHS determi es are
i default o  health educatio 
scholarship or loa obligatio s. The
exclusio remai s i effect u til PHS
 otifies the OIG that the default was
cured. Because the OIG would impose
sa ctio s u der §§ 1001.1401 a d
1001.1501 o ly after HCFA or PHS
determ i ed such actio to be
appropriate, providi g excluded parties
a opportu ity to respo d to the OIG
would  ot be mea i gful. Thus, we have
 ot i cluded §§ 1001.1401 a d 1001.1501 
w ithi the ambit of exclusio authorities
covered u der § 1001.2001(a).
We also do  ot provide for issua ce

of a  otice of i te t to exclude a d the
opportu ity to respo d u der
§ 1001.2001(a), i the case of exclusio s
imposed u der § 1001.1301. These
exclusio s allow the OIG to exclude a y
i dividual or e tity tha t fails to gra t
immediate access upo reaso able
request u der (1) §§ 1001.1301(a)(1) (i) 
a d (ii) to survey age cies or other
e tities attempti g to i spect health care
facilities i accorda ce w ith Medicare
a d Medicaid statutory requireme ts,
a d (2) §§ 1001.1301(a)(1) (iii) a d (iv), 
to Federal or S tate i vestigators seeki g
to review the i dividual s or e tity s 
records to determ i e whether fraud has
bee committed u der a Federal or State
health care program. U der proposed
§§ 1001.1301(a)(1) (iii) a d (iv), we
gra ted i dividuals a d e tities from
whom immediate access to docume ts is
requested the opportu ity to provide a
compelli g reaso why such records
ca  ot be produced. I the fi al rule, we
also apply this provisio i the case of
facilities from whom immediate access
is requested i order to co duct surveys
or reviews u der §§ 1001.1301(a)(1) (i)
a d (ii). Thus, these facilities will also
have opportu ity to explai to OIG

officials why immediate access should
be de ied, a d therefore do  ot  eed
additio al opportu ity to respo d u der
§ 1001.2001 (see § 1001.1301(a)(2)).
Proposed § 1001.2001(a) did  ot apply

to ma datory exclusio s imposed for a
period exceedi g 5 years. However, the
OIG s authority u der sectio 1128(a) of
the Act to exclude a party for more tha 
5 years is discretio ary, much like the
OIG s permissive exclusio authorities
u der sectio 1128{b} of the Act. For that
reaso , we have modified § 1001.2001(a)
to exte d its applicatio to ma datory
exclusio s imposed for periods
exceedi g 5 years. Co siste t with our
lo gsta di g practice, for ma datory
exclusio s imposed for  ot more tha 
five years, § 1001.2002(a} provides for
issua ce of a w ritte  otice 20 days
prior to the effective date of the
exclusio .

2. Notice of I te t to Exclude
C mment:We received a  umber of

comme ts regardi g the provisio 
gover i g  otice of i te t to exclude
u der § 1001.2001. Some comme tera felt
that the  otice of i te t to exclude u der
§ 1001.2001(a) should be by certified
mail, a d that the  otice should be
deemed received o the retur receipt
date, rather tha a presumed date of 5
days after the date o the  otice. O e
comme ter requested that we set forth
sta dards i these regulatio s for how
the OIG would evaluate docume tary
evide ce a d w ritte argume t i 
respo se to a  otice of i te t to exclude,
a d whe a heari g would be gra ted.
Resp nse: Whe the OIG receives

i formatio i respo se to a  otice of
i te t to exclude, it evaluates the
i formatio supplied i order to
determ i e whether, i light of exige t or
mitigati g circumsta ces surrou di g
the co duct authorizi g the exclusio ,
justice requires permitti g the i dividual
or e tity to remai a participati g
Medicare provider. We have modified
the la guage i § 1001.2001 to clarify
that, i maki g these determ i atio s, we
will co sider a y evide ce co cer i g
whether the exclusio is w arra ted a d
a y related  issues, such as argume t
pertai i g to the proper le gth of
exclusio . The OIG s determ i atio s i 
each case depe d o the u ique
i formatio supplied, a d we ca  ot
reduce that process to a u iform set of
sta dards.
With respect to the OIG’s policy o 

gra ti g requests for a heari g u der
§ 1001.2001(b), whe ever a heari g
request is made i  co ju ctio  with the 
submissio of docume tary evide ce
a d writte argume t, the request is 
always gra ted.
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With respect to the comme ts that we
se d these  otices by certified mail, the 
OIG curre tly se ds by certified mail ail 
 otices relati g to the impositio of 
exclusio s, i cludi g  otices of i te t to 
exclude u der § 1001.2001,  otices of 
exclusio  u der § 1001.2002, a d  otices
of proposals to exclude u der
§ 1001.2003. However, it is  ot
admi istratively feasible for the OIG to 
await the retur of certified mail receipt
forms before proceedi g to impose 
exclusio s. We believe that a
presumptio that  otices are received
withi 5 days after the date o the 
 otice is both reaso able a d legally
sou d. The courts customarily use
presumptio s of this  ature so that
parties may co sider particular
docume ts se t i the course of 
litigatio  to have bee received by a
date certai . I  fact, the Federal Rules of 
Civil Procedure (FRCP) provide parties
with o ly 3 extra days of time,  ot 5,
whe   otice is by mail (see FRCP,
sectio 6(e)). For these reaso s, we are
retai i g i  the fi al rule the 
presumptio that  otice is received
withi  5 days of the date o the  otice.
3. Notice of Exclusio 
C mment: O e comme ter objected to 

the fact that, u der these regulatio s,
i dividuals or e tities excluded for 5
years u der a ma datory exclusio 
authority are  otified of the exclusio 
o ly 20 days prior to its effect, a d do 
 ot have the opportu ity to prese t
evide ce i  their defe se prior to the 
impositio of the exclusio . This
comme ter suggested that eve  i 
situatio s whe the OIG believed it was
statutorily obligated to impose a 
exclusio  u der sectio  1128(a) of the 
Act, there could be a mistake of ide tity
or some other reaso why imposi g a 
exclusio  would be improper.
Resp nse:U der this rule,  o 

exclusio takes effect immediately upo 
 otice to the provider. U der
§ 1001.2002, ma datorily excluded
i dividuals or e tities are always
 otified by the OIG 20 days prior to the 
effective date of the sa ctio . This
period of 20 days provides ample time 
for rectifyi g a y mistakes of ide tity or 
similar errors before the exclusio takes
effect. Furthermore, if the OIG were to 
impleme t a exclusio i error, the 
excluded party would be rei stated
retroactively.
4. Notice of Proposal to Exclude
C mment:A few comme ters

expressed co cer about the OIG’s 
respo sibility u der § 1001.2003(c) to
determi e whether a threat to the health
a d safety of Medicare or State health
care program be eficiaries warra ted

impositio of a exclusio  prior to the 
completio  a  ALJ heari g. O e 
comme ter felt that the ALJ,  ot the 
OIG, should make this determi atio .
A other comme ter felt that the 
requireme t u der § 1001.2003(a)(5) that
petitio ers  otify the OIG of a y
reaso s why the health a d safety of 
i dividuals do  ot warra t a pre-heari g
exclusio  u fairly shifted the burde of 
proof o  this issue to the health care
provider.
Resp nse: We disagree that

§ 1001.2003(a)(5) shifts the burde of 
proof. It merely requires providers to
supply releva t i formatio a d a y
defe ses to assist the OIG i  
determi i g whether a exclusio 
should be imposed prior to a full ALJ
heari g. We also disagree with the 
comme t that a  ALJ, rather tha the
OIG, should make this determi atio .
The Departme t has a respo sibility to
protect the i tegrity of its programs a d
to e sure that program dollars are  ot
bei g paid to health care providers who 
pose a da ger to the health or safety of 
program be eficiaries. I order to carry
out that respo sibility, the Departme t
must be able to sever its relatio ships
with such providers immediately. U der
§§ 1001.2001 a d 1001.2003, the OIG
would already have solicited a d
received releva t medical a d other
i formatio  regardi g a provider it
determi ed posed a da ger to the
programs. Therefore, the OIG, rather
tha a  ALJ, is i the best positio to 
evaluate all material evide ce i a 
prompt ma  er.
5. Notice to Third Parties Regardi g 
Exclusio 
C mment:We received a  umber of

comme ts o  the regulatory provisio s
gover i g  otice to third parties of 
exclusio s. Several comme ters stated
that, i  light of the probable damagi g
effect of a exclusio o the
professio al reputatio of health care
providers, the OIG should  ot  otify
third parties of exclusio s u der
§§ 1001.2004 through 1001.2006 u til all 
ave ues of appellate review were
exhausted. O e comme ter felt that OIG
should be required u der § 1001.2006 to 
 otify the Natio al Practitio er Data
Ba k of exclusio s imposed u der these
authorities, so that this i formatio 
would be available to all gover me t
a d private age cies  etworked to this
health care sa ctio s data collectio 
orga izatio .
Resp nse: The OIG has a agreeme t

with the Natio al Practitio er Data
Ba k to provide it with  otices of all 
exclusio s. With respect to the comme t 
that we should forego  otificatio of 
exclusio s to third parties u til

exclusio s imposed by ALJs are upheld
o  appeal, we believe this would
co trave e legislative i te t. U der 
sectio ll28(e)(l) of the Act, prompt
 otificatio of these parties is required.
It should be  oted that u der
§ 1001.3003(a)(3), prompt  otificatio of
rei stateme t will be made to those
age cies a d orga izatio s origi ally 
i formed about the exclusio . We have
modified the la guage i this provisio 
to clarify that  otificatio  will be to the 
exte t applicable; that is, it will be made
to all e tities origi ally  otified about
the exclusio that are still i  busi ess
or, with respect to gover me t 
co tractors, still operati g as a 
co tractor for a gover me t health care
program.
6. Appeal of Exclusio s
C mment:A few comme ters felt that

the "prepo dera ce of the evide ce”
sta dard set forth i § 1001.2007(c) was
improper give  the pote tial harm
exclusio s cause providers’professio al
careers. O e comme ter was especially
co cer ed about the use of this sta dard
i cases i volvi g exclusio s imposed
u der § 1001.951 for co duct violati g
the crimi al a ti kickback statute. O e 
comme ter stated that the sta dard was
i co siste t with legislative i te t.
.Respo se: The prepo dera ce of the 

evide ce sta dard is the traditio al
sta dard of proof i admi istrative
heari gs, a d, as such, ought to be
applied i these admi istrative
proceedi gs (see Delik sta v. Califan ,
478 F. Supp. 640, 643  . 4 (S.D.N.Y.
1979)).
Moreover, as we poi ted out i the 

proposed regulatio s, the legislative 
history of MMPPPA reflects Co gress’
i te t that the prepo dera ce of the
evide ce sta dard be applied i  
kickback exclusio appeals (see H.R.
Rep. No. 85, Part 1 at 10 (1987); H.R. Rep. 
Part 2, No. 85 at 9 (1987); S. Rep. No. 109,
at 10 (1987)).
C mment: Several comme ters felt 

that § 1001.2007(a) improperly limited
the issues upo  which parties could 
appeal a exclusio  before a  ALJ.
Sectio  1001.2007 limits the issues o 
appeal to whether (1) the statutory basis
for imposi g the exclusio exists a d (2)
the le gth of the sa ctio is
u reaso able. O e comme ter felt that
if OIG failed to meet its  otice
requireme ts u der part 1001, subpart E,
this should be a basis for appeal of the 
exclusio . A other party felt that
providers co victed of program related
co victio s i  States affordi g fewer
due process protectio s tha those
gra ted u der Federal law should be
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able to attack the u derlyi g co victio  
at their heari g to co test the exclusio .
Resp nse:We have deliberately

limited the issues that may be appealed
u der § 1001.2007, i keepi g with the 
authority u der sectio 1128 of the Act 
delegated to the OIG. U der sectio 
1128(a), Co gress ma dated that the 
Secretary exclude i dividuals a d
e tities co victed by States of program
related crimes, or of crimes i volvi g 
patie t abuse. The DIG, to whom this
authority has bee delegated, is 
statutorily obligated to impleme t
exclusio s whe ever such co victio s
have occurred. The due process afforded
by States i  co victi g their citize s is 
 ot a factor we are authorized to
co sider.
I sectio 1128(b) of the Act, Co gress

authorized the Secretary to impose 
exclusio s at its discretio  u der the 
various circumsta ces described i that
sectio . As the Secretary’s delegatee
u der sectio  1128, the OIG has bee 
vested with that discretio ary authority. 
Because the decisio  whether to exclude
a i dividual or e tity u der sectio 
1128(b) is the OIG’8 alo e, the ALJ does
 ot have authority to review the 
exercise of discretio  by die OIG to 
exclude someo e u der sectio  1128(b),
or to determi e the scope or effect of the 
exclusio . I  additio , the OIG’s 
decisio  to exdude may  ot be
appealed u der § 1001.2007.
The OIG’s broad discretio is also

reflected i  the la guage of 
§ 1001.2007(a)(2), restricti g die ALJ’s 
authority to review the le gth of a 
exclusio  imposed by the OIG. U der 
that sectio , the ALJ’s authority is 
limited to reviewi g whether the le gth
is u reaso able. So lo g as the amou t
of time chose  by the OIG is withi  a
reaso able ra ge, based o  
demo strated criteria, the ALJ has  o 
authority to cha ge it u der this rule.
We believe that the defere ce
§ 1001.2007(a)(2) gra ts to the OIG is
appropriate, give the OIG’s vast
experie ce i impleme ti g exdusio s
u der these authorities.
With respect to the comme t that

failure to provide adequate  otice
should be a basis for appeal of a 
exclusio , we disagree. At most, it could 
be the basis for recalculati g the 
effective date of the exclusio .
Moreover, u der these regulatio s, all 
excluded i dividuals a d e tities are
 otified at least 20 days before the effect 
of a exclusio . To date,  o i dividuals
or e tities have ever bee excluded
without proper  otice. I  the u likely
eve t that a i dividual or e tity was
excluded without proper  otice, the 
OIG, if i formed of the error, will take
the steps  ecessary to e sure protectio 

of the excluded party’s opportu ity to be
heard, a d appeal rights.
G. Part 1001, Subpart F—Reinstatement
Int the Pr grams
C mment:Various comme ters

believed that the rei stateme t
procedures set forth i the proposed
regulatio s are u co stitutio al. Some
of these comme ters felt that the 
provisio authorizi g the OIG to de y
rei stateme t without the possibility of 
review is a de ial of due process i 
violatio of the Fifth Ame dme t.
Others felt that the provisio s
authorizi g the OIG to co sider
evide ce of co duct occurri g before the 
date of the exclusio violates a 
i dividual’s First Ame dme t right to
privacy.
Resp nse: The provisio s of the

proposed regulatio s setti g forth the 
rei stateme t procedures merely
impleme t the authority give  to the 
Departme t by Co gress. Sectio 
1128(g) of the Act specifically provides
that termi atio of a exclusio is  ot
automatic, a d gra ts the Secretary the 
authority to promulgate regulatio s
setti g forth the procedures for applyi g
to the Departme t for rei stateme t.
Further, the legislative history to 

MMPPPA makes it dear that the 
Secretary has the discretio to gra t or 
de y a request for rei stateme t, a d
provides that the decisio  is  ot subject
to admi istrative or judicial review:
The Committee bill mai tai s curre t law

by providi g that the decisio  of whether or 
 ot to gra t a  applica t s request for 
rei stateme t is vested by law i  die
Secretary s discretio  a d thus is  ot subject 
to judicial review. (House Report 100 85,
supra at 13.)
Co cer i g the OIG’s co sideratio of 

a excluded i dividual's co duct prior
to the date of the  otice of exclusio , 
sectio 1128(g) of the Act states that:
the Secretary may termi ate the exclusio  if
the Secretary determi es, o the basis of the 
co duct of the applica t which occurred after
the date of the  otice of exclusio or which
was unkn wn t the Secretary at the time  f
the exclusi n * * * (emphasis added)
Thus, co siste t with the statute a d

its legislative history, the OIG is
authorized to co sider co duct of the 
i dividual or e tity occurri g prior to 
the date of the  otice of exclusio , 
provided the OIG was  ot aware of such
co duct at the time of the exclusio , as
provided i § 1001.3002 of the proposed
regulatio s.
U der sectio  1128(g), the decisio 

whether to rei state i dividuals
excluded from the Medicare a d State
health care programs is vested by law i 
the Secretary’s discretio a d is  ot

subject to judicial review. Prior to the
passage of MMPPPA, rei stateme t
decisio s were  ot subject to 
admi istrative or judicial review. Whe 
it e acted MMPPPA, Co gress i dicated
that it did  ot expect the Departme t to
cha ge curre t legal procedures for
rei stateme t (see H.R. Rep. No. 85, Part
1, at 13, H.R. Rep. No. 85, Part 2, at 13).
Thus, we believe that Co gress, i  
sectio 1128(g) of the Act, did  ot i te d
to provide for admi istrative or judicial 
review for rei stateme t decisio s. 
U der sectio  1128(g), the Departme t is
authorized to determi e whether a 
previously excluded i dividual or e tity
ca   ow be trusted to do busi ess with
the Gover me t ho estly a d fairly. 
Because of its vast experie ce
admi isteri g sa ctio s agai st health
care providers, the OIG is i a better
positio tha the ALJs to make these
determi atio s. We have added
paragraph (f) to § 1001.3002 to clarify
that ALJs are  ot authorized to rei state
excluded i dividuals or e tities u der
these regulatio s.
C mment:O e comme ter expressed

co cer about the provisio i  
§ 1001.3004(b) that subseque t requests
for rei stateme t followi g a i itial
de ial will  ot be co sidered for o e 
year. This comme ter felt that there may
be i sta ces whe a year is  ot
sufficie t time for the OIG to determi e
whether the criteria gover i g 
rei stateme t u der § 1001.3002(a) have
bee met.
Resp nse:We agree that a year may

be i sufficie t for purposes of assessi g
whether the co duct for which the
provider was excluded is likely to recur, 
or whether the provider meets the other
criteria set forth u der § 1001.3002(b).
For example, a physicia excluded
u der sectio  1128(b)(4) of the Act for
reaso s beari g upo  his or her
professio al compete ce may have
moved to a differe t jurisdictio to
begi  practici g agai just prior to his or
her i itial request for rei stateme t. I 
that case, if the OIG were required to
co sider a  ew request withi a year
followi g the de ial of the i itial
request, that might be i sufficie t for 
purposes of determi i g whether the 
provider had remai ed i compete t or
was deservi g of rei stateme t. For that
reaso , we are modifyi g § 1001.3004(b)
to state that after a de ial of 
rei stateme t, a subseque t request will 
 ot be co sidered for at least o e year.
H. Part 1002—State-Initiated Exclusi ns
Fr m Medicaid
C mment:O e comme ter was

co cer ed that the regulatio s violate
the Social Security Act a d the Fifth
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ame dme t right to due process, 
because they i vite States to add
pu ishme ts beyo d those authorized
by Federal law. ,
Respo se: This comme t appears to

refer to § 1002.2(b), which simply states
that  othi g i the regulatio s limit a
State’s ow authority to exclude a 
i dividual or e tity from Medicaid for 
a y reaso or period authorized by
State law. State age cies may prosecute
a d sa ctio  providers o  their ow 
i itiative whe State law authorizes
them to do so. Nothi g i sectio  1128(d)
of the Act or its legislative history
i dicates that the Federal statutory
provisio s gover i g the le gth of 
exclusio s were i te ded to suppla t
State law provisio s gover i g 
exclusio s from State health care
programs. I  fact, sectio 
1128(d)(3)(B)(ii) provides that "a State
health care program may provide for a
period of exclusio  which is lo ger tha 
the period of exclusio  u der title XVIII
(Medicare).”
C mment: Several comme ters

expressed their oppositio to 
§§ 1002.210,1002.212, a d 1002.213
through 1002.215 of the proposed
regulatio s. These provisio s set forth
procedural safeguards to be followed by
the States whe  excludi g a  i dividual. 
The comme ters believed that a Federal
age cy should  ot promulgate 
regulatio s that require a State to carry
out admi istrative tasks that are  ot
specifically set out i  the u derlyi g
statute.
Resp nse: I  accorda ce with sectio 

1902(p)(l) of the Act, State Medicaid
age cies have the authority to i itiate
exclusio s of i dividuals or e tities who
could be excluded from Medicare by the 
Federal gover me t u der sectio s 1128,
1128A or 1866(b)(2) of the Act. The 
Departme t is authorized to require
State age cies to develop mecha isms
for impleme ti g a d termi ati g
exclusio s imposed u der these
authorities. U der sectio  1902(a)(39) of 
the Act, which sets forth the 
requireme ts for State Medicaid pla s,
the State programs are obligated to 
“provide that the State age cy shall
exclude a y specified i dividual or
e tity from participatio * * *whe 
required to do so pursua t to sectio 
1128 or sectio  1128A" I  additio ,
sectio  1902(a)(4) of the Act states that
pla s must provide “such methods of 
admi istratio * * *88 are fou d by the
Secretary to be  ecessary for the proper
a d efficie t operatio of the pla ."
These provisio s clarify, by statute, that
we may require States to adopt certai 
admi istrative procedures whe they
impose exclusio s at the directio of the

Secretary u der the Secretary’s 
exclusio or CMP authorities.
Furthermore, whe a i dividual or 

e tity has bee excluded, suspe ded, or
otherwise sa ctio ed by a State
Medicaid age cy, the OIG is authorized
to exclude that i dividual or e tity from 
Medicare a d all State health care
programs i accorda ce with sectio 
1128(b)(5) of the Act, that is, to 
“piggyback” o to the State i itiated
exclusio  a additio al  atio wide
exclusio  from Medicare a d all State
health care programs. Thus, the OIG’s 
exclusio is based upo a State age cy’s 
determi atio that a provider is u fit to 
participate i  their State Medicaid
program. I maki g that determi atio ,
the age cy must afford the provider
certai  mi imum due process safeguards
before effectuati g the exclusio , such
as  otifyi g the provider of the proposed
exclusio a d the basis therefore, a d
givi g the provider a cha ce to respo d
to the allegatio s agai st them either i  
perso or i writi g. We received
comme ts from o e State age cy stati g
that ma y or most States already have
due process safeguards built i to their
exclusio  process. However, as
discussed above, because the
admi istrative procedures followed i 
State i itiated exclusio s may impact
upo  the OIG’s authority to i itiate
exclusio s u der sectio 1128(b)(5), we
believe it is importa t to i sure that all
States have mi imum due process
safeguards i effect whe  i itiati g
exclusio s from State Medicaid
programs. We believe the admi istrative
procedures set forth i the regulatio s
provide such safeguards. I  fact, they
are based o  the OIG’s ow  procedures
for i itiati g exclusio s. Fi ally, i  
additio to the reaso s set forth above, 
we believe the fact that Medicaid is a
joi t State a d Federally fu ded
program supports the OIG’s authority to 
set forth i  regulatio s admi istrative
procedures to be followed i State
i itiated exclusio s. Accordi gly, we
are  ot adopti g the comme ts o this
issue.
C mment: I  accorda ce with

§ 1002.230(a) of the proposed
regulatio s, the State Medicaid age cy
is required to  otify the OIG “whe ever
a State or local court has co victed a 
i dividual who is receivi g
reimburseme t u der Medicaid of a
crimi al offe se related to participatio 
i  the delivery of health care items or
services of the Medicaid program.” O e 
MFCU poi ted out that they routi ely
 otify the OIG whe they obtai State
co victio s. The comme t from the
MFCU stated that i  order to avoid
havi g both the MFCU a d the State

age cy report to the OIG o the same
co victio s, proposed § 1002.230 should 
be revised to add the followi g la guage 
at the e d of the last se te ce i 
paragraph (a): "* * * except whe the 
State MFCU has so  otified the OIG.”
Resp nse:We have adopted the

MFCU’s comme t, a d have revised
§ 1002.230(a) accordi gly.
C mment:O e comme ter stated that

the differe t defi itio s of the term
“exclusio ” i §§ 1002.203(b) a d
1002.211 is co fusi g because it implies 
that a exclusio  u der subpart B
Ma datory Exclusio s—is differe t tha 
a exclusio  u der subpart C
Permissive Exclusio s. This comme ter 
suggested putti g a ge eral defi itio of 
“exclusio ” i § 1001.2, Defi itio s.
Resp nse: The defi itio of the term

“exclusio ” set forth i § 1002.203(b)
pertai s to subpart B of the regulatio s, 
which impleme ts sectio  7 of Public 
Law 100 93 gover i g ma datory
exclusio s by State age cies. Sectio 7
of Public Law 100 93 provides that i 
order for a State to receive payme ts for 
medical assista ce u der sectio  1903(a)
of the Act, with respect to payme ts the 
State makes to a HMO or to a e tity
fur ishi g services u der a waiver
approved u der sectio  1915(b)(1), the 
State must exclude from participatio 
such a e tity if it could be excluded
u der sectio  1128(b)(8) of the Act, or if 
it had a substa tial co tractual
relatio ship with a  i dividual or e tity
that could be excluded u der sectio 
1128(b)(8). For the  arrow purpose of
impleme ti g a exclusio  u der
sectio 7 of Public Law 100 93,
§ 1002.203 poi ts out that a exclusio  
i cludes the refusal to e ter i to or 
re ew a participatio agreeme t, or the 
termi atio of such a agreeme t, with
the excluded e tity. I  part 1002, subpart
B is e tirely separate from subpart C,
which pertai s to permissive exclusio s. 
Sectio 1002.211 defi es the term
“exclusio ” for purposes of subpart C.
I co trast to § 1002.203(b) of subpart B,
i  which the defi itio of “exclusio ”
focuses o a co tract agreeme t
betwee a State a d a HMO or a 
e tity fur ishi g services u der a 
waiver by way of co tract, § 1002.211 is
broader i that it applies to all 
i dividual a d e tities, a d focuses o  
the withhold qf payme ts rather tha 
the status of a  agreeme t. Si ce the 
two differe t defi itio s are u ique to
the subparts i  which they are set forth, 
we have chose   ot to adopt the
comme ter’8 recomme datio to
co solidate them u der o e defi itio al
sectio .
C mment: O e comme ter suggested 

cha gi g § 1002.2(b) to read: “Nothi g
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co tai ed i  this part should be 
co strued to limit a State’s ow 
authority to exclude a i dividual or 
e tity from Medicaid for cause for a y
period authorized by State law.”
Resp nse: We are  ot adopti g this

comme t. Sectio  1002.2(b) as it is 
writte simply provides that  othi g 
co tai ed i  part 1002 impleme ti g the 
Federal statute limits the State’s
authority u der State law to exclude a 
i dividual or e tity. It is up to the 
various courts a d legislative bodies to
i terpret how the i dividual States may
apply the authority give  to them u der
State law,  ot the OIG. Further, it would
be i appropriate for the OIG to defi e 
o  behalf of State age cies the terms of 
their agreeme ts with health care
providers.
C mment: O e comme ter expressed

co cer  that the term “age t” as used i 
§ 1002.3(c) is very broad a d may allow
Medicaid age cies to u fairly exclude
certai providers,
Resp nse: The fi al regulatio s

i clude a defi itio of the term “age t”
modeled after the defi itio set forth i 
the HCFA regulatio s (42 CFR 455.100),
impleme ti g sectio s 1124(a)(3) a d
1126 of the Act a d which ties i to the 
OIG’s exclusio ary authority u der
sectio  1128(b)(8) of the Act. Sectio 
1002.3(c) parallels sectio  1128(b)(8) of 
the Act, givi g State age cies the same 
authority as the Federal gover me t to
exclude a e tity co trolled by a
sa ctio ed i dividual. The fi al
regulatio s defi e “age t” as a yo e
who has the express or implied
authority to obligate or act o  behalf of
a  e tity. As discussed above, we
i te d for this defi itio to mai ly cover 
age cy relatio ships where the age t
has, or is able to have, a sig ifica t role
i  the e tity.
/. Part 1003—CivilM ney Penalties and
Exclusi ns
1. Ge eral Comme ts
C mment: Several comme ters

expressed co cer about the applicatio 
of § 1003.114, which relates to the 
applicability of the doctri e of collateral
estoppel to CMP proceedi gs. O e
comme ter believed that there ca  ot
be a “fi al determi atio ” for purposes
of collateral estoppel u til a party has
exhausted all of his or her available
appeal rights. A other comme ter felt 
that the collateral estoppel doctri e
should o ly apply whe  the prior
proceedi g was a judicial or 
admi istrative proceedi g with
sufficie t safeguards to protect agai st
bias or error. A third comme ter stated
that the regulatio s should require that
the issue decided i  the prior proceedi g

must be ide tical to the o e at issue i 
order for collateral estoppel to apply.
Respo se.* Sectio  1003.114 sets forth

the basic doctri e of collateral estoppel. 
I  order to safeguard the due process
rights of respo de ts i CMP
proceedi gs, we i te d to apply
§ 1003.114 i  full accorda ce with
recog ized legal sta dards. However, 
we do  ot feel this is the appropriate
forum to address discrete legal issues
relati g to the applicatio of the 
collateral estoppel doctri e. Rather, we
believe that the legal issues raised by
the comme ters may be best addressed
o a case by case basis as they arise, so
that the ALJs ca objectively dispose of 
them i accorda ce with the gover i g
law a d the facts of each case. Thus, we
have chose   ot to revise § 1003.114 as
the comme ters had requested.
C mment: O e comme ter felt that

§ 1003.109(a)(5) should be expa ded to 
i clude the right to request a exte sio 
of time to respo d to the OIG’s  otice of 
proposed determi atio  beyo d the 60
days set forth i that provisio .
Resp nse: I  § 1005.2 of this fi al rule, 

we have provided a 60-day period i  
which a petitio er or respo de t i a y
exclusio or CMP proceedi g may
request a heari g. This is a cha ge from
the rules that previously applied to CMP
cases. U der § 1003.109 of the prior
regulatio s, respo de ts were e titled
to o ly 30 days i which to request a 
heari g, but also i  which they could
request a exte sio of that 30-day 
period for “good cause.” I  practice, the 
OIG  ever gra ted a exte sio of more
tha 30 additio al days. Thus, the 
maximum period i  which to respo d
 ever exceeded 60 days.
We have decided to simplify the 

process for all co cer ed by e titli g all 
respo de ts to 60 days i  which to 
request a heari g. We are thereby
doubli g the usual period of time 
previously available to respo de ts,
while elimi ati g the labor i volved i  
ge erati g "good cause” requests a d
respo di g to them. Sectio  
1003.109(a)(5) of this rule  ow merely
requires the  otice of proposed
determi atio  for CMP cases to i clude 
the 60-day timeframe set forth i  
1 1005.2. Therefore,  o cha ge i this
sectio is appropriate.
C mment: We received comme ts to

the effect that the OIG should  ot be
limited to co sideri g the mitigati g 
factors set forth i §§ 1003.106 (b)(1) a d
(b)(2), but rather, the OIG a d the ALJ
should be able to co sider a y factors
that may be mitigati g.
Resp nse: I  accorda ce with

§ 1003.106(a)(5), i determi i g the 
amou t of a y CMP or assessme t, the
Departme t must take i to accou t

“such other matters as justice may
require.” This catch all phrase already
allows the OIG a d the ALJ to co sider
a y other mitigati g factors that may
exist.
C mment: Some comme ters

expressed Co fusio regardi g the effect 
of the Supreme Court's decisio i 
United States v. Helper o the scope of 
damages that the I spector Ge eral may
recover i  CMP cases.
Resp nse: The courts have recog ized

that civil pe alty statutes e title the 
gover me t to recover full
compe satio for its damages, a d that
ordi arily, applicatio of a statutory
“fixed pe alty plus double damages”
provisio does  o more tha make the
gover me t whole [United States v.
Halper, 109 S.Ct. 1892,1900,1902 (1989);
Rex Trailer C . v. United States, 350
U.S. 148,152-154, 76 S.Ct. 219, 222
(1956)). This is due, i  part, to the fact
that the gover me t’s losses i volve 
more tha  merely the amou t disbursed
o accou t of false or improper
Medicare or Medicaid claims [Mayers v.
United States Department  fHealth and
Human Services, 806 F. 2d 995, 999 (11th
Cir. 1986)). I  CMP cases, the 
gover me t’s damages typically i clude, 
i additio to actual improper payme ts
made, (1) costs of detectio , 
i vestigatio a d prosecutio of fraud,
(2) diversio of scarce resources from 
the direct provisio of health services, 
a d (3) loss of public co fide ce i  the 
i tegrity ofMedicare or State health
care programs, a d i the gover me t's
ability to properly ma age them [The
Inspect r General v. Har ld Chapman
andAutumn Man r, Inc., No. C-5 (1985),
affd, Chapman v. Department  fHealth
andHuman Services, 821 F. 2d 523, 528
(10th Cir. 1987);Mayers, supra at 999).
We have modified the guideli es

u der §§ 1003.106 (c) a d (d) for 
determi i g appropriate mo etary
sa ctio s i order to codify existi g 
case law gover i g the process of 
determi i g pe alties a d assessme ts
u der the CMP law. We have clarified
that the U ited States or a y State
gover me t is e titled to full
compe satio  for a y damages a d
costs arisi g from CMP violatio s. We
have specifically ide tified the costs of
i vestigatio , prosecutio a d
admi istrative review as amou ts to be 
take i to accou t i determi i g 
appropriate mo etary sa ctio s. Fi ally, 
we have co verted the guideli es u der
§ 1003.106 to bi di g rules, except to the
exte t that their applicatio i  a 
particular case could result i  a 
amou t that exceeds co stitutio al
limitatio s. This fi al modificatio 
reflects the i te t of the origi al
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regulatio s that the latitude i here t i 
the  o -bi di g guideli es is mea t o ly
to “provide for the exceptio al case” (48
FR 38827, August 26,1983).
U der this approach, the ALJ must

compute the amou t of the pe alty a d
assessme t i  accorda ce with the
guideli es set forth i § 1003.106, a d
the  make a determi atio as to
whether that amou t exceeds
co stitutio al limits. Should the AL)
determi e that the prescribed amou t is 
excessive a d violative of the
co stitutio , the ALJ would be required
to explai the reaso s for that
co clusio . The ALJ would the  be
authorized to reduce the amou t, but
o ly to the poi t where the amou t was
 o lo ger co stitutio ally impermissible. 
Both the determi atio  that the amou t
computed u der the regulatio s was
co stitutio ally i firm a d the amou t
of the required reductio would be
subject to admi istrative a d judicial
review.
C mment:With regard to § 1003.102 of

the proposed regulatio s, o e
comme ter wished to k ow u der what
circumsta ces a perso “should have
k ow ” that a claim was false or
fraudule t, or  ot provided as claimed.
Resp nse: Co gress has i dicated that

the "should k ow” sta dard of 
k owledge ti der sectio 1128A of the
Act places upo Medicare a d Medicaid
providers the duty to ascertai  the truth
a d accuracy of claims submitted by
them:

Provid rs who bill th  M dicar , M dicaid
and MCH programs hav an affirmativ  duty
to  nsur  that di claims for paym nt which
th y submit, or which ar submitt d on th ir
b half by billing cl rks or oth r  mploy  s,
ar tru and accurat r pr s ntations of th 
it ms or s rvic s actually provid d. (H. R p.
No. 100 391,100 Cong., 2d S ss., pp. 533 535
(1987))

Thus, u der the "should k ow”
sta dard of liability, the duty to
ascertai the truth a d accuracy of a
claim exists at all times. Further, the
“should have k ow ” sta dard has bee 
i terpreted as subsumi g reckless
disregard for the co seque ces of a
perso ’s acts, as well as  eglige ce i  
prepari g a d submitti g or i  directi g
the prepari g a d submitti g of claims 
(see Mayers v. US. Department  f
Health and Human Services, 806 F.2d .
995 (11th cir. 1986), cert, denied, 484 U.S.
822 (1987); The Inspect r General v.
Edwardf. Petrus, Jr., M.D., and the Eye
Center  fAustin, Docket No, C-147 (Oct.
10,1990), pg. 42)).
Further guida ce as to the mea i g of

“should have k ow ” ca  be fou d i  
the Restatement  f T rts (2d) at sectio 
12(1965): . „ ..... . .

Th words should know” ar us d
throughout th  R stat m nt * * * to d not 
th  fact that a p rson of r asonabl prud nc 
and int llig nc  or of th  sup rior int llig nc 
of th  actor would asc rtain th  fact in
qu stion in di p rformanc of this duty to
anoth r, or would gov rn his conduct upon
th  assumption that such fact  xists. (S   In
the  ase o f the InspectorGeneral v.  orazon
 . Hobbs, M.D., D cision of ALJ Charl s E.
Stratton, Dock t No. C 55 (D c mb r 5,1939),
pg. 27, citing th  r stat m nt.)

Whether a health care provider or
practitio er “should have k ow ” that
a item or service has  ot bee  provided
as claimed or that a claim is false or
fraudule t is fact i te sive, a d will 
therefore be determi ed o a case by
case basis.
2. Other Crimes, Wro gs, or Acts as a 
Aggravati g Circumsta ce
As me tio ed i  the preamble to the

proposed regulatio s, we solicited
comme ts o whether it would be
appropriate to i clude a provisio  i the
regulatio s stati g that proof of “other
crimes, wro gs, or acts” is a 
aggravati g circumsta ce i  OIG
sa ctio  cases.
C mmentWe received o e comme t

objecti g to the i clusio  of such a
provisio . The comme ter believed that
the mere existe ce of a prior wro gful
actshould  ot serve as a aggravati g
factor if that act were u related to the
Medicare or Medicaid program.
Resp nse:We have decided to add

i to the fi al regulatio s a ew
§ 1003.106(b)(4), "Other Wro gful
Co duct.” This provisio  makes it a 
aggravati g factor if the OIG proves that
a respo de t e gaged i wro gful
co duct, other tha the co duct at issue,
relati g to gover me t programs or i 
co  ectio with the delivery of a health
care item or service. Although the OIG 
a ticipates that the wro gful co duct
raised for purposes of this provisio  will 
be Medicare a d Medicaid related,
there may be wro gful co duct that is
u related to Medicare a d Medicaid
that is co sidered to be aggravati g, 
such as where a respo de t has proved
himself or herself to be u trustworthy i 
deali g with other gover me t
programs. The OIG may prese t
evide ce of “other wro gful co duct” as
a aggravati g factor eve if such
co duct was  ot specifically me tio ed
i  the  otice of proposed determi atio 
i itiati g-the CMP proceedi g.
I  accorda ce with § 1003.106(b)(4),

“other wro gful co duct” i cludes but is 
 ot limited to, evide ce that the co duct
for which the OIG is seeki g civil 
sa ctio s is part of a larger patter or
scheme of the same or similar wro gful 
co duct. For example, the OIG has
evide ce to show that a i dividual

submitted 200false claims. The OIG
o ly i itiates a CMP actio based o 
100 of those claims because the statute
of limitatio s has ru o  the 100 claims
remai i g. I accorda ce with
§ 1003.106(b)(4), the OIG may prese t
evide ce of the remai i g claims as a 
aggravati g factor.
Fi ally, it is importa t to  ote that the 

abse ce of “other wro gful co duct” is
 ot a mitigati g factor.
3. Effect of Regulatio s o Other CMP
Provisio s
C mment Several comme ters

expressed co cer that § 1003.102 does
 ot i corporate the provisio s of sectio 
1128A(b) of the Act, which prohibits
i ce tives to physicia s i order to
reduce or limit services to Medicare or
Medicaid patie ts. The comme ters
believed that the regulatio s fail to
provide substa tive guida ce or place
procedural restrictio s o  the
Departme t’s impleme tatio of sectio 
1128A(b) of the Act, effective o April 1,
1991.
Resp nse: With respect to the 

procedural guideli es for the
impleme tatio of sectio 1128A(b) of 
the Act, the OIG curre tly i te ds for
the admi istrative procedures set forth
at part 1003 of these regulatio s to
gover proceedi gs i itiated for alleged 
violatio s of sectio  1128A(b). I  fact, 
the OIG curre tly i te ds for the
admi istrative procedures set forth at
part 1003 to gover all proceedi gs
i itiated u der the CMP authorities
co tai ed i  the Social Security Act, 
eve those  ot specifically me tio ed i 
the regulatio s, e.g., sectio  1867 of the
Act. We ack owledge that the various
CMP authorities set forth i the Act a d
the,sa ctio s that accompa y them may
vary from those specifically described i  
the regulatio s i such a way that
certai procedures set forth at part 1003
do  ot make se se whe they are
applied to them. Where that is the case,
the regulatio s will be used as a 
framework for the proceedi gs, a d will 
gover to the exte t they are applicable.
Whe ever the OIG i itiates a CMP

proceedi g, it will  otify each
respo de t that the procedural
regulatio s set forth at part 1003 will 
gover . It is well established that if a
party is  otified of the sta dards a d
procedures that will be applied i  a
particular case, a age cy ca bri g a 
actio agai st that party eve i  the 
abse ce of regulatio s (see Patch gue
Nursing Center v. B wen, 797 F.2d 1137,
1143 (2d Cir. 1986), cert, denied, 479 U.S.
1030 (1937); CentralArkansas Aucti n
Sale, Inc. v. Bergland, 570 F.2d 724,727 
(8th Cir. 1977), cert denied, 436 U.S. 957
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(1978)). With respect to the 
impleme tatio  of the substa tive
provisio s of sectio  1128A(b) of the 
Act, the Departme t is curre tly
worki g o  separate regulatio s. 
However, it is  ot  ecessary for such 
regulatio s to be i  place before the OIG
may exercise its authority u der that
provisio o ce it takes effect o  April 1,
1991. A  age cy may exercise its 
statutory fu ctio s eve  i the abse ce
of specific impleme ti g regulatio s (see

 
Securities and Exchange C mmissi n v.
Chenery C rp., 332 U.S. 194 (1947);
Abb tt-N rthwestern H spital, Inc. v.
Schweiker, 698 F.2d 336 (8th Cir. 1983)).
Thus, o ce the OIG gives such  otice
regardi g sectio 1128A(b) of the Act, 
there is legal support for usi g the 

I admi istrative procedures set forth at
I part 1003 to impleme t CMP authorities
I  ot specifically me tio ed i the 
I regulatio s.
I /. Part 1005—Appeals  fExclusi ns and

CMPs
•'

I Ge eral Comme ts
C mment: We received a  umber of

I comme ts co cer i g the authority of 
I ALJs. O e comme ter suggested that we 
I ame d § 1005.2 to permit ALJs to 
I dismiss requests for heari g that fail to
I meet the requireme ts of paragraph (d).
I This comme ter poi ted out that if  o 
I factual or legal basis for a heari g was
I ide tified by the requesti g party, the 
I ALJ should dismiss the request for
! heari g. A other comme ter objected to
I the provisio  u der § 1005.4(c) that the 
I ALJ may  ot e joi a act of the 
I Secretary. Fi ally, o e comme ter
I suggested that ALJs should be able to
I re der directed verdicts i these cases.

Resp nse:With respect to the 
I comme t that ALJs should be able to
I dismiss requests for heari g if there is
I  o factual or legal dispute, we agree,
I a d have revised § 1005.2(e)
I accordi gly. It should also be  oted that
I u der § 1005.4(b)(12) a ALJ may
I dismiss a case, i  whole or i  part, by
I summary judgme t, where there is  o
I disputed issue of material fact. With
I respect to the objectio  to § 1005.4(c),
I we  ote that the ALJ’s ow authority i 
I these proceedi gs is derived from the 
I Secretary by delegatio (sectio s
I 1128A(f) a d 205(b) of the Act). Si ce 

the ALJ’s authority to hear cases comes 
I from the Secretary, the ALJ ca  ot
I overrule acts of the Secretary which

■ may have a impact o  these cases. The 
I full scope of the ALJ’s limited authorities
I i these proceedi gs is co tai ed i  

§1005.2.
We have also clarified u der

§§ 1005.4(c) (5) a d (7) that ALJs may
I  ot review the OIG’s exercise of

discretio to impose a pe alty, 
assessme t or exclusio u der these
authorities. It should also be  oted that
i a case where the ALJ upholds the
OIG’s exclusio determi atio , the ALJ
is  ot authorized u der these regulatio s
to modify the date of comme ceme t of 
the exclusio ide tified i the OIG’s
 otice of exclusio .
We have also provided i  

§ 1005.4(c)(6) that i  a y case where a 
ALJ fi ds that a  i dividual or e tity
has committed a act described i  
sectio 1128(b) of the Act, the ALJ is  ot
authorized to reduce to zero the 
exclusio period proposed by the 
I spector Ge eral. I  other words, whe 
the ALJ fi ds a violatio , he or she must 
remedy it with some period of exclusio . 
We believe that this requireme t is 
co siste t with co gressio al i te t i 
e acti g sectio  1128 which explicitly
provides for exclusio as the 
appropriate remedy for the commissio  
of a y of the acts specified i the 
statute. Thus, i  every case where the 
I spector Ge eral has exercised his or 
her discretio to impose a exclusio , 
a d where the ALJ co curs that
violatio did occur, some period of 
exclusio is  ecessary to remedy the 
violatio .
Although circumsta ces such as the 

abse ce of proof of harm to 
be eficiaries or the programs may
mitigate the le gth of exclusio , they do 
 ot elimi ate the  eed for some 
remedial period of exclusio . I here t i 
the structure a d far reachi g effect of 
sectio  1128 is the  otio that a y
violatio compromises the i tegrity of 
the programs a d thereby places the 
programs a d its be eficiaries at risk.
We do  ot agree with the comme t

that ALJs should be authorized to
impose directed verdicts i these cases.
If a directed verdict is re dered prior to 
the prese tatio of both parties’cases,
the record will be i complete i the 
eve t that the i itial decisio  were
subseque tly reversed o appeal. We 
have e cou tered this situatio  i the 
past, a d the o ly remedy i  such a case
is a  ew trial. Thus, it ca be less
efficie t i the lo g ru , a d ca delay
a d frustrate justice, to authorize
directed verdicts i these proceedi gs.
C mment: O e comme ter suggested

that these regulatio s should require a
pre-heari g co fere ce before the ALJ to 
attempt settleme t of the case.
Resp nse: We agree that ALJs should

e courage parties to settle their cases
prior to heari g. We are therefore
addi g a provisio to § 1005.6 to clarify
that ALJs should i vestigate the 
possibility of settleme t duri g pre
heari g co fere ces.

C mment: Several comme ters were
co cer ed that the type of discovery
provided for u der § 1005.7 was too 
limited. O e co me ter suggested that
the Admi istrative Procedure Act (APA)
ma dates broader discovery rights i 
exclusio appeals u der these
authorities. Some comme ters felt that
the prohibitio agai st discovery other 
tha docume tary requests was u fair, 
particularly i light of the OIG’s
testimo ial subpoe a authority u der
part 1006. O e comme ter felt it was
i appropriate to place the burde of
showi g that discovery should be 
allowed o  the party seeking discovery,
rather tha  havi g the other party show
cause why discovery should  ot be 
co ducted.
Some comme ters felt that this

provisio left u a swered importa t
questio s regardi g discovery
procedure. O e comme ter wa ted to
k ow if data stored i computers could
be discoverable. A other comme ter 
was co cer ed over whether the OIG, i 
respo se to a discovery request, was
required to seek or obtai  material i 
the possessio of other bra ches or
divisio s of the age cy.
Resp nse: Ge erally, discovery is  ot

required to be made available i 
admi istrative proceedi gs. U der the 
APA, age cies are free to decide the
exte t of discovery to which parties to
admi istrative proceedi gs will be 
e titled (see Pacific Gas &Electric C .
v. FERC, 746 F. 2d 1383,1387 (9th Cir.
1984); Nati nal Lab rRelati ns B ard v.
ValleyM ld C ., 530 F. 2d 693, 695 (6th
Cir. 1976); Frilette v. Kimverlin, 508 F. 2d
205, 208 (3d Cir. 1974); Silverman v.
C mm dityFutures Trading
C mmissi n, 549 F. 2d 28 (7th Cir. 1977)).
With respect to exclusio a d CMP

proceedi gs, we have determi ed that
discovery should be limited to
docume tary excha ges i  order to
avoid the time-co sumi g discovery
fights that commo ly beset civil
litigatio . Si ce discovery is to be as
limited as possible, we believe it is
appropriate to place the burde of 
showi g why it is  eeded o  the party
seeki g discovery u der § 1005.7(c)(3).
Further, we have clarified i  § 1005.7(a)
that discovery requests may o ly be 
made from o e party to "a other party.”
Therefore, the OIG may o ly be
requested to produce docume ts i the 
possessio of the OIG, as a party to the 
proceedi g u der § 1005.2(b), a d  ot
docume ts pote tially i the possessio 
of other bra ches or divisio s of the 
Departme t, such as HCFA.
We have also i serted a provisio 

that protects agai st the disclosure of
i terview reports or stateme ts obtai ed

-

- 



            

      
      

   
      
     

    
      

      
   

 
   

    
    

    
     
      

     
     
   

       
     

      
   

   
      

    
      
   
    

   

  
   

     
     

    
  

    
   
     

      
    

      
         

      
   
     

   
     

  
  
   

    
      

      
     

   
      

    
    
  

 
    

    
   
   

     
 

    
    

   
    

    
     

   
      

    
    

    
     

   

   
      

     
  

      
    

    
    

     
   

      
     

    
      
    

    
       

     
      

   
     

    
     

     
     

       
     

   
     

    
      

   
    
       

    
    

   
     

 
   

      
    

     
    

    
    

   
   
   

    
   

   
   

  
     
    
   

       
    

    
   

    
    
    

    
    

   
 

  
  

    

  
    

    
     

 
     

      
     

    
     

  
   

    
    
  
    
      
   

   
   

    
    
     

    
   

    
    

   
  
   

     
     

    
    

   
    

     
       

   
  

      
    

  
      

     
      

    

3326 Federal Register / Vol. 57, No. 19 / W ed esday, Ja uary 29, 1992 / Rules a d Regulatio s

by a y party of perso s who will  ot be
called as wit esses, a d a alyses a d
summaries prepared i  co ju ctio  with
the i vestigatio or litigatio of the case
(§ 1005.7(d)). This protectio exte ds to
respo de ts as well as the gover me t, 
a d thus is broader tha the provisio 
i cluded i the proposed rule that would
have protected o ly “i ter al
gover me t docume ts.”
While limited discovery is  ecessary

to e sure timely a d efficie t
dispositio of these proceedi gs, it does
 ot operate u fairly agai st petitio ers
a d respo de ts. I  exclusio a d CMP
cases, it is usually the petitio er a d
respo de t, rather tha the OIG, who
possess the vast bulk of discoverable
evide ce. With respect to the comme t 
that the OIG is favored because it ca 
subpoe a wit esses u der part 1006, it
should be clarified that the i vestigative
subpoe a provisio s u der part 1006
apply o ly to CMP i vestigatio s. That
is, the subpoe a is  ot available to the
OIG o ce litigatio  has begu . The 
authority e ables the OIG to obtai 
evide ce from otherwise u cooperative
wit esses duri g the course of
i vestigatio s. It is  ot a litigatio 
discovery provisio .
I  respo se to the comme t 

co cer i g the discoverability of
computer data we have added a 
provisio to § 1005.7(c) deali g with
i formatio stored i computers.
Although that sectio  prohibits “the 
creatio  of a docume t,” we have added
la guage i dicati g that where
requested data is stored i  a computer, a
party has the right to request that the
i formatio  be provided i a form that
ca be used by the requesti g party, i.e.,
a “hard copy” or pri t out of the data, or
a computerized versio of the data, such
as a computer disk. It is a ticipated that
the parties will cooperate with o e
a other by providi g i formatio i  a 
format that is useful to the other party.
2. Excha ge of Wit ess Lists,
Stateme ts a d Exhibits
C mment:A few comme ters felt that

we should clarify the procedures u der
§ 1005.8(b) with respect to evide ce that
was  ot excha ged at least 15 days prior
to the heari g as required by § 1005.8(a).
Resp nse: The 15-day rule set forth i 

§ 1005.8(a) requires opposi g parties to
disclose the docume ts that will be
prese ted at the heari g a d, i 
additio , i formatio co cer i g 
wit esses who will testify. O e purpose
of the rule is to provide parties the 
opportu ity to subpoe a a y i dividuals
for whom the opposi g party has
submitted stateme ts i  lieu of live 
testimo y. Thus, the right to cross-
exami atio  of wit esses u der

§ 1005.16(d) exte ds o ly to i dividuals
subpoe aed to testify, a d does  ot
i clude declara ts or i terviewees.
However, the chief purpose of the
provisio is to gra t both parties
adequate time to prepare to co test the
other side’s case. This purpose is 
defeated if o e party fails to comply
with the excha ge provisio s of 
§ 1005.8(a). Therefore, if a party objects
to the admissio of evide ce  ot
disclosed i  complia ce with § 1005.8(a),
the ALJ  ormally should  ot admit the 
evide ce.
However, i  extraordi ary situatio s,

a party may be u able to disclose
evide ce at least 15 days prior to the 
heari g. For example, a releva t
docume t may have bee created o ly 5
days before the heari g. U der such 
circumsta ces, the ALJ may admit
evide ce  ot excha ged i accorda ce
with § 1005.8(a), u less its admissio 
would substa tially prejudice the 
objecti g party. If admissio of evide ce
 ot disclosed i complia ce with
§ 1005.8(a) would cause substa tial
prejudice, the ALJ may do o e of two
thi gs. The ALJ may exclude the
evide ce a d go forward with the 
heari g, or the ALJ may, at his or her
discretio , recess the heari g to allow
the objecti g party the opportu ity to
prepare a d respo d to die evide ce.
Thus, u der § 1005.8(b), the ALJ

should o ly co sider the issue of 
prejudice o ce a determi atio  has bee 
made that there were extraordi ary
grou ds for the failure to comply with
§ 1005.8(a). If  o such grou ds exist, the
evide ce should always be excluded
a d die heari g should go forward.
With respect to § 1005.8(c), we believe

that, prior to the heari g, ALJs should
resolve objectio s to the authe ticity of
docume ts excha ged i accorda ce
with § 1005.8(a). I  prese ti g their
cases, parties should be able to rely o 
the authe ticity of docume ts provided
to opposi g cou sel, u less a specific 
objectio has bee  made before ha d.
We have modified § 1005.8(c)
accordi gly.
3. Wit esses
C mment' O e comme ter objected to

the admissio of stateme ts i lieu of
live testimo y u less both sides
co se ted to admissio of the
stateme t. This comme ter felt it was
u fair for petitio ers a d respo de ts to
bear the burde of subpoe ai g
wit esses to co tradict a y such
stateme ts submitted by the OIG.
Resp nse:We disagree. Writte 

stateme ts i  lieu of live testimo y have
always bee admissible i  CMP
proceedi gs, a d have served a valuable
purpose i  cases where live wit esses

were u available. For example, the 
stateme t of a  ow deceased Medicare
be eficiary describi g his or her
k owledge of a physicia ’s co duct
could be releva t a d material i a CMP
case agai st that physicia . Si ce both
parties have the right to submit
stateme ts i lieu of testimo y, each
party bears the burde  of subpoe ai g
w it esses whose stateme ts are
proposed as exhibits by the opposi g 
party. The courts have held such
stateme ts admissible i admi istrative
proceedi gs, despite their heresay
character a d abse t a y cross-
exami atio  of the wit ess who gave 
the stateme t (see Richards n v.
Perales, 402U.S. 389,91 S.Ct. 1420
(1971)).
4. Burde of Proof
C mment:O e comme ter stated that

the burde of proof for exclusio s based
o  kickbacks should be the same as for 
CMP cases.
Resp nse:We agree, a d have revised

§ 1001.15 to provide that the burde of
goi g forward a d the burde of
persuasio are the same for exclusio s
i itiated u der § 1001.951 as for CMP
cases i itiated u der part 1003.
C mmentMa y comme ters asserted

that the APA requires that the burde of 
persuasio always rests with the
gover me t i exclusio  cases.
Resp nse: These comme ters are

mistake  as a matter of law. As we
discussed i some detail i the preamble
to the proposed rule, the APA requires
the gover me t i this case, the OIG
to have the burde of goi g forward
with evide ce sufficie t to make a
prima facie case to support a 
exclusio ; it does  ot require the OIG to 
bear the burde of persuasio i  such
cases.
C mmentMa y comme ters asserted

that it is fu dame tally u fair for the
gover me t  ot to bear the burde of 
persuasio  i exclusio cases.
Resp nse: As discussed above, with

respect to kickback a d CMP exclusio s
we have placed the burde of
persuasio  o the gover me t because
Co gress i te ded "special due process
protectio s” to accompa y such
exclusio s (see Se ate Report 100 109,
supra, at 12 13). We have also decided
to place the burde of proof o the
gover me t for PRO exclusio s u der
part 1004 of this regulatio .
With respect to all of the OIG’s other

exclusio authorities, however, we have
decided  ot to specify by regulatio 
which party bears the burde of goi g
forward or which party bears the burde 
of persuasio . I stead, we have opted to
co ti ue to rely o the ALJs to allocate
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the burde of proof as they deem
appropriate.
C mment: Several comme ters argued

that it would be u fair to allow a party
to raise  ew facts duri g its case i 
chief whe the opposi g party had  o 
adequate  otice a d opportu ity to 
respo d.
Resp nse: To e sure that  o party is

u fairly prejudiced by items or 
i formatio  raised at the heari g which
were  ot set forth i the origi al  otice
letter, we have revised § 1005.15(f) to
clarify that admissio of such  ew
evide ce at a heari g is subject to the 
restrictio s set forth i  §§ 1005.8 a d
1005.17.
5. Evide ce
C mment:O e comme ter felt that

the ALJ should  ot be give discretio  i  
§ 1005.17(b) to decide whether to apply
a y rules of evide ce. The comme ter 
felt that i co siste t applicatio of the
evide tiary rules would frustrate the 
ability of parties to prepare for heari g,
a d could result i arbitrary
determi atio s by ALJs.
Resp nse: The discretio  we have

provided i § 1005.17(b) is  ot u bridled.
We expect the ALJs to co ti ue their
curre t practice of admitti g evide ce
that may be barred by the rules of 
evide ce, such as hearsay, if a
determi atio  is made that the evide ce
is reliable. However, if a ALJ believes
that proffered evide ce i admissible
u der the rules of evide ce is wholly
u reliable, the ALJ should exclude the 
evide ce.
C mment: I  the proposed regulatio s, 

we solicited comme ts as to whether we
should recog ize a d i clude Rule
404(b) of the Federal Rules of Evide ce 
i  the heari g procedures u der part
1005. Rule 404(b) allows for the 
i troductio  of evide ce of other crimes, 
wro gs or acts u der certai 
circumsta ces, such as to prove 
k owledge, lack of mistake, or existe ce
of a scheme. We also solicited
comme ts o  whether the rules should
clarify that proof of “other crimes, 
wro gs or acts” is a aggravati g
circumsta ce i OIG sa ctio cases.
Two-thirds of the comme ts we received
supported the i clusio of Rule 404(b) i 
these regulatio s. O  the other ha d,
o e comme ter said that such a rule
would be u fair to petitio ers a d
respo de ts because of the difficulty of 
challe gi g the accuracy of prior 
wro gful acts give  the limited
discovery available u der this part.
Resp nse:We agree with the majority

of comme ters that evide ce of prior
bad acts, i cludi g prior false claims, 
admitted for the purposes listed i 
Federal Rule of Evide ce 404(b) is

releva t a d material a d should be 
admitted. Such evide ce should be 
co sidered proof of aggravati g
circumsta ces affecti g the amou t of 
damages awarded i  CMP cases.
Because the evide ce provides proof of 
aggravati g circumsta ces, a d does  ot
demo strate facts releva t to the actual
cou ts at issue, the evide ce should be
admitted eve if the acts occurred prior
to the statute of limitatio s period
applicable to the claims at issue.
Because evide ce of aggravati g
circumsta ces bears o ly upo the 
amou t of damages that should be
imposed, a d  ot a party’s liability,
evide ce of prior bad acts should be 
admissible eve  if the prior bad acts
were  ot me tio ed i .the IG’s letter of
 otice to the petitio er or respo de t.
We have added a  ew paragraph (g) to
§ 1005.17 i accorda ce with these
views.
We do  ot agree that discovery of the 

releva t facts co cer i g prior wro gful 
acts will be hampered by the limited
discovery available u der this part.
Petitio ers a d respo de ts ca seek
a y a d all docume ts the OIG would
use as exhibits to prove prior acts, such
as plea agreeme ts or judgme ts of 
co victio . Furthermore, at least 15 days
prior to the heari g the petitio er or 
respo de t is e titled to a list of a y
a d all wit esses who might testify
about the party’s prior bad acts
(§ 1005.8).
6. I itial Decisio 
C mment:A few comme ters poi ted

out that, although parties are afforded 30
days withi  which to appeal the i itial
decisio of a ALJ u der § 1005.21(a),
u der proposed § 1005.20(d), the i itial
decisio  is  ot bi di g u til 60 days
after it is issued. This situatio creates a
gap of 30 days withi which the ALJ
decisio  will  ot be bi di g eve  if
 either party decides to appeal it.
Resp nse:We agree that the ALJ

decisio s should take effect immediately
upo termi atio of the period withi 
which the parties may appeal, whe 
 either party appeals the decisio .
Therefore, we are modifyi g § 1002.20(d)
to make i itial decisio s bi di g 30 days
after they are issued by a ALJ, u less
the decisio s are timely appealed.
7. Appeal to the Secretary a d Stay of
I itial Decisio 
C mment: O e comme ter was

co cer ed that the sta dards for 
i ter al age cy review of ALJ decisio s
set forth i  § 1005.21(h), a d the
authority of the Secretary to decli e
review of ALJ decisio s u der
§ 1005.21(g), violate due process.

Resp nse: U der the APA, the 
Departme t is  ot required to provide
for i ter al age cy review of ALJ
decisio s imposi g or upholdi g CMP or
exclusio sa ctio s (5 U.S.C. 557).
Moreover, a Federal age cy may either
adopt or reject the decisio of a ALJ,
a d if it is fully satisfied with the ALJ’s
fi di gs, it  eed  ot re der a separate
opi io  (see Starrett v. Special C unsel,
792 F. 2d 1246,1252 (4th Cir. 1986);
BraswellM t rFreightLines, Inc. v.
United States, 275 F. Supp. 98,103 (D.C.
Tex. 1967) a ff’d 389 U.S. 569, 88 S.Ct. 692
(1968); Y ungerBr s., Inc. v. United
States, 238 F. Supp. 859, 860 61 (D.C.
Tex. 1965)). Despite the fact that there is 
 o legal requireme t for i ter al age cy
review of ALJ decisio s, we have
chose to provide such review i  order
to improve the admi istratio a d
co siste cy of Departme t decisio s
imposi g or impleme ti g sa ctio s
u der the authorities set forth i  Public 
Law 100 93. We have limited i ter al
age cy review to whether the decisio is 
supported by substa tial evide ce, i  
the parallel ma  er that Co gress, u der
sectio s 1128(f) a d 205(g) of the Act, 
limited judicial review of age cy
decisio s. We believe that this review
process will elimi ate erro eous
sa ctio s decisio s by the Departme t
while, at the same time, gra ti g
appropriate defere ce to the credibility
a d other factual determi atio s of the 
ALJ.
C mment:A few comme ters felt that

the fi al rule should co tai a provisio 
stati g whe decisio s by the DAB
become fi al a d bi di g o the parties.
Resp nse:We agree that some

clarificatio as to whe age cy actio 
becomes fi al is  eeded, particularly i  
light of the provisio s gover i g 
requests for stay of CMP decisio s
u der § 1005.22. Accordi gly, we are
maki g several modificatio s to the 
proposed rules. First, we are revisi g 
§ 1005.21(j) to clarify that a ruli g by the 
DAB, i cludi g a decisio to decli e 
review of a  ALJ’s decisio , becomes
fi al a d bi di g o the parties 60 days
after the date o  which the DAB serves
the parties with a copy of the 
Secretary’s decisio .
This 60-day rule regardi g fi ality

reflects the Secretary’s fu dame tal
positio that impositio of sa ctio s i 
CMP cases  ot be affected by the 
pe de cy of a y appeals (see preamble
to 1983 CMP regulatio s at 48 FR 38836,
August 26,1983). The procedure set forth
i  proposed § 1005.22 for fili g with the
ALJ a request for stay of a fi al CMP
decisio would appear to co flict with
the Secretary’s positio that fi al

- 

-

-



             

   

   
  

   
   

   
    

   
   

   
  

    
 

  
     

        
   

  
   
    

   
   

 
 

   
     

     
   

    
   

    
   

   
    

    
    

    
    

   
 

   
   

    
     

   
  

   
    

 
     

    
   

   
    

    
   

  
    

   
    
     

  
 

   
   

    
   

     
  
 

     
    

    
    

   
     

   
     

      
    

    
   

    
  

   
     

  
   

     
     

    
    

     
     

     
      

   
      

  
    

     
  

    
   

     
      

       
       

   
    

    
     

        
       

  
    
     

  
  

    
    

     
   

 
      
 

    
     

     
    

      
   

   
     

    
   

    
    
    

     
  

  
     
  
    

    
     

   
  

    
   

   
    

   
   

   
   

  
     

  
   

 
   

   
       
  
      

     
     

   
  

    
     

   
    

   
 

    
   

    
     

     
    

   
     

   
       

 
  

   
    

   
       
    
     
  
    
     

  

3328 Federal Register / Vol. 57, No, 19 / Wed esday, Ja uary 29, 1992 / Rules a d Regulatio s

age cy actio i  CMP cases is bi di g 
o  the parties.
Accordi gly, we have restricted the

provisio for stay pe di g judicial 
review i  CMP cases. U der 
§ 1005.22(b), followi g the DAB’s
decisio , a respo de t may seek a stay
of a y pe alty or assessme t imposed, 
but there is  o authority providi g for 
the stay of a exclusio . Furthermore, a 
stay of a pe alty or assessme t pe di g 
judicial review will o ly be gra ted if 
the respo de t posts a bo d or provides
other adequate security.
C mment: O e comme ter objected to

the fact that the provisio for stay i  
§ 1005.22 applies o ly to CMP cases a d
 ot to exclusio cases.
Resp nse: The la guage a d history of 

sectio s 1128(c) a d 1128(f) of the Act 
i dicate that Co gress i te ded
exclusio s to take effect upo 
reaso able  otice to the affected
i dividual, a d prior to the exhaustio 
of admi istrative a d judicial remedies. 
I  fact, sectio 1128(f) of the Act states
that a y i dividual or e tity “that is
excluded," that is, agai st whom the 
exclusio  has already bee made
effective, is e titled to a heari g. Eve  i  
the exceptio carved out by Co gress 
for exclusio s u der sectio 1128(b)(7),
for which the statute affords extra due 
process protectio s, Co gress still 
provided that such exclusio s would
become effective after a ALJ heari g 
(see Se ate Report 100 109, supra, at 12
13). Clearly, Co gress i te ded that
exclusio s would be imposed a d
effective pe di g appeals beyo d the 
ALJ heari g.
K. Part 1006—Investigati nal Inquiries
C mment: O e comme ter was

co cer ed about the provisio i 
§ 1006.4(g)(3)(iv); allowi g the OIG to
propose revisio s to the tra script of a 
wit ess’ testimo ial i terview. The 
comme ter suggested that the testimo y
of a i depe de t wit ess should  ot be
susceptible to gover me t revisio s.
Resp nse: By this provisio , we mea t

to i dicate that the OIG could propose
correctio s to the record tra scribi g
the i terview with the wit ess, if the 
record was i correct. We did  ot mea  
to suggest that the OIG could propose
substa tive cha ges to the wit ess’
testimo y. We are revisi g the la guage
of § 1006.4(g)(3)(iv) to clarify our i te t.
C mment: O e comme ter felt that

the targets of CMP i vestigatio s should
be permitted to review the tra scripts of
i vestigative i terviews of wit esses
obtai ed u der part 1008.
Resp nse: We disagree. Targets of

i vestigatio s have  o legal right to
review wit ess i terview tra scripts
duri g the i vestigative phase of a case.

These i terviews are take for
i vestigative purposes prior to a y
litigatio , ofte  i  order to determi e 
whether there is prima facie evide ce to
pursue a CMP actio . If the OIG *
subseque tly determi es that litigatio 
is warra ted, the tra script would
become available i discovery.
Furthermore, u der § 1005.8, if the OIG
pla  ed to i troduce the tra script i to 
evide ce at the heari g, it would
provide a copy to the respo de t at
least 15 days prior to the heari g.
V. Tech ical Revisio s
A. Subp enas Directed at OIG Officials
Respo de ts or petitio ers have

occasio ally sought the prese ce at a 
heari g of se ior OIG officials.
Requiri g such i dividuals to appear
a d testify is extremely burde some a d
detrime tal to the proper fu ctio i g of 
the OIG. These officials could  ot
perform their professio al duties if they
were forced to appear whe ever a y
i dividual charged with a violatio of a 
exclusio or CMP authority requested it.
For that reaso , u der § 1005.9(c) of 
these regulatio s, we have provided that
the OIG may comply with a subpoe a to
a OIG official by desig ati g a y OIG
represe tative to appear a d testify.
There is ample support i case law for

this public policy. For example, courts
have refused to allow parties to depose
or subpoe a the testimo y of high level 
age cy officials regardi g
admi istrative decisio s committed to
their discretio (see C rnej  v. L nd n,
524 F. Supp. 118,122 (E.D. 111. 1981);
Simplex Time Rec rder C , v. Secretary
 fLab r, 766 F.2d 575, 586 (D.C. Cir.
1985); U.S. v.M rgan, 313 U.S. 409, 421
22 (1940)). Age cy officials ca  ot be 
compelled to provide i formatio orally
i  a admi istrative proceedi g u less
the i formatio “is  ot available from
depositio s of * * * other perso s * * *
or * * * through i terrogatories or other
discovery methods” (see C rnej  v.
L nd n, 524 F. Supp. at 122). The 
purpose of that rule is “to relieve age cy
decisio -makers from the 
burde some ess of discovery, allowi g
them to spe d their valuable time o  the 
performa ce of official fu ctio s a d to
protect them from i quiries i to the 
me tal processes of age cy
decisio maki g." Id.
B. Substituti n  f the Term “Exclusi n"
f r “Suspensi n"
The term “suspe sio " has bee 

cha ged to the term “exclusio ” i  part
1003 i  the i terests of u iformity a d i 
order to clear up a y co fusio caused
by the fact that both Co gress a d the 
Departme t have used the terms

i tercha geably. "Suspe sio ” was the 
term Co gress used i  sectio 1128(a) of 
the Act prior to the passage of MMPPPA
whe it referred to the Secretary’s
authority or obligatio to bar a provider 
from participatio i  gover me t health
care programs. I  1987, MMPPPA
cha ged the term i  the law to
“exclusio ." It is clear from the 
legislative history that cha gi g the 
la guage did  ot cha ge the mea i g or
effect of the Secretary’s authority. I 
fact, i  House a d Se ate Reports
precedi g the passage of MMPPPA,
Co gress used the term “exclusio " to
refer to the Departme t’s sa ctio i g
authority although sectio  1128A did  ot 
co tai the term at that time (see H.R.
Rep. No. 85,100th Co g. 1st Sess. 5
(1987)). Moreover, the Departme t’s
regulatio s make it clear that the effect 
of a suspe sio a d the effect of a 
exclusio are ide tical (compare 
§ 1001.115, Effect of Exclusio , a d
§ 1001.126, Effect of Suspe sio ). U der 
both regulatio s, payme t will  ot be
made to health care providers (i cludi g
practitio ers) for items or services
fur ished o  or after the effective date
of the sa ctio . Further, the same 
exceptio s to the payme t prohibitio 
apply i  both cases. (Compare 
§§ 1001.115 (b) a d (c), a d §§ 1001.126
(d) a d (e).)
C. Definiti n  f “Claim" UnderPart 1003
We are revisi g § 1003.102(b) to

reflect a 1987 tech ical statutory
ame dme t to the defi itio of “claim" 
i  the CMP law (sectio  1128A(i)(2) of 
the Act). Prior to 1987, the defi itio  of
“claim” i the CMP law was limited to
applicatio s for payme t submitted by a 
provider of services to Medicare or a 
State health care program. Effective 
December 22,1987, sectio 
4118(e)(10)(B) of Pub.L. 100 203, as
added by Public Law 100 360, sectio 
411(k)(10)(D), substituted a  ew
defi itio of “claim” that does  ot
require submissio  by a health care
provider to a health care program. 
Sectio  1128A(i)(2) of the Act  ow
defi es “claim” as simply “a 
applicatio for payme ts for items a d
services u der titles V, XVIII, XIX or XX
of this Act.”
U der this former defi itio  of 

“claim,” a assessme t “of  ot more 
tha twice the amou t claimed,” as
provided for i  sectio 1128A(a), could 
 ot be imposed for CMP violatio s that
did  ot i volve the submissio of a 
claim by a health care provider to a 
health care program. Therefore, the 
curre t CMP regulatio s did  ot
authorize impositio of a assessme t
for CMP violatio s that might  ot
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i volve a provider submitti g a claim to
a health care program (i.e., the violatio 
of a assig me t agreeme t u der
sectio 1842(b)(3)(B)(ii) of the Act). 
However, the defi itio  of “claim”
u der sectio  1128A(i}(2) permits
impositio  of a assessme t for CMP
violatio s whe ever a applicatio for
payme t is made, eve  if it is  ot
submitted by a provider to a health care
program. Accordi gly, we have modified 
§ 1003.102(b) to clarify that a 
assessme t may be imposed, as
authorized, for CMP violatio s that are
 ot based o the submissio of a claim 
by a provider of services to a health
care program.
D. Inclusi n  f the Omnibus Budget
Rec nciliati n Act  f1990Pr visi ns
Relating t  PROS
We are also i corporati g i to part

1004 of these regulatio s co formi g 
cha ges co siste t with the  ew
statutory authority set forth i sectio 
4205 of Public Law 101 508, the 
Om ibus Budget Reco ciliatio  Act of
1990. The ame dme t requires PROs, if
appropriate, to offer a corrective actio 
pla to practitio ers prior to maki g a
fi di g u der sectio 1156 of the Act; 
a d requires the Secretary to co sider i 
determi i g whether a practitio er is
willi g a d able to comply with his or
her obligatio s, whether the practitio er
e tered i to a d successfully completed
a corrective actio  pla prior to the 
PRO’Ssubmissio  of its 
recomme datio a d report to the 
Secretary.
Please  ote that these revisio s to 

part 1004 are mea t o ly to co form 
these regulatio s to  ew statutory
cha ges resulti g from OBRA1990, a d
are  ot mea t to be a comprehe sive
rewrite of this part. A more complete 
a d comprehe sive rewrite of the part
1004 regulatio s is curre tly u der
developme t withi the OIG. We hope 
to issue those revised regulatio s
through a separate  otice of proposed
rulemaki g sometime i  the  ear future.
VI. Regulatory Impact A alysis
Executive Order 12291 requires us to 

prepare a d publish a fi al regulatory
impact a alysis for a y regulatio that
meets o e of the Executive Order
criteria for a “major rule,” that is, that
which would be likely to result i (1) a 
a  ual effect o  the eco omy of $100
millio or more; (2) a major i crease i 
costs or prices for co sumers,
i dividuals, i dustries, Federal, State, or 
local gover me t age cies or geographic
areas; or (3) sig ifica t adverse effects
o competitio , employme t, 
i vestme t, productivity, i  ovatio , or 
o the ability of U ited States based

e terprises to compete with foreig - 
based e terprises i  domestic or export
markets. I  additio , we ge erally
prepare a regulatory flexibility a alysis
that is co siste t with the Regulatory 
Flexibility Act (5 U.S.C. 601 612), u less
the Secretary certifies that a fi al 
regulatio  would  ot have a sig ifica t 
eco omic impact o  a substa tial
 umber of small e tities.
We have determi ed that these fi al 

regulatio s are  ot classified as a 
“major rule” u der Executive Order
12291 as these regulatio s are  ot likely 
to meet the criteria for havi g a
sig ifica t eco omic impact. As 
i dicated throughout this preamble, the 
fi al provisio s i this rulemaki g are
i te ded to provide  ew authorities to 
the OIG to exclude a i dividual or 
e tity from Medicare a d State health
care programs, a d to levy CMPs a d
assessme ts, if they are e gaged i a 
prohibited activity or practice
proscribed by statute. These provisio s
serve to clarify departme tal policy with
respect to the impositio of exclusio s, 
CMPs a d assessme ts upo i dividuals
a d e tities who violate the statute. We 
believe that the great majority of 
providers a d practitio ers do  ot
e gage i  such prohibited activities a d
practices discussed i these regulatio s, 
a d that the aggregate eco omic impact
of these provisio s should, i effect, be 
mi imal, affecti g o ly those who have
e gaged i  prohibited behavior i  
violatio of statutory i te t. As such, 
this fi al rule should have  o direct
effect o  the eco omy or o Federal or 
State expe ditures.
For these reaso s, we have

determi ed that  o regulatory impact
a alysis is required. I  additio , while 
some pe alties a d assessme ts the 
Departme t could impose as a result of 
these regulatio s might have a impact
o  smali e tities, we do  ot a ticipate
that a substa tial  umber of these small
e tities will be sig ifica tly affected by 
this rulemaki g. Therefore, si ce we
have determi ed, a d the Secretary
certifies, that this fi al rule would  ot
have a sig ifica t eco omic impact o  a
 umber of small busi ess e tities, we
have  ot prepared a regulatory
flexibility a alysis.
List of Subjects
42 CFR Part 1001
Admi istrative practice a d

procedure, Fraud, Health facilities,
Health professio s, Medicaid, Medicare.
42 CFR Part 1002
Fraud, Gra t programs health,

Health facilities, Health professio s,

Medicaid, Reporti g a d recordkeepi g
requireme ts.
42 CFR Part 1003
Admi istrative practice a d

procedure, Fraud, Gra t programs
health, Health facilities, Health
professio s, Mater al a d child health,
Medicaid, Medicare, Pe alties.
42 CFR Part 1004
Admi istrative practice a d

procedure, Health facilities, Health
professio s, Medicare, Peer Review
Orga izatio s, Pe alties, Reporti g a d
recordkeepi g requireme ts.
42 CFR Part 1005
Admi istrative practice a d

procedure, Fraud, Pe alties.
42 CFR Part 1006
.Admi istrative practice a d

procedure, Fraud, I vestigatio s, 
Pe alties.
42 CFR Part 1007
Admi istrative practice a d

procedure, Fraud, Medicaid, Reporti g 
a d recordkeepi g requireme ts.

T TLE 42 PUBL C HEALTH

CHAPTER V OFF CE OF  NSPECTOR
GENERAL HEALTH CARE, DEPARTMENT
OF HEALTH AND HUMAN SERV CES

42 CFR Chapter V is ame ded as set
forth below:

PART 1000 INTRODUCTION;
GENERAL DEFINITIONS

A. Part 1000 is ame ded as follows:
1. The authority citatio for part 1000

is revised to read as follows:
Authority: 42 U.S.C. 1320 a d 1395hh.
2. I subpart B, the i troductory text

of § 1000.10 is republished a d § 1000.10
is ame ded by addi g  ew defi itio s
for the terms beneficiary a d furnished
to read as follows:
§ 1000.10 General definitions.

I  this chapter, u less the co text
i dicates otherwise
* * *

Beneficiary mea s a y i dividual 
eligible to have be efits paid to him or
her, or o  his or her behalf, u der
Medicare or a y State health care
program.
* * ★ * *
Furnished refers to items a d services

provided directly by, or u der the direct
supervisio of, or ordered by, a 
practitio er or other i dividual, or
ordered or prescribed by a physicia ,
(either as a  employee or i  his or her
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ow capacity), a provider, or other 
supplier of services.
§ 1000.20 [Amended]
3. Sectio  1000.20 is ame ded by 

removi g the existi g defi itio  for the 
term beneficiary.
B. Part 1001 is revised to read as

follows:

PART 1001 PROGRAM INTEGRITY
MEDICARE AND STATE HEALTH
CARE PROGRAMS

Subpart A General Provisions

Sec .

1001.1 Scope a d purpose.
1001.2 Defi itio s.
Subpart B— Mandatory Exclusions
1001.101 Basis for liability.
1001.102 Le gth of exclusio .
Subpart C Permissive Exclusions
1001.201 Co victio  relati g to program or 

health care fraud.
1001.301 Co victio  relati g to obstructio 

of a  i vestigatio .
1001.401 Co victio  relati g to co trolled

substa ces.
1001.501 Lice se revocatio or suspe sio . 
1001.601 Exclusio  or suspe sio u der a

Federal or State health care program. 
1001.701 Excessive claims or fur ishi g of 

u  ecessary or substa dard items a d
services.

1001.801 Failure of HMOs a d CMPs to
fur ish medically  ecessary items a d
services.

1001.901 False or improper claims.
1001.951 Fraud a d kickbacks a d other

prohibited activities.
1001.952 Exceptio s.
1001.953 OIG report o complia ce with

i vestme t i terest safe harbor.
1001.1001 Exclusio  of e tities ow ed or

co trolled by a sa ctio ed perso . 
1001.1101 Failure to disclose certai 

i formatio .
1001.1201 Failure to provide payme t 

i formatio .
1001.1301 Failure to gra t immediate access.
1001.1401 Violatio s of PPS corrective 

actio .
1001.1501 Default of health educatio loa  

or scholarship obligatio s.
1001.1601 Violatio s of the limitatio s o 

physicia charges.
1001.1701 Billi g for services of assista t at

surgery duri g cataract operatio s.
Subpart D— Waivers and Effect of
Exclusion
1001.1801 Waivers of exclusio s.
1001.1901 Scope a d effect of exclusio .
Subpart E Notice and Appeals
1001.2001 Notice of i te t to exclude.
1001.2002 Notice of exclusio .
1001.2003 Notice of proposal to exclude.
1001.2004 Notice to State age cies.
1001.2005 Notice to State lice si g age cies.
1001.2006 Notice to others regardi g

exclusio .
1001.2007 Appeal of exclusio s.

Subpart F Reinstatement into the 
Programs
1001.3001 Timing and m thod of r qu st for

r instat m nt.
1001.3002 Basis for r instat m nt.
1001.3003 Approval of r qu st for

r instat m nt.
1001.3004 D nial of r qu st for

r instat m nt.
1001.3005 R v rs d or vacat d d cisions.
Authority: 42 U.S.C. 1302,1320a 7,1320a

7b, 1395u(j), 1395u(k), 1395y(d), 1395y( ),
1395cc(b)(2) (D), (E) and (F), and 1395hh, and
s ction 14 of Public Law 100 93 (101 Stat.
697).

Subpart A General Pr visi ns

§ 1001.1 Scope and purpose.
The regulatio s i this part specify

certai bases upo  which i dividuals
a d e tities may, or i some cases must,
be excluded from participatio i  the 
Medicare a d certai State health care
programs. They also state the effect of 
exclusio , the factors that will be
co sidered i determi i g the le gth of 
a y exclusio , the provisio s gover i g
 otices of exclusio s, a d the process
by which a excluded i dividual or 
e tity may seek rei stateme t i to the 
programs.
§ 1001.2 Definitions.

C ntr lled substance mea s a drug or 
other substa ce, or immediate
precursor:
(a) I cluded i schedules I, II, III, IV or 

V of part B of subchapter I i  21 U.S.C.
chapter 13, or
(b) That is deemed a co trolled

substa ce by the law of a y State.
C nvictedmea s that
(a) A judgme t of co victio  has bee 

e tered agai st a i dividual or e tity
by a Federal, State or local court, 
regardless of whether:
(1) There is a post trial motio or a 

appeal pe di g, or
(2) The judgme t of co victio or 

other record relati g to the crimi al
co duct has bee expu ged or 
otherwise removed;
(b) A Federal, State or local court has

made a fi di g of guilt agai st a 
i dividual or e tity;
(c) A Federal, State or local court has

accepted a plea of guilty or n l 
c ntendere by a i dividual or e tity; or
(d) A i dividual or e tity has e tered

i to participatio i  a first offe der, 
deferred adjudicatio or other program
or arra geme t where judgme t of 
co victio  has bee withheld.
Exclusi n mea s that items a d

services fur ished by a specified
i dividual or e tity will  ot be 
reimbursed u der Medicare or the State
health care programs.

HHS mea s Departme t of Health
a d Huma Services.
OIG mea s Office of I spector

Ge eral of the Departme t of Health
a d Huma  Services.
PRO mea s Utilizatio a d Quality

Co trol Peer Review Orga izatio as
created by the Tax Equity a d Fiscal 
Respo sibility Act of 1982 (42 U.S.C
1320C 3).
Pr fessi nally rec gnized standards

 fhealth care are Statewide or  atio al
sta dards of care, whether i  writi g or
 ot, that professio al peers of the
i dividual or e tity whose provisio of 
care is a issue, recog ize as applyi g to
those peers practici g or providi g care
withi a State. Where the Food a d
Drug Admi istratio (FDA), the Health
Care Fi a ci g Admi istratio (HCFA)
or the Public Health Service (PHS) has
declared a treatme t modality  ot to be 
safe a d effective, practitio ers who 
employ such a treatme t modality will
be deemed  ot to meet professio ally
recog ized sta dards of health care.
This defi itio shall  ot be co strued to
mea that all other treatme ts meet
professio ally recog ized sta dards.
S le c mmunity physician mea s a 

physicia who is the o ly physicia who 
provides primary care services to
Federal or State health care program
be eficiaries withi a defi ed service 
area.
S le s urce  f essential specialized

services in the c mmunitymea s that
a i dividual or e tity
(a) Is the o ly practitio er, supplier or

provider fur ishi g specialized services
i  a area desig ated by the Public 
Health Service as a health ma power
shortage area for that medical specialty,
as listed i  42 CFR part 5, Appe dices
B F;
(b) Is a sole commu ity hospital, as

defi ed i  § 412.92 of this title; or
(c) Is the o ly source for specialized

services i a defi ed service area where
services by a  o specialist could  ot be 
substituted for the source without
jeopardizi g the health or safety of 
be eficiaries.
State health care pr gram mea s:
(a) A State pla approved u der title 

XIX of the Act (Medicaid),
(b) A y program receivi g fu ds

u der title V of the Act or from a 
allotme t to a State u der such title 
(Mater al a d Child Health Services 
Block Gra t program), or
(c) A y program receivi g fu ds u der

title XX of the Act or from a y allotme t
to a State u der such title (Block Gra ts
to States for Social Services).
State Medicaid Fraud C ntr l Unit

mea s a u it certified by the Secretary
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as meeti g the criteria of 42 U.S.C.
1396b(q) a d § 1002.305 of this chapter.

Subpart B Mandat ry Exclusi ns

§ 1001.101 Basis for liability.
The OIG will exclude a y i dividual

or e tity that
(a) Has bee co victed of a crimi al 

offe se related to the delivery of a item 
or service u der Medicare or a State
health care program, i cludi g the 
performa ce of ma ageme t or 
admi istrative services relati g to the 
delivery of items or services u der a y
such program, or
(b) Has bee co victed, u der Federal

or State law, of a crimi al offe se 
related to the  eglect or abuse of a 
patie t, i  co  ectio  with the delivery 
of a health care item or service,
i cludi g a y offe se that the OIG
co cludes e tailed, or resulted i ,
 eglect or abuse of patie ts. The 
co victio   eed  ot relate to a patie t
who is a program be eficiary.
§ 1001.102 Length of exclusion.
(a) No exclusio imposed i 

accorda ce with § 1001.101 will be for
less tha 5 years.
(b) A y of the followi g factors may

be co sidered to be aggravati g a d a 
basis for le gthe i g the period of 
exclusio 
(1) The acts resulti g i  the 

co victio , or similar acts, resulted i  
fi a cial loss to Medicare a d the State
health care programs of $1,500 or more. 
(The e tire amou t of fi a cial loss to
such programs will be co sidered,
i cludi g a y amou ts resulti g from 
similar acts  ot adjudicated, regardless
of whether full or partial restitutio has
bee made to the programs);
(2) The acts that resulted i  the 

co victio , or similar acts, were
committed over a period of o e year or 
more;
(3) The acts that resulted i  the 

co victio , or similar acts, had a 
sig ifica t adverse physical, me tal or 
fi a cial impact o  o e or more program
be eficiaries or other i dividuals;
(4) The se te ce imposed by the court

i cluded i carceratio ;
(5) The co victed i dividual or e tity

has a prior crimi al, civil or 
admi istrative sa ctio record; or
(6) The i dividual or e tity has at a y

time bee overpaid a total of $1,500 or 
more by Medicare or State health care
programs as a result of improper
billi gs.
(c) O ly if a y of the aggravati g 

factors set forth i paragraph (b) of this
sectio  justifies a exclusio  lo ger tha 
5years, may mitigati g factors be 
co sidered as a basis for reduci g the

period of exclusio to  o less tha 5
years. O ly the followi g factors may be 
co sidered mitigati g—
(1) The i dividual or e tity was

co victed of 3 or fewer misdemea or
offe ses, a d the e tire amou t of 
fi a cial loss to Medicare a d the State
health care programs due to the acts
that resulted i  the co victio , a d
similar acts, is less tha  $1,500;
(2) The record i  the crimi al 

proceedi gs, i cludi g se te ci g
docume ts, demo strates that the court 
determi ed that the i dividual had a
me tal, emotio al or physical co ditio 
before or duri g the commissio  of the 
offe se that reduced the i dividual’s
culpability; or
(3) The i dividual’s or e tity’s

cooperatio with Federal or State
officials resulted i 
(i) Others bei g co victed or excluded

from Medicare or a y of the State health
care programs, or
(ii) The impositio agai st a yo e of a

civil mo ey pe alty or assessme t u der
part 1003 of this chapter.

Subpart C Permissive Exclusi ns

§ 1001.201 Conviction relating to program
or health care fraud.
(a) Circumstance f r exclusi n. The 

OIG may exclude a i dividual or e tity
co victed u der Federal or State law of 
a crimi al offe se relati g to fraud, 
theft, embezzleme t, breach of fiduciary
respo sibility, or other fi a cial
misco duct
(1) I co  ectio  with the delivery of 

a y health care item or service,
i cludi g the performa ce of 
ma ageme t or admi istrative services
relati g to the delivery of such items or 
services, or
(2) With respect to a y act or 

omissio  i  a program operated by, or 
fi a ced i  whole or i part by, a y
Federal, State or local gover me t
age cy.
(b) Length  f exclusi n. (1) A  

exclusio imposed i accorda ce with
this sectio will be for a period of 3
years, u less aggravati g or mitigati g
factors listed i  paragraphs (b)(2) a d
(b)(3) of this sectio form a basis for
le gthe i g or shorte i g that period.
(2) A y of the followi g factors may 

be co sidered to be aggravati g a d a 
basis for le gthe i g the period of 
exclusio 
(i) The acts resulti g i  the co victio , 

or similar acts, resulted i  fi a cial loss
of $1,500 or more to a gover me t
program or to o e or more other e tities,
or had a sig ifica t fi a cial impact o  
program be eficiaries or other
i dividuals. (The total amou t of 
fi a cial loss will be co sidered,

i cludi g a y amou ts resulti g from
similar acts  ot adjudicated, regardless
of whether full or partial restitutio has
bee made.);
(ii) The acts that resulted i  the 

co victio , or similar acts, were
committed over a period of o e year or
more;
(iii) The acts that resulted i the 

co victio , or similar acts, had a 
sig ifica t adverse physical or me tal
impact o  o e or more program
be eficiaries or other i dividuals;
(iv) The se te ce imposed by the

court i cluded i carceratio ; or
(v) The co victed i dividual or e tity

has a prior crimi al, civil or 
admi istrative sa ctio record.
(3) O ly the followi g factors may be

co sidered as mitigati g a d a basis for
reduci g the period of exclusio 
(1) The i dividual or e tity was

co victed of 3 or fewer misdemea or
offe ses, a d the e tire amou t of 
fi a cial loss to a gover me t program
or to other i dividuals or e tities due to
the acts that resulted i the co victio 
a d similar acts is less tha $1,500;
(ii) The record i  the crimi al 

proceedi gs, i cludi g se te ci g
docume ts, demo strates that the court 
determi ed that the i dividual had a
me tal, emotio al or physical co ditio ,
before or duri g the commissio  of the 
offe se, that reduced the i dividual’s 
culpability;
(iii) The i dividual’s or e tity’s

cooperatio with Federal or State
officials resulted i 
(A) Others bei g co victed or 

excluded from Medicare or a y of the 
State health care programs, or
(B) The impositio of a civil mo ey

pe alty agai st others; or
(iv) Alter ative sources of the type of 

health care items or services fur ished
by the i dividual or e tity are  ot
available.
§ 1001.301 Conviction relating to
obstruction of an investigation.
(a) Circumstance f r exclusi n. The 

OIG may exclude a i dividual or e tity
co victed u der Federal or State law of 
i terfere ce with, or obstructio of, a y
i vestigatio i to a crimi al offe se 
described i  §§ 1001.101 or 1001.201.
(b) Length  f exclusi n. (1) A  

exclusio imposed i  accorda ce with
this sectio will be for a period of 3
years, u less aggravati g or mitigati g 
factors listed i  paragraphs (b)(2) a d
(b)(3) of this sectio form the basis for 
le gthe i g or shorte i g that period.
(2) A y of the followi g factors may

be co sidered to be aggravati g a d a
basis for le gthe i g the period of 
exclusio 
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(i) The i terfere ce with, dr 
obstructio of, the crimi al’i vestigatio 
caused the expe diture of sig ifica t 
additio al time or resources;
(ii) The i terfere ce or obstructio 

had a sig ifica t adverse me tal, 
physical or fi a cial impact o  program
be eficiaries or other i dividuals or o  
the Medicare or State health care
programs;
(hi) The i terfere ce or obstructio 

also affected a civil or admi istrative
i vestigatio ;
(iv) The se te ce imposed by the 

court i cluded i carceratio ; or
(v) The co victed i dividual or e tity

has a prior crimi al, civil or 
admi istrative sa ctio record.
(3) O ly the followi g factors may be 

co sidered as mitigati g a d! a basis for 
reduci g the period of exclusio 
(1) The record of the crimi al 

proceedi gs, i cludi g se te ci g
docume ts, demo strates that the court
determi ed that the i dividual had a
me tal, emotio al or physical co ditio , 
before or duri g the commissio of the 
offe se, that reduced the i dividual’s 
culpability;
(ii) The i dividual’s or e tity’s

cooperatio with Federal or State
officials resulted i 
(A) Others bei g co victed, or 

excluded from Medicare or a y of the 
State health care programs, or
(B) The impositio  of a civil mo ey

pe alty agai st others; or
(iii) Alter ative sources of the type of 

health care items or services fur ished
by the i dividual or e tity are  ot
available..
§ 1001.401 Conviction relating to 
controlled substances.
(a) Circumstance f r exclusi n. The

OIG may exclude a i dividual or e tity
co victed u der Federal or State law of
a crimi al offe se relati g to the 
u lawful ma ufacture, distributio ,
prescriptio  or dispe si g of a
co trolled substa ce, as defi ed u der
Federal or State law.
(b) For purposes of this sectio , the 

defi itio of c ntr lled substance will 
be the defi itio that applies to the law
formi g the basis for the co victio .
(c) Length  fexclusi n. (1).A  

exclusio imposed i  accorda ce with
this sectio will be for a period of 3
years,, u less aggravati g or mitigati g
factors listed i  paragraphs (b)(2) a d
(b)(3) of this sectio form a basis for 
le gthe i g or shorte i g that period.
(2) A y of the followi g factors may 

be co sidered to be aggravati g a d a 
basis for le gthe i g the period of 
exclusio 
(i) The acts that resulted i  the 

co victio or similar acts were

committed over a period of o e year or 
more;
(ii) The acts that resulted i the 

co victio or similar acts had a 
sig ifica t adverse physical, me tal or 
fi a cial impact o  program
be eficiaries or other i dividuals or the 
Medicare or State health care programs;
(iii) The se te ce imposed by the 

court i cluded i carceratio ; or
(iv) The co victed i dividual or e tity

has a prior crimi al, civil or 
admi istrative sa ctio record.
(3) O ly the followi g factors may be 

co sidered as mitigati g a d a basis for
shorte i g the period of exclusio 
(i) The i dividual’s or e tity’s

cooperatio with Federal or State
officials resulted i —
(A) Others bei g co victed or 

excluded from Medicare or a y of the 
State health care programs, or
(B) The impositio of a civil mo ey

pe alty agai st others; or
(ii) Alter ative sources of the type of 

health care items or services, fur ished
by the i dividual or e tity are  ot 
available.
§ 1001.501 License revocation or
suspension.
(a) Circumstance f r exclusi n. The

OIG may exclude a i dividual or e tity
that has
(1) Had a lice se to provide health

care revoked or suspe ded by a y State
lice si g authority, or has otherwise lost
such a lice se (i cludi g the right to
apply for or re ew such a lice se), for
reaso s beari g o the i dividual's or 
e tity’s professio al compete ce, 
professio al performa ce or fi a cial
i tegrity; or
(2) Has surre dered such a lice se

while a formal discipli ary proceedi g
co cer i g the i dividual’s or e tity’s
professio al compete ce, professio al
performa ce or fi a cial i tegrity was
pe di g before a State lice si g
authority.
(b) Length  f exclusi n. (1) Except as

provided i  paragraph (c) of this sectio ,
a exclusio imposed i accorda ce
with this sectio will  ever be for a 
period of time less tha the period
duri g which a  i dividual's or e tity’s
lice se is revoked, suspe ded or
otherwise  ot i  effect as a result of, or 
i co  ectio with, a State lice si g
age cy actio *.
(2) A y of the followi g factors may

be co sidered aggravati g a d a basis
for le gthe i g the period of exclusio 
(i) The acts that resulted i the 

revocatio , suspe sio or loss of the 
i dividuars or e tity’s lice se to provide 
health care had or could have had a
sig ifica t adverse physical, emotio al
or fi a cial impact o o e or more

program be eficiaries or other 
i dividuals;
(ii) The i dividual or e tity has a prior 

crimi al, civil or admi istrative sa ctio 
record; or
(iii) The acts (or similar acts) had or

could have had a sig ifica t adverse
impact o  the fi a cial i tegrity of the
programs.
(3) O ly if a y of the aggravati g

factors listed i paragraph (b)(2) of this 
sectio justifies a lo ger exclusio may 
mitigati g factors be co sidered as a
basis for reduci g the period of 
exclusio to a period  ot less tha that
set forth i paragraph (b)(1) of this
sectio . O ly the followi g factors may 
be co sidered mitigati g—
(1) The i dividual’s or e tity’s

cooperatio  with a State lice si g
authority resulted i  the sa ctio i g of
other i dividuals or e tities; or
(ii) Alter ative sources of the type of 

health care items or services fur ished
by the i dividual or e tity are  ot
available.
(4) Whe a i dividual or e tity has

bee excluded u der this sectio , the 
OIG will co sider a request for 
rei stateme t i  accorda ce with
§ 1001.3001 if the i dividual or e tity
obtai s a valid lice se i  the State
where the lice se was. origi ally 
revoked, suspe ded, surre dered or 
otherwise lost.
(e) Excepti ns, [t] Length  f

exclusi n. If, prior to the  otice of
exclusio by the OIG, the lice si g
authority of a State fotheT tha the o e 
i  which the i dividuals or e tity’s 
lice se had bee  revoked, suspe ded,
surre dered or otherwise lost), bei g 
fully apprised of all of the circumsta ces
surrou di g the prior actio  by the 
lice si g board of the first State, gra ts
the i dividual or e tity a lice se or 
takes  o sig ifica t adverse actio as to
a curre tly held lice se, a  exclusio 
imposed i  accorda ce with this sectio 
may be for a period of time less tha 
that prescribed by paragraph (b)(1) of
this sectio .
(2) C nsiderati n  f early

reinstatement. If a i dividual or e tity
that has bee excluded i accorda ce
with this sectio  fully a d accurately
discloses the circumsta ces surrou di g 
this actio to a lice si g authority of a
differe t State, a d that State gra ts the
i dividual or e tity a  ew lice se or 
takes  o sig ifica t adverse actio as to
a curre tly held lice se, the OIG will'
co sider a request for early
rei stateme t.
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§ 1001.601 Exclusion or suspension under
a Federal or State health care program.
(a) Circumstance f r exclusi n. (1)

The OIG may exclude a i dividual or 
e tity suspe ded or excluded from
participatio , or otherwise sa ctio ed,
u der
(1)A y Federal program i volvi g the 

provisio  of health care, or
(ii) A State health care program, for 

reaso s beari g o  the i dividual’s or 
e tity’s professio al compete ce,
professio al performa ce or fi a cial
i tegrity.
(2) The term “or otherwise

sa ctio ed” i  paragraph (a)(1) of this
sectio  is i te ded to cover all actio s
that limit the ability of a perso to
participate i  the program at issue
regardless of what such a actio is
called, a d i cludes situatio s where a 
i dividual or e tity volu tarily
withdraws from a program to avoid a 
formal sa ctio .
(b) Length  f exclusi n. (1) A  

exclusio  imposed i  accorda ce with
this sectio  will be for a period of 3
years, u less aggravati g or mitigati g 
factors set forth i  paragraphs (b)(2) a d
(b)(3) of this sectio form the basis for
le gthe i g or shorte i g that period.
(2) A y of the followi g factors may

be co sidered aggravati g a d a basis
for le gthe i g die period of exclusio 
(i) The acts that resulted i  the 

exclusio , suspe sio or other sa ctio 
u der the Federal or State health care
program had, or could have had, a 
sig ifica t adverse impact o  Federal or 
State health care programs or the 
be eficiaries of those programs or other
i dividuals;
(ii) The period of exclusio , 

suspe sio or other sa ctio imposed
u der the Federal or State health care
program is greater tha 3 years; or
(iii) The i dividual or e tity has a

prior crimi al, civil or admi istrative
record.
(3) O ly the followi g factors may be

co sidered mitigati g a d a basis for
shorte i g the period of exclusio 
(i) The period of exclusio , suspe sio 

or other sa ctio imposed u der the 
Federal or State health care program is
less tha 3 years;
(ii) The i dividual’s or e tity’s

cooperatio with Federal or State
officials resulted i  the sa ctio i g of 
other i dividuals or e tities; or
(iii) Alter ative sources of the types of 

health care items or services fur ished
by the i dividual or e tity are  ot
available.
(4) The OIG will  ormally  ot

co sider a request for rei stateme t i 
accorda ce with § 1001.3001 u til the 
period of exclusio  imposed by the OIG
has expired.
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§ 1001.701 Excessive claims or furnishing 
of unnecessary or substandard  tems and
services.
(a) Circumsta ce for exclusio . The 

OIG may exclude a i dividual or e tity
that has
(1) Submitted, or caused to be

submitted, bills or requests for payme ts
u der Medicare or a y of the State
health care programs co tai i g charges
or costs for items or services fur ished
that are substa tially i  excess of such
i dividual’s or e tity’s usual charges or 
costs for such items or services; or
(2) Fur ished, or caused to be 

fur ished, to patie ts (whether or  ot
covered by Medicare or a y of the State
health care programs) a y items or 
services substa tially i excess of the 
patie t’s  eeds, or of a quality that fails 
to meet professio ally recog ized
sta dards of health care.
(b) The OIG’s determi atio u der

paragraph (a)(2) of this sectio that the 
items or services fur ished were
excessive or of u acceptable quality
will be made o  the basis of
i formatio , i cludi g sa ctio reports,
from the followi g sources:
(1) The PRO for the area served by the 

i dividual or e tity;
(2) State or local lice si g or 

certificatio authorities;
(3) Fiscal age ts or co tractors, or 

private i sura ce compa ies;
(4) State or local professio al

societies; or
(5) A y other sources deemed

appropriate by the OIG.
(c) Exceptio s. A i dividual or e tity

will  ot be excluded for—
(1) Submitti g, or causi g to be 

submitted, bills or requests for payme t
that co tai charges or costs
substa tially i excess of usual charges
or costs whe such charges or costs are
due to u usual circumsta ces or medical
complicatio s requiri g additio al time, 
effort, expe se or other good cause; or
(2) Fur ishi g, or causi g to be 

fur ished, items or services i excess of 
the  eeds of patie ts, whe the items or 
services were ordered by a physicia or 
other authorized i dividual, a d the 
i dividual or e tity fur ishi g the items
or services was  ot i a positio to
determi e medical  ecessity or to refuse
to comply with the order of the 
physicia or other authorized i dividual.
(d) Le gth of exclusio . (1) A 

exclusio imposed i accorda ce with
this sectio  will be for a period of 3
years, u less aggravati g or mitigati g
factors listed i  paragraphs (d)(2) a d
(d)(3) of this sectio form a basis for 
le gthe i g or shorte i g the period.
(2) A y of the followi g factors may

be co sidered aggravati g a d a basis
for le gthe i g the period of exclusio 

(i) The violatio s were serious i 
 ature, a d occurred over a period of
o e year or more;
(ii) The violatio s had a sig ifica t

adverse physical, me tal or fi a cial
impact o program be eficiaries or other
i dividuals;
(iii) The i dividual or e tity has a

prior crimi al, civil or admi istrative
sa ctio record; or
(iv) The violatio resulted i  fi a cial

loss to Medicare or the State health care
programs of $1,500 or more.
(3) O ly the followi g factors may be 

co sidered mitigati g a d a basis for
reduci g the period of exclusio 
(i) There were few violatio s a d they

occurred over a short period of time; or
(ii) Alter ative sources of the type of 

health care items or services fur ished
by the i dividual or e tity are  ot
available.
§ 1001.801 Failure of HMOs and CMPs to 
furnish medically necessary  tems and
services.

(a) Circumsta ces for exclusio . The 
OIG may exclude a e tity
(1) That is a
(1) Health mai te a ce orga izatio 

(HMO), as defi ed i  sectio 1903(m) of 
the Act, providi g items or services
u der a State Medicaid Pla ;
(ii) Primary care case ma ageme t

system providi g services, i 
accorda ce with a waiver approved
u der sectio 1915(b)(1) of the Act; or
(iii) HMO or competitive medical pla 

providi g items or services i  
accorda ce with a risk-shari g co tract
u der sectio 1876 of the Act;
(2) That has failed substa tially to

provide medically  ecessary items a d
services that are required u der a pla , 
waiver or co tract described i 
paragraph (a)(1) of this sectio to be 
provided to i dividuals covered by such
pla , waiver or co tract; a d
(3) Where such failure has adversely

affected or has a substa tial likelihood 
of adversely affecti g covered
i dividuals.
(b) The OIG’s determi atio u der

paragraph (a)(2) of this sectio that the
medically  ecessary items a d services
required u der law or co tract were  ot
provided will be made o  the basis of 
i formatio , i cludi g sa ctio reports,
from the followi g sources:
(1) The PRO or other quality

assura ce orga izatio u der co tract
with a State Medicaid pla for the area
served by the HMO or competitive 
medical pla ;
(2) State or local lice si g or 

certificatio authorities;
(3) Fiscal age ts or co tractors, or

private i sura ce compa ies;
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(4) State or local professio al
societies;
(5) HCFA’s HMO complia ce office;

or
(6) A y other sources deemed

appropriate fey the OIG.
(c) Le gth of exclusio . (1);A  

exclusio imposed i accorda ce with
this sectio  will be for a period of 3
years, u less aggravati g or mitigati g 
factors fisted i  paragraphs (c)(2) a d
(c)(3) of this sectio form a basis for 
le gthe i g or shorte i g the period.
(2) A y of the followi g factors may

be co sidered aggravati g a d a basis
for le gthe i g the period of exclusio 
(i) The e tity failed to provide a large 

 umber or a variety of items or services;
(ii) The failures occurred over a

le gthy period o£ time;
(iii) The e tity’s failure to provide a

 ecessary item or service had or could 
have had a serious adverse effect; or
(iv) The e tity has a crimi al, civil or

admi istrative sa ctio record.
(3) O ly the followi g factors may be 

co sidered as mitigati g a d a basis for 
reduci g the period of exclusio 
(i) There were few violatio s a d they

occurred over a short period of time; of
(ii) Alter ative sources of the type of 

health care items or services fur ished
by the e tity are  et available.
(iii) ,The e tity took corrective actio 

upo  lear i g of impermissible activities
by a employee or co tractor.
§ 1001.901 False or  mproper claims.
(a) Circumstance f r exclusi n. The

OIG may exclude a y i dividual or 
e tity that it determi es has committed 
a act described i  sectio  1128A of the 
Act. The impositio  of a civil mo ey 
pe alty or assessme t is  ot a 
prerequisite for a exclusio  u der this
sectio .
(b) Length  f exclusi n. I  determi i g

the le gth of a exclusio imposed i 
accorda ce with this sectio , the OIG
will co sider the followi g factors
(1) The  ature a d circumsta ces

surrou di g the actio s that are the 
basis for liability, i cludi g the period of 
time overwhich the acts occurred, the 
 umber of acts, whether there is
evide ce of a patter a d the amou t
claimed;
(2) The degree of culpability;
(3) The i dividual's or e tity’s prior 

crimi al, civil or admi istrative sa ctio 
record (The lack of a y prior record is to
be co sidered  eutral): a d
(4) Other matters as justice may 

require.
§1001.951 Frau d an d k ic k b a c k s an d o th e r
p ro h ib ited a c tiv it ie s  
(a) Circumstancef r exclusi n. (1)

Except as provided for i  paragraph
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(a){2)(ii) ©f this sectio , the OIG may
exclude a y i dividual o e tity that it 
determi es has committed a act
described i sectio 1128B(b) of the Act.
(2) With respect to acts described i 

sectio 1128B of the Act, the OIG
(i) May exclude a y i dividual or 

e tity that it determi es has k owi gly 
a d willfully solicited, received, offered' 
or paid a y remu eratio i the ma  er
a d for the purposes described therei , 
irrespective of whether the i dividual or 
e tity may be able to prove that the 
remu eratio  was also i te ded for 
some other purpose; a d
(iffWill  ot exclude a y i dividual or 

e tity if that i dividual or e tity ca 
prove that the remu eratio that is the
subject of the exclusio is exempted
from servi g as the basis for a 
exclusio .
(b) Length  f exclusi n. (1) The 

followi g factors will be co sidered i 
determi i g the le gth of exclusio  i 
accorda ce with this sectio 
(1) ;The  ature a d circumsta ces of 

the acts a d other similar acts;
(ii) The  ature a d exte t of a y

adverse physical; me tal, fi a cial or 
other impact the co duct had o 
program be eficiaries or other
i dividuals or the Medicare or State
health programs;
(iii) The excluded i dividual’s or 

e tity’s prior crimi al, civil or 
admi istrative sa ctio  record (The lack
of a y prior record is to be co sidered
 eutral); a d
(iv) A y other facts beari g o the 

 ature a d serious ess of the
i dividual’s or e tity’s misco duct.
(2) It will be co sidered a mitigati g 

factor if
(i) The i dividual had a docume ted

me tal, emotio al, or physical co ditio  
before or duri g the commissio  of the
prohibited act{s) that reduced the 
i dividual’s culpability for the acts i 
questio ;
(ii) The i dividual’s or e tity’s

cooperatio with Federal or State
officials resulted i the
(A) Sa ctio i g of other i dividuals or 

e tities, or
(IB) Impositio of a civil mo ey

pe alty agai st others; or
(iii) Alter ative sources of the type of 

health care items or services provided
by the i dividual or e tity are  ot
available.
§ 1001.952 Exceptions.
The followi g payme t practices shall 

 ot be treated as a crimi al offe se 
u der sectio 1128B of the Act a d shall 
 ot serve as the basis for a exclusio :
(a),Investment in terests. As used i 

sectio 1128B of the Act,, “remu eratio ”
does  ot i clude a y payme t that is a

retur o art i vestme t i terest, such a«
a divide d o r i terest i come, made to
a i vestor as lo g as all of the 
applicable sta dards are met withi o e 
of the followi g two categories of 
e tities:
(1) If, withi the previous fiscal year

or previous 12 mo th period, the e tity 
possesses more tha $50,000,000 i 
u depreciated  et ta gible assets (based
o the  et acquisitio cost of purchasi g
such assets from a u related e tity)
related to the fur ishi g of items a d
services, all of the followi g five 
applicable sta dards must be met
(i) Wdh respect to a i vestme t 

i terest that is a equity security, the
equity security must be registered with
the Securities a d Excha ge
Commissio  u der 15 U.S.C. 781 (bl or
(si
tu), The i vestme t i terest of a  

i vestor i a positio to make or 
i flue ce referrals to, fur ish items or
services to, or otherwise ge erate
busi ess for the e tity must be obtai ed
o  terms equally available to the public 
through tradi g o  a registered  atio al
securities excha ge, such as the New
York Stock Excha ge or the America  
Stock Excha ge, or o  the Natio al
Associatio of Securities Dealers
Automated Quotatio System.
(iii) The e tity or a y i vestor must,

 ot market or fur ish the e tity’s items 
or services (or those of a other e tity as
part of a cross referral agreeme t) to
passive i vestors differe tly tha to
 o -i vestors.
(iv) The e tity must  ot loa fu ds it

or guara tee a loa for a  i vestor who 
is i  a positio  to make or i flue ce 
referrals to,, fur ish, items or services to.
or otherwise ge erate busi ess for the 
e tity if the i vestor uses a y part of
such loa to obtai the i vestme t
i terest
(v) The amou t of payme t to a 

i vestor i retur for the i vestme t
i terest must be directly proportio al to
the amou t of the capital i vestme t of
that i vestor.
(2) If the e tity possesses i vestme t

i terests that are held by either active or
passive i vestors, all of. the followi g
eight applicable sta dards must be 
met
(i) No more tha 40 perce t of the 

value of the i vestme t i terests of each 
class of i vestme ts may be held i  the
previous fiscal year or previous 12
mo th period by i vestors who are i  a
positio to make or i flue ce referrals
to, fur ish items or services to, or 
otherwise ge erate busi ess for the 
e tity.
(ii) The terms o which a i vestme t 

i terest is offered to a passive i vestor,
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if a y, who is i a positio to make or
i flue ce referrals to, fur ish items or
services to, or otherwise ge erate
busi ess for the e tity must be  o
differe t from the terms offered to other
passive i vestors.
(iii) The terms o  which a  i vestme t

i terest is offered to a  i vestor who is 
i a positio to make or i flue ce 
referrals to, fur ish items or services to, 
or otherwise ge erate busi ess for the
e tity must  ot be related to he 
previous or expected volume of 
referrals, items or services fur ished, or 
the amou t of busi ess otherwise
ge erated from that i vestor to the 
e tity.
(iv) There is  o requireme t that a

passive i vestor, if a y, make referrals
to, be i  a positio to make or i flue ce 
referrals to, fur ish items or services to,
or otherwise ge erate busi ess for the
e tity as a co ditio  for remai i g as a 
i vestor.
(v) The e tity or a y i vestor must  ot

market or fur ish the e tity’s items or
services (or those of a other e tity as
part of a cross referral agreeme t) to 
passive i vestors differe tly tha to 
 o -i vestors.
(vi) No more tha  40 perce t of the 

gross reve ue of the e tity i the 
previous fiscal year or previous 12
mo th period may come from referrals,
items or services fur ished, or busi ess
otherwise ge erated from i vestors.
(vii) The e tity must  ot loa  fu ds to 

or guara tee a loa  for a i vestor who
is i a positio to make or i flue ce 
referrals to, fur ish items or services to, 
or otherwise ge erate busi ess for the
e tity if the i vestor uses a y part of 
such loa to obtai the i vestme t
i terest.
(viii) The amou t of payme t to a 

i vestor i  retur for the i vestme t
i terest must be directly proportio al to 
the amou t of the capital i vestme t
(i cludi g the fair market value of a y
pre-operatio al services re dered) of 
that i vestor.
For purposes of paragraph (a) of this

sectio , the followi g terms apply.
Active invest rmea s a i vestor either
who is respo sible for the day to day
ma ageme t of the e tity a d is a bo a
fide ge eral part er i a part ership
u der the U iform Part ership Act or 
who agrees i  writi g to u dertake
liability for the actio s of the e tity’s 
age ts acti g withi the scope of their
age cy. Investment interestmea s a
security issued by a e tity, a d may
i clude the followi g classes of 
i vestme ts: shares i  a corporatio , 
i terests or u its of a part ership,
bo ds, debe tures,  otes, or other debt
i strume ts. Invest rmea s a 
i dividual or e tity either who directly

holds a i vestme t i terest i a 
e tity, or who holds such i vestme t
i terest i directly by, i cludi g but  ot
limited to, such mea s as havi g a
family member hold such i vestme t
i terest or holdi g a legal or be eficial
i terest i  a other e tity (such as a trust
or holdi g compa y] that holds such
i vestme t i terest. Passive invest r
mea s a  i vestor who is  ot a active
i vestor, such as a limited part er i a
part ership u der the U iform 
Part ership Act, a shareholder i a 
corporatio , or a holder of a debt
security
(b) Space Rental. As used i sectio 

1128B of the Act, "remu eratio ” does
 ot i clude a y payme t made by a
lessee to a lessor for the use of premises, 
as lo g as all of the followi g five
sta dards are met
(1) The lease agreeme t is set out i  

writi g a d sig ed by the parties.
(2) The lease specifies the premises

covered by the lease.
(3) If the lease is i te ded to provide

the lessee with access to the premises
for periodic i tervals of time, rather tha 
o a full-time basis for the term of the 
lease, the lease specifies exactly the 
schedule of such i tervals, their precise
le gth, a d the exact re t for such
i tervals.
(4) The term of the lease is for  ot less

tha o e year.
(5) The aggregate re tal charge is set

i adva ce, is co siste t with fair
market value i arms le gth
tra sactio s a d is  ot determi ed i  a
ma  er that takes i to accou t the 
volume or value of a y referrals or 
busi ess otherwise ge erated betwee 
the parties for which payme t may be
made i  whole or i  part u der
Medicare or a State health care
program.
For purposes of paragraph (b) of this

sectio , the term fa ir market value
mea s the value of the re tal property
for ge eral commercial purposes, but
shall  ot be adjusted to reflect the
additio al value that o e party (either 
the prospective lessee or lessor) would
attribute to the property as a result of its
proximity or co ve ie ce to sources of
referrals or busi ess otherwise
ge erated for which payme t may be
made i  whole or i part u der
Medicare or a State health care
program.
(c) Equipment rental. As used i  

sectio 1128B of the Act, "remu eratio ”
does  ot i clude a y payme t made by
a lessee of equipme t to the lessor of the 
equipme t for the use of the equipme t,
as lo g as all of the followi g five
sta dards are met
(1) The lease agreeme t is set out i 

writi g a d sig ed by the parties.

(2) The lease specifies the equipme t 
covered by the lease.
(3) If the lease is i te ded to provide 

the lessee with use of the equipme t for 
periodic i tervals of time, rather tha o 
a full-time basis for the term of the 
lease, the lease specifies exactly the 
schedule of such i tervals, their precise
le gth, a d the exact re t for such
i terval.
(4) The term of the lease is for  ot less

tha o e year.
(5) The aggregate re tal charge is set

i adva ce, is co siste t with fair
market value i arms le gth
tra sactio s a d is  ot determi ed i  a 
ma  er that takes i to accou t the 
volume or value of a y referrals or 
busi ess otherwise ge erated betwee 
the parties for which payme t may be
made i  whole or i part u der
Medicare or a State health care
program.
For purposes of paragraph (c) of this

sectio , the term fa ir market value
mea s the value of the equipme t whe  
obtai ed from a ma ufacturer or 
professio al distributor, but shall  ot be 
adjusted to reflect the additio al value
o e party (either the prospective lessee
or lessor) would attribute to the 
equipme t as a result of its proximity or
co ve ie ce to sources of referrals or
busi ess otherwise ge erated for which
payme t may be made i  whole or i  
part u der Medicare or a State health
care program.
(d) Pers nal services and

management c ntracts. As used i  
sectio 1128B of the Act, “remu eratio ”
does  ot i clude a y payme t made by
a pri cipal to a age t as compe satio 
for the services of the age t, as lo g as
all of the followi g six sta dards are
met
(1) The age cy agreeme t is set out i 

writi g a d sig ed by the parties.
(2) The age cy agreeme t specifies 

the services to be provided by the age t.
(3) If the age cy agreeme t is 

i te ded to provide for the services of 
the age t o a periodic, sporadic or part-
time basis, rather tha o a full-time
basis for the term of the agreeme t, the 
agreeme t specifies exactly the 
schedule of such i tervals, their precise
le gth, a d the exact charge for such
i tervals.
(4) The term of the agreeme t is for 

 ot less tha o e year.
(5) The aggregate compe satio paid

to the age t over the term of the 
agreeme t is set i  adva ce, is
co siste t with fair market value i  
arms-le gth tra sactio s a d is  ot
determi ed i a ma  er that takes i to 
accou t the volume or value of a y
referrals or busi ess otherwise

- -

-

— 

-
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ge erated betwee the parties for which
payme t may be made i  whole or i 
part u der Medicare or a State health
care program.
(6) The services performed u der the 

agreeme t do  ot i volve the 
cou selli g or promotio  of a busi ess
arra geme t or other activity that
violates a y State or Federal law.
For purposes of paragraph (d) of this 

sectio , a age t of a pri cipal is a y
perso , other tha a bo a fide employee 
of the pri cipal, who has a  agreeme t
to perform services for, or o  behalf of, 
the pri cipal.
(e) Sale  fpractice.As used i sectio 

1128Bof the Act, “remu eratio ” does
 ot i clude a y payme t made to a 
practitio er by a other practitio er
where the former practitio er is selli g 
his or her practice to the latter
practitio er, as lo g as both of the 
followi g two sta dards are met
(1) The period from the date of the 

first agreeme t pertai i g to the sale to
the completio of the sale is  ot more 
tha o e year.
(2) The practitio er who is selli g his

or her practice will  ot be i a 
professio al positio to make referrals
to, or otherwise ge erate busi ess for, 
the purchasi g practitio er for which
payme t may be made i  whole or i  
part u der Medicare or a State health
care program after o e year from the 
date of the first agreeme t pertai i g to
the sale.
(f) Referral services. As used i  

sectio 1128B of the Act, “remu eratio ”
does  ot i clude a y payme t or 
excha ge of a ythi g of value betwee 
a i dividual or e tity (“participa t”)
a d a other e tity servi g as a referral
service (“referral service”), as lo g as all 
of the followi g four sta dards are
met
(1) The referral service does  ot

exclude as a participa t i the referral
service a y i dividual or e tity who
meets the qualificatio s for
participatio .
(2) A y payme t the participa t

makes to the referral service is assessed
equally agai st a d collected equally
from all participa ts, a d is o ly based
o the cost of operati g the referral
service, a d  ot o the volume or value
of a y referrals to or busi ess otherwise
ge erated by the participa ts for the 
referral service for which payme t may
be made i  whole or i  part u der
Medicare or a State health care
program.
(3) The referral service imposes  o

requireme ts o the ma  er i  which
the participa t provides services to a 
referred perso , except that the referral
service may require that the participa t
charge the perso referred at the same

rate as it charges other perso s  ot 
referred by the referral service, or that
these services be fur ished free of 
charge or at reduced charge.
(4) The referral service makes the 

followi g five disclosures to each perso 
seeki g a referral, with each such
disclosure mai tai ed by the referral
service i  a writte  record certifyi g
such disclosure a d sig ed by either
such perso  seeki g a referral or by the 
i dividual maki g the disclosure o  
behalf of the referral service—
(i) The ma  er i which it selects the 

group of participa ts i the referral
service to which it could make a 
referral;
(ii) Whether the participa t has paid a 

fee to the referral service;
(iii) The ma  er i  which it selects a 

particular participa t from this group for
that perso ;
(iv) The  ature of the relatio ship

betwee the referral service a d the 
group of participa ts to whom it could
make the referral; a d
(v) The  ature of a y restrictio s that

would exclude such a i dividual or 
e tity from co ti ui g as a participa t.
(g) Warranties. As used i sectio 

1128B of the Act, “remu eratio " does
 ot i clude a y payme t or excha ge of 
a ythi g of value u der a warra ty
provided by a ma ufacturer or supplier
of a  item to the buyer (such as a health
care provider or be eficiary) of the item, 
as lo g as the buyer complies with all of 
the followi g sta dards i  paragraphs
(g)(1) a d (g)(2) of this sectio  a d the 
ma ufacturer or supplier complies with
all of the followi g sta dards i  
paragraphs (g)(3) a d (g)(4) of this 
sectio 
(1) The buyer must fully a d

accurately report a y price reductio of 
the item (i cludi g a free item), which
was obtai ed as part of the warra ty, i  
the applicable cost reporti g mecha ism
or claim for payme t filed with the 
Departme t or a State age cy.
(2) The buyer must provide, upo 

request by the Secretary or a State
age cy, i formatio  provided by the 
ma ufacturer or supplier as specified i  
paragraph (g)(3) of this sectio .
(3) The ma ufacturer or supplier must 

comply with either of the followi g two
sta dards
(i) The ma ufacturer or supplier must

fully a d accurately report the price
reductio of the item (i cludi g a free 
item), which was obtai ed as part of the 
warra ty, o the i voice or stateme t
submitted to the buyer, a d i form the 
buyer of its obligatio s u der
paragraphs (a)(1) a d (a)(2) of this
sectio .
(ii) Where the amou t of the price 

reductio is  ot k ow at the time of

sale, the ma ufacturer or supplier musi 
fully a d accurately report the existe ce
of a warra ty o the i voice or 
stateme t, i form the buyer of its 
obligatio s u der paragraphs (g)(1) a d
(g)(2) of this sectio , a d, whe the price 
reductio  becomes k ow , provide the 
buyer with docume tatio  of the 
calculatio of the price reductio 
resulti g from the warra ty.
(4) The ma ufacturer or supplier must 

 ot pay a y remu eratio  to a y
i dividual (other tha a be eficiary) or
e tity for a y medical, surgical, or
hospital expe se i curred by a 
be eficiary other tha for the cost of the
item itself. *
For purposes of paragraph (g) of this

sectio , the term warrantymea s either 
a agreeme t made i accorda ce with
the provisio s of 15 U.S.C. 2301(6), or a 
ma ufacturer’s or supplier’s agreeme t 
to replace a other ma ufacturer’s or
supplier's defective item (which is
covered by a agreeme t made i  
accorda ce with this statutory
provisio ), o  terms equal to the 
agreeme t that it replaces.
(h) Disc unts. As used i  sectio 

1128B of the Act, “remu eratio ” does
 ot i clude a discou t, as defi ed i  
paragraph (h)(3) of this sectio , o a
good or service received by a buyer, 
which submits a claim or request for 
payme t for the good or service for
which payme t may be made i  whole 
or i  part u der Medicare or a State
health care program, from a seller as
lo g as the buyer complies with the 
applicable sta dards of paragraph (h)(1)
of this sectio a d the seller complies 
with the applicable sta dards of 
paragraph (h)(2) of this sectio :
(1) With respect to the followi g three

categories of buyers, the buyer must 
comply with all of the applicable
sta dards withi each category
(i) If the buyer is a e tity which 

reports its costs o a cost report
required by the Departme t or a State
age cy, it must comply with all of the 
followi g four sta dards
(A) The discou t must be ear ed

based o  purchases of that same good or
service bought withi a si gle fiscal
year of the buyer;
(B) The buyer must claim the be efit

of the discou t i the fiscal year i  
which the discou t is ear ed or the
followi g year;
(C) The buyer must fully a d

accurately report the discou t i  the 
applicable cost report; a d
(D) The buyer must provide, upo 

request by the Secretary or a State
age cy, i formatio  provided by the 
seller as specified i  paragraph (h)(2)(ii)
of this sectio .

— 
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(ii) If the buyer is a e tity which is a
health mai te a ce orga izatio or 
competitive medical pla acti g i  
accorda ce with a risk co tract u der
sectio  1876(g) or 1903(m) of the Act, or 
u der a other State health care
program, it  eed  ot report the discou t
except as otherwise may be required
u der the risk co tract.
(iii) If the buyer is  ot a e tity

described i  paragraphs (h)(l)(i) or
(h)(l)(ii) of this sectio , it must comply 
with all of the followi g three
sta dards
(A) The discou t must be made at the 

time of the origi al sale of the good or 
service;
(B) Where a item or service is

separately claimed for payme t with the 
Departme t or a State age cy, the buyer
must fully a d accurately report the 
discou t o that item or service; a d
(C) The buyer must provide, upo 

request by the Secretary or a State
age cy, i formatio provided by the 
seller as specified i  paragraph
(h)(2)(ii)(A) of this sectio .
(2) With respect to either of the 

followi g two categories of buyers, the 
seller must comply with all of the 
applicable sta dards withi each
category—
(i) If the buyer is a e tity described

i paragraph (h)(l)(ii) of this sectio , the 
seller  eed  ot report the discou t to the 
buyer for purposes of this provisio .
(ii) If the buyer is a y other i dividual

or e tity, the seller must comply with
either of the followi g two sta dards
(A) Where a discou t is required to be 

reported to the Departme t or a State
age cy u der paragraph (h)(1) of this
sectio , the seller must fully a d
accurately report such discou t o  the
i voice or stateme t submitted to the 
buyer, a d i form the buyer of its
obligatio s to report such discou t; or
(B) Where the value of the discou t is 

 ot k ow at the time of sale, the seller
must fully a d accurately report the 
existe ce of a discou t program o  the 
i voice or stateme t submitted to the
buyer, i form the buyer of its obligatio s
u der paragraph (h)(1) of this sectio 
a d, whe the value of the discou t
becomes k ow , provide the buyer with
docume tatio of the calculatio of the 
discou t ide tifyi g the specific goods
or services purchased to which the 
discou t will be applied.
(3) For purposes of this paragraph, the

term disc untmea s a reductio i  the 
amou t a seller charges a buyer (who 
buys either directly or through a
wholesaler or a group purchasi g
orga izatio ) for a good or service
based o  a arms le gth tra sactio .
The term disc untmay i clude a rebate
check, credit or coupo  directly

redeemable from the seller o ly to the 
exte t that such reductio s i price are
attributable to the origi al good or
service that was purchased or fur ished. 
The term disc unt does  ot i clude
(i) Cash payme t;
(ii) Fur ishi g o e good or service

without charge or at a reduced charge i  
excha ge for a y agreeme t to buy a
differe t good or service;
(iii) A reductio  i  price applicable to

o e payor but  ot to Medicare or a State
health care program;
(iv) A reductio i  price offered to a

be eficiary (such as a routi e reductio 
or waiver of a y coi sura ce or
deductible amou t owed by a program
be eficiary);
(v) Warra ties;
(vi) Services provided i accorda ce

with a perso al or ma ageme t services
co tract; or
(vii) Other remu eratio i cash or i 

ki d  ot explicitly described i this
paragraph.
(i) Empl yees. As used i sectio 

1128B of the Act, "remu eratio ” does
 ot i clude a y amou t paid by a 
employer to a employee, who has a
bo a fide employme t relatio ship with
the employer, for employme t i the
fur ishi g of a y item or service for 
which payme t may be made i  whole
or i  part u der Medicare or a State
health care program. For purposes of
paragraph (i) of this sectio , the term
empl yee has the same mea i g as it
does for purposes of 26 U.S.C. 3121(d)(2).
(j) Gr uppurchasing  rganizati ns.

As used i sectio  1128B of the Act, 
“remu eratio ” does  ot i clude a y
payme t by a ve dor of goods or
services to a group purchasi g
orga izatio (GPO), as part of a 
agreeme t to fur ish such goods or 
services to a  i dividual or e tity as
lo g as both of the followi g two
sta dards are met
(1) The GPO must have a writte 

agreeme t with each i dividual or 
e tity, for which items or services are
fur ished, that provides for either of the 
followi g—
(i) The agreeme t states that

participati g ve dors from which the
i dividual or e tity will purchase goods
or services will pay a fee to the GPO of 
3 perce t or less of the purchase price of 
the goods or services provided by that
ve dor.
(ii) I the eve t the fee paid to the 

GPO is  ot fixed at 3 perce t or less of 
the purchase price of the goods or
services, the agreeme t specifies the 
amou t (or if  ot k ow , the maximum
amou t) the GPO will be paid by each
ve dor (where such amou t may be a
fixed sum or a fixed perce tage of the
value of purchases made from the

ve dor by the members of the group 
u der the co tract betwee the ve dor
a d the GPO).
(2) Where the e tity which receives

the goods or service from the ve dor is a 
health care provider of services, the
GPO must disclose i  writi g to the
e tity at least a  ually, a d to the 
Secretary upo  request, the amou t
received from each ve dor with respect
to purchases made by or o  behalf of the 
e tity.
For purposes of paragraph (j) of this

sectio , the term gr up purchasing
 rganizati n (GPO) mea s a e tity
authorized to act as a purchasi g age t
for a group of i dividuals or e tities who 
are fur ishi g services for which
payme t may be made i whole or i  
part u der Medicare or a State health
care program, a d who are  either
wholly-ow ed by the GPO  or
subsidiaries of a pare t corporatio that
wholly ow s the GPO (either directly or
through a other wholly-ow ed e tity).
(k) Waiver  f beneficiary c insurance

and deductible am unts. As used i  
sectio 1128B of the Act, "remu eratio ”
does  ot i clude a y reductio or 
waiver of a Medicare or a State health
care program be eficiary’s obligatio to
pay coi sura ce or deductible amou ts
as lo g as all of the sta dards are met
withi either of the followi g two
categories of health care providers:
(l) If the coi sura ce or deductible

amou ts are owed to a hospital for 
i patie t hospital services for which
Medicare pays u der the prospective
payme t system, the hospital must
comply with all of the followi g three
sta dards
(1) The hospital must  ot later claim

the amou t reduced or waived as a bad
debt for payme t purposes u der
Medicare or otherwise shift the burde 
of the reductio  or waiver o to
Medicare, a State health care program, 
other payers, or i dividuals.
(ii) The hospital must offer to reduce

or waive the coi sura ce or deductible
amou ts without regard to the reaso 
for admissio , the le gth of stay of the 
be eficiary, or the diag ostic related
group for which the claim for Medicare
reimburseme t is filed.
(iii) The hospital’s offer to reduce or 

waive the coi sura ce or deductible
amou ts must  ot be made as part of a 
price reductio agreeme t betwee a 
hospital a d a third party payor.
(2) If the coi sura ce or deductible

amou ts are owed by a i dividual who 
qualifies for subsidized services u der a 
provisio of the Public Health Services
Act or u der titles V or XIX of the Act to
a federally qualified health care ce ter
or other health care facility u der a y
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Public Health Services Act gra t
program or u der title V of the Act, the 
health care ce ter or facility may reduce
or waive the coi sura ce or deductible
amou ts for items or services for which
payme t may be made i  whole or i 
part u der part B of Medicare or a State
health care program.
§ 1001.953 016 report on compliance with 
investment interest safe harbor.
Withi 180 days of the effective date

of this subpart, the OIG will report to
the Secretary o  the complia ce with
§§ 1001.952(a)(2)(i) a d
10Q1.952(a)(2)(vi).
§ 1001.1001 Exclusion of entities owned
or controlled by a sanctioned person.
(a) Circumstance f r exclusi n. (1)

The OIG may exclude a e tity if:
(1) A perso with a relatio ship with

such e tity
(A) Has bee co victed of a crimi al 

offe se as described i  sectio s 1128(a)
a d 1128(b) (1), (2) or (3) of the Act;
(B) Has had civil mo ey pe alties or 

assessme ts imposed u der sectio 
1128A of the Act; or
(C) Has bee excluded from

participatio i Medicare or a y of the 
State health care programs, a d
(ii) Such a perso 
(A) Has a direct or i direct ow ership

i terest (or a y combi atio thereof) of 
5 perce t or more i  the e tity;
(B) Is the ow er of a whole or part

i terest i  a y mortgage, deed of trust, 
 ote or other obligatio secured (i 
whole or i  part) by the e tity or a y of 
the property or assets thereof, i  which 
whole or part i terest is equal to or 
exceeds 5 perce t of the total property
a d assets of the e tity;
(C) Is a officer or director of the 

e tity, if the e tity is orga ized as a 
corporatio ;
(D) Is a part er i  the e tity, if the 

e tity is orga ized as a part ership;
(E) Is a age t of the e tity; or
(F) Is a ma agi g employee, that is, a 

i dividual (i cludi g a ge eral ma ager,
busi ess ma ager, admi istrator or 
director) who exercises operatio al or 
ma agerial co trol over the e tity or 
part thereof, or directly or i directly
co ducts the day to day operatio s of 
the e tity or part thereof.
(2) For purposes of this sectio , the 

term:
Agentmea s a y perso who has

express or implied authority to obligate
or act o behalf of a e tity.
Indirect  wnership interest i cludes

a ow ership i terest through a y other
e tities that ultimately have a 
ow ership i terest i  the e tity i  issue.
(For example, a i dividual has a 10
perce t ow ership i terest i  the e tity

at issue if he or she has a 20 perce t
ow ership i terest i  a corporatio that
wholly ow s a subsidiary that is a 50
perce t ow er of the e tity i  issue.)
Ownership interestmea s a i terest

i :
(1) The capital, the stock or the profits 

of the e tity, or
(ii) A y mortgage, deed, trust or  ote, 

or other obligatio secured i  whole or 
i part by the property or assets of the 
e tity.
(b) Length  f exclusi n. (1) Except as

provided i § 1001.3002(c), exclusio s
u der this sectio will be for the same 
period as that of the i dividual whose
relatio ship with the e tity is the basis
for this exclusio , if the i dividual has
bee or is bei g excluded.
(2) If the i dividual was  ot excluded, 

the le gth of the e tity’s exclusio  will 
be determi ed by co sideri g the 
factors that would have bee co sidered
if the i dividual had bee excluded.
(3) A  e tity excluded u der this

sectio may apply for rei stateme t at
a y time i accorda ce with the 
procedures set forth i § 1001.3001(a)(2).
§ 1001.1101 Failure to disciose certain 
information.
(a) Circumstance f r exclusi n. The 

OIG may exclude a y e tity that did  ot 
fully a d accurately, or completely, 
make disclosures as required by sectio 
,1124,1124A or 1126 of the Act, a d by
part 455, subpart B a d part 420, subpart
C of this title.
(b) Length  f exclusi n. The followi g 

factors will be co sidered i 
determi i g the le gth of a  exclusio 
u der this sectio 
(1) The  umber of i sta ces where full

a d accurate, or complete, disclosure
was  ot made;
(2) The sig ifica ce of the u disclosed

i formatio ;
(3) The e tity’s prior crimi al, civil 

a d admi istrative sa ctio record (The
lack of a y prior record is to be 
co sidered  eutral);
(4) A y other facts that bear o  the 

 ature or serious ess of the co duct;
(5) The availability of alter ative

sources of the type of health care
services provided by the e tity; a d
(6) The exte t to which the e tity

k ew that the disclosures made were
 ot full or accurate.
§ 1001.1201 Failure to provide payment
information.
(a) Circumstance f r exclusi n. The 

OIG may exclude a y i dividual or 
e tity that fur ishes items or services
for which payme t may be made u der
Medicare or a y of the State health care
programs a d that:

(1) Fails to provide such i formatio  
as is  ecessary to determi e whether
such payme ts are or were due a d the 
amou ts thereof, or
(2) Has refused to permit such 

exami atio a d duplicatio of its 
records as may be  ecessary to verify 
such i formatio .
(b) Length  f exclusi n. The followi g

factors will be co sidered i 
determi i g the le gth of a  exclusio 
u der this sectio 
(1) The  umber of i sta ces where

i formatio w'as  ot provided;
(2) The circumsta ces u der which 

such i formatio was  ot provided;
(3) The amou t of the payme ts at

issue;
(4) The i dividual’s or e tity’s

crimi al, civil or admi istrative sa ctio 
record (The lack of a y prior record is to
be co sidered  eutral); a d
(5) The availability of alter ative

sources of the type of health care items 
or services provided by the i dividual or
e tity.
§ 1001.1301 Failure to grant immediate 
access.
(a) Circumstance f r exclusi n. (1)

The OIG may exclude a y i dividual or
e tity that fails to gra t immediate
access upo reaso able request to
(i) The Secretary, a State survey

age cy or other authorized e tity for the
purpose of determi i g, i  accorda ce
with sectio  1864(a) of the Act, 
whether
(A) A  i stitutio is a hospital or 

skilled  ursi g facility;
(B) A  age cy is a home health

age cy;
(C) A age cy is a hospice program;
(D) A facility is a rural health cli ic as 

defi ed i  sectio  1861(aa)(2) of the Act,
or a comprehe sive outpatie t
rehabilitatio facility as defi ed i 
sectio 1861(cc)(2) of the Act*,
(E) A laboratory is meeti g the 

requireme ts of sectio  1861{s) (15) a d
(16) of the Act, a d sectio 353(f) of the
Public Health Service Act;
(F) A cli ic, rehabilitatio age cy or

public health age cy is meeti g the 
requireme ts of sectio 1861(p)(4) (A) or
(B) of the Act;
(G) A ambulatory surgical ce ter is

meeti g the sta dards specified u der
sectio 1832(a)(2)(F)(i) of the Act;
(H) A portable x-ray u it is meeti g

the requireme ts of sectio 1861(s)(3) of
the Act;
(I) A scree i g mammography service

is meeti g the requireme ts of sectio 
1834(c)(3) of the Act;
(J) A e d stage re al disease facility 

is meeti g the requireme ts of sectio 
1881(b) of the Act;
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(K) A physical therapist i 
i depe de t practice is meeti g the 
requireme ts of sectio 1861(p) of the 
Act;
(L) A  occupatio al therapist i 

i depe de t practice is meeti g the 
requireme ts of sectio 1861(g) of the 
Act;
(M) A  orga  procureme t

orga izatio  meets the requireme ts of 
sectio  1138(b) of the Act; or.
(N) A rural primary care hospital

meets the requireme ts of sectio 
1820(i)(2) of the Act;
(ii) The Secretary, a State survey 

age cy or other authorized e tity to
perform the reviews a d surveys
required u der State pla s i 
accorda ce with sectio s 1902(a)(26)
(relati g to i patie t me tal hospital
services), 1902(a)(31) (relati g to
i termediate care facilities for the 
me tally retarded), 1919(g) (relati g to
 ursi g facilities), 1929(i) (relati g to
providers of home a d commu ity care
a d commu ity care setti gs),
1902(a)(33) a d 1903(g) of the Act;
(iii) The OIG for the purposes of 

reviewi g records, docume ts a d other
data  ecessary to the performa ce of 
the I spector Ge eral’s statutory
fu ctio s; or
(iv) A State Medicaid fraud co trol 

u it for the purpose of co ducti g its
activities.
(2) For purposes of paragraphs (a)(l)(i) 

a d (a)(l)(ii) of this sectio , the term
Failure t  grant immediate access

mea s the failure to gra t access at the 
time of a reaso able request or to
provide a compelli g reaso why access
may  ot be gra ted.
Reas nable requestmea s a writte 

request made by a properly ide tified
age t of the Secretary, of a State survey
age cy or of a other authorized e tity, 
duri g hours that the facility, age cy or 
i stitutio is ope  for busi ess.
The request will i clude a stateme t

of the authority for the request, the 
rights of the e tity i respo di g to the 
request, the defi itio  of reas nable
request a d immediate access, a d the 
pe alties for failure to comply, i cludi g 
whe the exclusio will take effect.
(3) For purposes of paragraphs

(a)(l)(iii) a d (a)(l)(iv) of this sectio , 
the term—
Failure t grant immediate access

mea s:
(i) Except where the OIG or State

Medicaid fraud co trol u it reaso ably
believes that requested docume ts are
about to be altered or destroyed, the 
failure to produce or make available for
i spectio a d copyi g requested
records upo  reaso able request, or to
provide a compelli g reaso why they
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ca  ot be produced, withi 24 hours of 
such request;
(ii) Where the OIG or State Medicaid

fraud co trol u it has reaso to believe
that requested docume ts are about to
be altered or destroyed, the failure to
provide access to requested records at
the time the request is made.
Reas nable requestmea s a writte 

request for docume ts, sig ed by the IG
or a delegatee, a d made by a properly
ide tified age t of the OIG or a State
Medicaid fraud co trol u it duri g 
reaso able busi ess hours, where there 
is i formatio to suggest that the 
i dividual or e tity has violated
statutory or regulatory requireme ts
u der titles V, XI, XVIII, XIX or XX of
the Act. The request will i clude a
stateme t of the authority for the 
request, the rights of the i dividual or 
e tity i  respo di g to the request, the 
defi itio  of reas nable request a d
immediate access, a d the effective 
date, le gth, a d scope a d effect of the 
exclusio that would be imposed for 
failure to comply with the request, a d
the earliest date that a request for 
rei stateme t would be co sidered.
(4) Nothi g i  this sectio shall i  a y

way limit access otherwise authorized
u der State or Federal law.
(b) Length  f exclusi n. (1) A  

exclusio of a i dividual u der this
sectio may be for a period equal to the 
sum of:
(1) The le gth of the period duri g 

which the immediate access was  ot 
gra ted, a d
(ii) A additio al period of up to 90

days.
(2) The exclusio of a e tity may be 

for a lo ger period tha the period i 
which immediate access was  ot
gra ted based o  co sideratio of the 
followi g factors
(i) The impact of the failure to gra t

the requested immediate access o  
Medicare or a y of the State health care
programs, be eficiaries or the public;
(ii) The circumsta ces u der which

such access was refused;
(iii) The impact of the exclusio o 

Medicare or a y of the State health care
programs, be eficiaries or the public; 
a d
(iv) The e tity’s prior crimi al, civil or 

admi istrative sa ctio record (the lack
of a y prior record is to be co sidered
 eutral).
(3) For purposes of paragraphs (b)(1)

a d (b)(2) of this sectio , the le gth of 
the period i  which immediate access
was  ot gra ted will be measured from
the time the request is made, or from the 
time by which access was required to be 
gra ted, whichever is later.

(c) The exclusio will be effective as
of the date immediate access was  ot
gra ted.
§ 1001.1401 Violations of PPS corrective
action.

(a) Circumstance f r exclusi n. The 
OIG may exclude a y hospital that
HCFA determi es has failed
substa tially to comply with a
corrective actio pla required by
HCFA u der sectio 1886(f)(2)(B) of the 
Act.
(b) Length  f exclusi n. The followi g

factors will be co sidered i 
determi i g the le gth of exclusio  
u der this sectio 
(1) The impact of the hospital’s failure

to comply o  Medicare or a y of the 
State health care programs, program 
be eficiaries or other i dividuals;
(2) The circumsta ces u der which

the failure occurred;
(3) The  ature of the failure to comply;
(4) The impact of the exclusio o 

Medicare or a y of the State health care
programs, be eficiaries or the public; 
a d
(5) The hospital’s prior crimi al, civil

or admi istrative sa ctio record (The
lack of a y prior record is to be 
co sidered  eutral).
§ 1001.1501 Default of health education 
loan or scholarship obligations.

(a) Circumstance f r exclusi n. (1)
Except as provided i  paragraph (a)(4)
of this sectio , the OIG may exclude a y 
i dividual that the Public Health Service 
(PHS) determi es is i  default o 
repayme ts of scholarship obligatio s or 
loa s i  co  ectio with health
professio s educatio made or secured
i  whole or i  part by the Secretary.
(2) Before imposi g a exclusio i 

accorda ce with paragraph (a)(1) of this
sectio , the OIG must determi e that
PHS has take all reaso able
admi istrative steps to secure 
repayme t of the loa s or obligatio s. If 
PHS has offered a Medicare offset 
arra geme t as required by sectio 1892
of the Act, the OIG will fi d that all 
reaso able steps have bee take .
(3) The OIG will take i to accou t

access of be eficiaries to physicia s’
services for which payme t may be 
made u der Medicare or State health
care programs i  determi i g whether to
impose a exclusio .
(4) The OIG will  ot exclude a 

physicia who is the sole commu ity 
physicia or the sole source of esse tial
specialized services i  a commu ity if a 
State requests that the physicia  ot be 
excluded.
(b) Length  f exclusi n. The 

i dividual will be excluded u til such
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time as PHS  otifies the OIG that the 
default has bee cured or the obligatio s
have bee resolved to the PHS’s
satisfactio . Upo such  otice, the OIG
will i form the i dividual of his or her
right to request rei stateme t.
§ 1001.1601 Violations of the limitations 
on physician charges.
(a) Circumstance f r exclusi n. (1)

The OIG may exclude a physicia whom 
it determi es, for a y period begi  i g 
o  or after Ja uary 1,1987—
(i) Is a  o participati g physicia 

u der sectio  1842(i) of the Act;
(ii) Fur ished services to a

be eficiary;
(iii) K owi gly a d willfully billed o  

a repeated basis for such services actual
charges i  excess of
(A) The maximum allowable actual

charge determi ed i accorda ce with
sectio  1842(j)(l)(C) of the Act for the 
period Ja uary 1,1987 through 
December 31,1990, or
(BJ The limiti g charges determi ed i 

accorda ce with sectio  1848(g](2) of the 
Act for the period begi  i g Ja uary 1,
1991; a d
(iv) Is  ot the sole commu ity 

physicia or sole source of esse tial
specialized services i the commu ity.
(2) The OIG will take i to accou t

access of be eficiaries to physicia s’
services for which Medicare payme t
may be made i determi i g whether to
impose a  exclusio .
(b) Length  f exclusi n. (1) I 

determi i g the le gth of a exclusio i  
accorda ce with this sectio , the OIG
will co sider the followi g factors
(1) The  umber of services for which

the physicia  billed i  excess of the 
maximum allowable charges;
(ii) The  umber of be eficiaries for 

whom services were billed i excess of
the maximum allowable charges;
(iii) The amou t of the charges that

were i  excess of the maximum 
allowable charge»;
(iv) The physicia ’s prior crimi al, 

civil or admi istrative sa ctio record
(the lack of a y prior record is to be 
co sidered  eutral); a d
(v) The availability of alter ative

sources of the type of health care items
or services fur ished by the physicia .
(2) The period of exclusio may  ot

exceed 5 years.
§ 1001.1701 Billing for services of 
assistant at surgery during cataract 
operations.
(a) Circumsta ce for exclusio . The 

OIG may exclude a physicia whom it
determi es
(1) Has k owi gly a d willfully 

prese ted or caused to be prese ted a
claim, or billed a i dividual e rolled

u der Part B of the Medicare program
(or his or her represe tative) for;
(1) Services of a assista t at surgery 

duri g a cataract operatio , or
(ii) Charges that i clude a charge for 

a assista t at surgery duri g a cataract
operatio ;
(2) Has  ot obtai ed prior approval

for the use of such assista t from the 
appropriate Utilizatio a d Quality
Co trol Peer Review Orga izatio 
(PRO) or Medicare carrier; a d
(3) Is  ot the sole commu ity 

physicia or sole source of esse tial
specialized services i  the commu ity.
(b) The OIG will take i to accou t

access of be eficiaries to physicia s’
services for which Medicare payme t
may be made i  determi i g whether to
impose a exclusio .
(c) Le gth of exclusio . (1) I 

determi i g the le gth of a exclusio i 
accorda ce with this sectio , the OIG
will co sider the followi g factors •
(i) The  umber of i sta ces for which

claims were submitted or be eficiaries
were billed for u approved use of
assista ts duri g cataract operatio s;
(ii) The amou t of the claims or bills

prese ted;
(iii) The circumsta ces u der which

the claims or bills were made, i cludi g 
whether the services were medically
 ecessary,
(iv) Whether approval for the use of 

a assista t was requested from the
PRO or carrier;
(v) The physicia ’s crimi al, civil or 

admi istrative sa ctio record (the lack
of a y prior record is to be co sidered
 eutral); a d
(vi) The availability of alter ative

sources of the type of health ca re items 
or services fur ished by the physicia .
(2) The period of exclusio  may  ot 

exceed 5 years.

Subpart D Waivers and Effect  f
Exclusi n

§ 1001.1801 Waivers of exclusions.
(a) The OIG has the authority to gra t

or de y a request from a State health
care program that a exclusio from 
that program be waived with respect to
a i dividual or e tity, except that  o 
waiver may be gra ted with respect to
a exclusio u der § 1001.101(b). The
request must be i  writi g a d from a 
i dividual directly respo sible for
admi isteri g the State health care
program.
(b) With respect to exclusio s u der

§ 1001.101(a), a request from a State
health care program for a waiver of the
exclusio  will o ly be co sidered if the 
i dividual or e tity is the sole 
commu ity physicia or the sole source

of esse tial specialized services i  a
commu ity.
(e) With respect to exclusio s

imposed u der subpart C of this part, a 
request for waiver will o ly be gra ted
if the OIG determi es that impositio  of 
the exclusio  would  ot be i  the public 
i terest.
(d) If the basis for the waiver ceases

to exist, the waiver will be resci ded, 
a d the i dividual or e tity will be 
excluded for the period remai i g o  the 
exclusio , measured from the time the
exclusio  would have bee imposed if
the waiver had  ot bee gra ted.
(e) I the eve t a waiver is gra ted, it 

is applicable o ly to the program(s) for
which waiver is requested.
(f) The decisio to gra t, de y or

resci d a request for a waiver is  ot 
subject to admi istrative or judicial 
review.
(g) The I spector Ge eral may waive

the exclusio of a  i dividual or e tity
from participatio i the Medicare
program i  co ju ctio  with gra ti g a 
waiver requested by a State health care
program. If a State program waiver is
resci ded, the derivative waiver of the
exclusio from Medicare is
automatically resci ded.
§1001.1901 Scope and effect of
exclusion.
(a) Sc pe  f exclusi n. Exclusio s of

i dividuals a d e tities u der this title 
will be from Medicare, State health care 
programs, a d all other Federal  o 
procureme t programs. The OIG will 
exclude the i dividual or e tity from the
Medicare program a d direct each State
age cy admi isteri g a State health care 
program to exclude the i dividual or 
e tity for the same period. I  the case of
a i dividual or e tity  ot eligible to
participate i Medicare, the exclusio  
will still be effective o the date, a d for
the period, established by the OIG.
(b) Effect  f exclusi n  n excluded

individuals and entities. (1) U less a d
u til a  i dividual or e tity is rei stated
i to the Medicare program i  
accorda ce with subpart F of this part,
 o payme t will be made by Medicare
or a y of the State health care programs 
for a y item or service fur ished, o or 
after the effective date specified i  the 
 otice period, by a excluded i dividual 
or e tity, or at the medical directio or
o  the prescriptio of a physicia or 
other authorized i dividual who is 
excluded whe the perso fur ishi g 
such item or service k ew or had reaso 
to k ow of the exclusio .
(2) A  excluded i dividual or e tity

may  ot take assig me t of a 
e rollee’s claim o or after the effective 
date of exclusio .
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(3) A  excluded i dividual or e tity
that submits, or causes to be submitted, 
claims for items or services fur ished
duri g the exclusio period is subject to
civil mo ey pe alty liability u der
sectio  1128A(a)(l)(D) of the Act, a d
crimi al liability u der sectio 
1128B(a)(3) of the Act.
(c) Excepti ns t paragraph (b)(1)  f

this secti n. (1) If a e rollee of Part B
ofMedicare submits a otherwise
payable claim for items or services
fur ished by a excluded i dividual or 
e tity, or u der the medical directio or 
o the prescriptio of a excluded
physicia or other authorized i dividual
after the effective date of exclusio , 
HCFA will pay the first claim submitted
by the e rollee a d immediately  otify
the e rollee of the exclusio .
(2) HCFA will  ot pay a e rollee for

items or services fur ished by a 
excluded i dividual or e tity, or u der
the medical directio or o the 
prescriptio of a excluded physicia or 
other authorized i dividual more tha 15
days after the date o the  otice to the 
e rollee, or after the effective date of the 
exclusio , whichever is later.
(3) U less the Secretary determi es

that the health a d safety of 
be eficiaries receivi g services u der
Medicare or a State health care program
warra ts the exclusio taki g effect 
earlier, payme t may be made u der
such program for up to 30 days after the 
effective date of the exclusio for
(i) I patie t i stitutio al services

fur ished to a i dividual who was
admitted to a excluded i stitutio 
before the date of the exclusio , a d
(ii) Home health services a d hospice

care fur ished to a i dividual u der a
pla  of care established before the
effective date of exclusio .
(4) (i) Notwithsta di g the other

provisio s of this sectio , payme t may
be made u der Medicare or a State
health care program for certai 
emerge cy items or services fur ished
by a excluded i dividual or e tity, or 
at the medical directio or o the 
prescriptio of a excluded physicia or 
other authorized i dividual duri g the 
period of exclusio . To be payable, a 
claim for such emerge cy items or 
services must be accompa ied by a 
swor  stateme t of the perso 
fur ishi g the items or services
specifyi g the  ature of the emerge cy 
a d why the items or services could  ot
have bee fur ished by a i dividual or 
e tity eligible to fur ish or order such
items or services.
(ii) Notwithsta di g paragraph

(c)(4)(i) of this sectio ,  o claim for 
emerge cy items or services will be 
payable if such items or services were
provided by a excluded i dividual

who, through a employme t, 
co tractual or a y other arra geme t,
routi ely provides emerge cy health
care items or services.

Subpart E N tice and Appeals

§ 1001.2001 Notice of intent to exclude.

(a) Except as provided i  paragraph
(c) of this sectio , if the OIG proposes to
exclude a i dividual or e tity i  
accorda ce with subpart C of this part
or i accorda ce with subpart B of this
part where the exclusio is for a period
exceedi g 5 years, it will se d writte 
 otice of its i te t, the basis for the
proposed exclusio , a d the pote tial
effect of a exclusio . Withi 30 days of 
receipt of  otice, which will be deemed
to be 5 days after the date o the  otice, 
the i dividual or e tity may submit
docume tary evide ce a d writte 
argume t co cer i g whether the 
exclusio is warra ted a d a y related
issues.
(b) If the OIG proposes to exclude a 

i dividual or e tity i accorda ce with
§§ 1001.701 or 1001.801, the i dividual or 
e tity may submit, i additio to the 
i formatio described i paragraph (a)
of this sectio , a writte  request to
prese t evide ce or argume t orally to
a OIG official.
(c) Exceptio . If the OIG proposes to

exclude a i dividual or e tity u der the 
provisio s of §§ 1001.1301,1001.1401 or 
1101.1501, paragraph (a) of this sectio 
will  ot apply.
(d) If a e tity has a provider

agreeme t u der sectio 1866 of the Act, 
a d the OIG proposes to termi ate that
agreeme t i  accorda ce with sectio 
1866(b)(2)(C) of the Act, the  otice
provided for i  paragraphs (a) a d (b) of 
this sectio will so state.
§ 1001.2002 Notice of exclusion.

(a) Except as provided i  § 1001.2003,
if the OIG determi es that exclusio is
warra ted, it will se d a writte  otice
of this decisio to the affected
i dividual or e tity.
(b) The exclusio will be effective 20

days from the date of the  otice.
(c) The writte   otice will state
(1) The basis for the exclusio ;
(2) The le gth of the exclusio a d, 

where applicable, the factors co sidered
i  setti g the le gth;
(3) The effect of the exclusio ;
(4) The earliest date o  which the OIG

will co sider a request for
rei stateme t;
(5) The requireme ts a d procedures

for rei stateme t; a d
(6) The appeal rights available to the 

excluded i dividual or e tity.

(d) Paragraph (b) of this sectio does
 ot apply to exclusio s imposed i 
accorda ce with § 1001.1301.
§ 1001.2003 Notice of proposal to exclude.

(a) Except as provided i  paragraph
(c) of this sectio , if the OIG proposes to
exclude a i dividual or e tity i  
accorda ce with §§ 1001.901,1001.951,
1001.1601 or 1001.1701, it will se d
writte  otice of this decisio to the 
affected i dividual or e tity. The writte 
 otice will provide the same i formatio  
set forth i  § 1001.2002(c). If a e tity
has a provider agreeme t u der sectio 
1866 of the Act, a d the OIG also
proposes to termi ate that agreeme t i 
accorda ce with sectio 1866(b)(2)(C) of 
the Act, the  otice will so i dicate. The
exclusio  will be effective 60 days after
the date of the  otice u less, withi that
period, the i dividual or e tity files a
writte request for a heari g i 
accorda ce with part 1005 of this
chapter. Such request must set forth
(1) The specific issues or stateme ts

i the  otice with which the i dividual 
or e tity disagrees;
(2) The basis for that disagreeme t;
(3) The defe ses o  which relia ce is

i te ded;
(4) A y reaso s why the proposed

le gth of exclusio should be modified; 
a d
(5) Reaso s why the health or safety

of i dividuals receivi g services u der
Medicare or a y of the State health care
programs does  ot warra t the 
exclusio goi g i to effect prior to the 
completio of a admi istrative law
judge (ALJ) proceedi g i  accorda ce
with part 1005 of this chapter.
(b) (1) If the i dividual or e tity does

 ot make a writte  request for a heari g
as provided for i  paragraph (a) of this 
sectio , the OIG will se d a  otice of 
exclusio as described i § 1001.2002.
(2) If the i dividual or e tity makes a

timely writte request for a heari g a d
the OIG determi es that the health or 
safety of i dividuals receivi g services
u der Medicare or a y of the State
health care programs does  ot warra t
a immediate exclusio , a exclusio 
will  ot go i to effect u less a ALJ
upholds the decisio to exclude.
(c) If, prior to issui g a  otice of 

proposal to exclude u der paragraph (a)
of this sectio , the OIG determi es that
the health or safety of i dividuals
receivi g services u der Medicare or 
a y of the State health care programs 
warra ts the exclusio taki g place
prior to the completio of a ALJ
proceedi g i accorda ce with part 1005
of this chapter, the OIG will proceed
u der §§ 1001.2001 a d 1001.2002.

— 

— 

— 

— 
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§ 1001.2004 Notice to State agencies.
HHS will promptly  otify each

appropriate State age cy admi isteri g
or supervisi g the admi istratio of 
each State health care program of:
(a) The facts a d circumsta ces of 

each exclusio , a d
(b) The period for which the State

age cy is bei g directed to exclude the
i dividual or e tity.
§ 1001.2005 Notice to State licensing 
agencies.
(a) HHS will promptly  otify the 

appropriate State(s) or local age cies or 
authorities havi g respo sibility for the 
lice si g or certificatio of a  i dividual
or e tity excluded (or directed to be 
excluded) from participatio of the facts
a d circumsta ces of the exclusio .
(b) HHS will request that appropriate

i vestigatio s be made a d sa ctio s
i voked i accorda ce with applicable
State law a d policy, a d will request
that the State or local age cy or 
authority keep the Secretary a d the 
OIG fully a d curre tly i formed with
respect to a y actio s take i  respo se
to the request.
§ 1001.2006 Notice to others regarding
exclusion.
(а) HHS will give  otice of the

exclusio a d the effective date to the 
public, to be eficiaries (i accorda ce
with § 1001.1901(c)), a d, as appropriate,
to
(1) A y e tity i  which the excluded

i dividual or e tity is k ow to be 
servi g as a employee, admi istrator,
operator, or i  which the i dividual or 
e tity is servi g i a y other capacity
a d is receivi g payme t for providi g
services (The lack of this  otice will  ot
affect HCFA’s ability to de y payme t
for services);
(2) State Medicaid Fraud Co trol 

U its;
(3) Utilizatio a d Quality Co trol 

Peer Review Orga izatio s;
(4) Hospitals, skilled  ursi g facilities,

home health age cies a d health
mai te a ce orga izatio s;
(5) Medical societies a d other

professio al orga izatio s;
(б) Co tractors, health care

prepayme t pla s, private i sura ce
compa ies a d other affected age cies
a d orga izatio s;
(7) The State a d Area Age cies o 

Agi g established u der title III of the 
Older America s Act; a d
(8) Other Departme tal operati g

divisio s, Federal age cies, a d other
age cies or orga izatio s, as
appropriate.
(b) I the ease of a exclusio u der

§ 1001.101 of this chapter, if sectio 
304(a)(5) of the Co trolled Substa ces

Act (21 U.S.C. 824(a)(5)) applies, HHS
will give  otice to the Attor ey Ge eral
of the U ited States of the facts a d
circumsta ces of the exclusio a d the 
le gth of the exclusio .
§ 1001.2007 Appeal of exclusions.
(a) (1) Except as provided i 

§ 1001.2003, a i dividual or e tity
excluded u der this Part may file a 
request for a heari g before a ALJ o ly
o  the issues of whether:
(1) The basis for the impositio of the 

sa ctio exists, a d
(ii) The le gth of exclusio is

u reaso able.
(2) Whe the OIG imposes a 

exclusio  u der subpart B of this part
for a period of 5 years, paragraph
(a)(1)(h) of this sectio will  ot apply.
(3) The request for a heari g should

co tai the i formatio set forth i 
§ 1005.2(d) of this chapter.
(b) The excluded i dividual or e tity

has 60 days from the receipt of  otice of 
exclusio provided for i § 1001.2002 to
file a request for such a heari g.
(e) The sta dard of proof at a heari g

is prepo dera ce of the evide ce.
(d) Whe the exclusio is based o  

the existe ce of a co victio , a
determi atio by a other gover me t
age cy or a y other prior determi atio ,
the basis for the u derlyi g
determi atio is  ot reviewable a d the 
i dividual or e tity may  ot collaterally
attack the u derlyi g determi atio ,
either o substa tive or procedural
grou ds, i this appeal.
(e) The procedures i  part 1005 of this 

chapter will apply to the appeal.

Subpart F Reinstatement Int  the
Pr grams

§ 1001.3001 Timing and method of request
for reinstatement
(a) (1) Except as provided i  

paragraph (a)(2) of this sectio or i 
§11001.501(b)(4) a d (c) a d
1001.601(b)(4), a excluded i dividual or 
e tity (other tha those excluded i  
accorda ce with §§ 1001.1001 a d
1001.1501) may submit a writte request
for rei stateme t to the OIG o ly after
the date specified i  the  otice of 
exclusio .
(2) A e tity u der § 1001.1001 may 

apply for rei stateme t prior to the date
specified i  the  otice of exclusio  by
submitti g a writte  request for 
rei stateme t that i cludes
docume tatio demo strati g that the 
sta dards set forth i § 1001.3002(c)
have bee met.
(3) Upo  receipt of a writte  request, 

the OIG will require the requestor to
fur ish specific i formatio a d
authorizatio to obtai i formatio from

private health i surers, peer review
bodies, probatio officers, professio al
associates, i vestigative age cies a d
such others as may be  ecessary to
determi e whether rei stateme t should 
be gra ted.
(4) Failure to fur ish the required

i formatio or authorizatio will result 
i the co ti uatio of the exclusio .
(b) If a period of exclusio is reduced

o  appeal (regardless of whether further 
appeal is pe di g), the i dividual or
e tity may request rei stateme t o ce 
the reduced exclusio period expires.
§ 1001.3002 Basis for reinstatement.

(a) The OIG will authorize
rei stateme t if it determi es that
(1) The period of exclusio has

expired;
(2) There are reaso able assura ce»

that the types of actio s that formed the
basis for the origi al exclusio  have  ot 
recurred a d will  ot recur; a d
(3) There is  o additio al basis u der

sectio s 1128 (a) or (b) or 1128A of the
Act for co ti uatio of the exclusio .
(b) I  maki g the rei stateme t

determi atio , the OIG will co sider
(1) Co duct of the i dividual or e tity

occurri g prior to the date of the  otice 
of exclusio , if  ot k ow to the OIG at
the time of the exclusio ;
(2) Co duct of the i dividual or e tity 

after the date of the  otice of exclusio ;
(3) Whether all fi es, a d all debts

due a d owi g (i cludi g overpayme ts) 
to a y Federal, State or local 
gover me t that relate to Medicare or
a y of the State health care programs, 
have bee paid or satisfactory
arra geme ts have bee made to fulfill
these obligatio s;
(4) Whether HCFA has determi ed

that the i dividual or e tity complies
with, or has made satisfactory
arra geme ts to fulfill, all of the 
applicable co ditio s of participatio or
supplier co ditio s for coverage u der
the statutes a d regulatio s; a d
(5) For purposes of i dividuals or 

e tities excluded u der part 1004 of this 
chapter o ly, the I dividual’s or e tity’s
willi g ess a d ability to provide health
care that meets professio ally
recog ized sta dards.
(c) If the OIG determi es that the 

criteria i  paragraphs (a)(2) a d (a)(3) of
this sectio  have bee met, a e tity
excluded i  accorda ce with § 1001.1001
will be rei stated upo a determi atio 
by the OIG that the i dividual whose
co victio , exclusio or civil mo ey
pe alty was the basis for the e tity’s
exclusio 
(1) Has reduced his or her ow ership

or co trol i terest i  the e tity below 5
perce t;

— 

— 

— 

— 

— 
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(2) Is  o lo ger a officer, director, 
age t or ma agi g employee of the 
e tity; or
(3) Has bee rei stated i accorda ce

with paragraph fa) of this sectio or
§ 1001.3005.
(d) .Rei stateme t will  ot be effective 

u til OIG gra ts the request a d
provides  otice u der § 1001.3003(a)(1).
Rei stateme t will be effective as
provided i  the  otice.
(e) A determi atio  with respect to

rei stateme t is  ot appealable or 
reviewabie except as provided i 
§ 1001.3004.
(f)A ALJ may  ot require

rei stateme t of a i dividual or e tity 
i accorda ce with this chapter.
§ 1001.3003 Approval of request for 
reinstatement
(a) If the OIG gra ts a request for 

rei stateme t, the OIG will—
(1) Notify HCFA of the date of the 

i dividual’s or e tity’s rei stateme t i 
the Medicare program;
(2) Give writte   otice to the excluded

i dividual or e tity specifyi g the date
whe  Medicare participatio may
resume;
(3) Notify State age cies that

admi ister the State health care
programs that the i dividual or e tity
has bee rei stated i to the Medicare
program; a d
(4) To the exte t applicable, give

 otice to those age cies, groups, 
i dividuals a d others that were
origi ally  otified of the exclusio .
(b) If the OIG makes a determi atio 

to rei state a i dividual or e tity u der
Medicare, the State health care program
upo   otificatio from the OIG must 
automatically rei state the i dividual or 
e tity u der such program, effective o 
the date of rei stateme t u der
Medicare, u less
(1) Rei stateme t is  ot available to

such excluded party u der State law, or
(2) A lo ger exclusio period was

established i accorda ce with the
State’s ow authorities a d procedures.
§ 1001.3004 Denial of request for 
reinstatement.
(a) If a request for rei stateme t is

de ied, OIG will give writte   otice to
the requesti g i dividual or e tity.
Withi  30 days of the date o the  otice, 
the excluded i dividual or e tity may
submit:
(1) Docume tary evide ce a d writte 

argume t agai st the co ti ued
exclusio ,
(2) A writte  request to prese t

writte  evide ce a d oral argume t to
a OIG official, or
(3) Both docume tary evide ce a d a 

writte request.

(b) After evaluati g a y additio al
evide ce submitted by the excluded
i dividual or e tity (or at the e d of the 
30-day period, if  o e is submitted), the 
OIG will se d writte   otice either
co firmi g the de ial, a d i dicati g
that a subseque t request for
rei stateme t will  ot be co sidered
u til at least o e year after the date of 
de ial, or approvi g the request
co siste t with the procedures set forth 
i § 1001.3003(a).
(c) The decisio to de y rei stateme t

will  ot be subject to admi istrative or 
judicial review.
§ 1001.3005 Reversed or vacated 
decisions.
(a) A  i dividual or e tity will be

rei stated i to the Medicare program
retroactive to the effective date of the 
exclusio  whe  such exclusio is based
o —
(1) A co victio that is reversed or 

vacated o appeal; or
(2) A  actio by a other age cy, such 

as a State age cy or lice si g board,
that is reversed or vacated o  appeal.
(b) If a i dividual or e tity is 

rei stated i  accorda ce with paragraph
(a) of this sectio , HCFA will make
payme t for services covered u der
Medicare that were fur ished or 
performed duri g the period of
exclusio .
(c) The OIG will give  otice of a 

rei stateme t u der this sectio i 
accorda ce with § 1001.3003(a).
(d) A  actio take by OIG u der this

sectio will  ot require a y State health
care program to rei state the i dividual
or e tity if it has imposed a exclusio 
u der its ow  authority.
C. Part 1002 is revised to read as

follows:

PART 1002 PROGRAM INTEGRITY
STATE INITIATED EXCLUSIONS
FROM MEDICAID

Subpart A General Provisions

Sec.
1002.1 Scope a d purpose.
1002.2 Ge eral authority.
1002.3 Disclosure by providers; i formatio 

o  perso s co victed of crimes.
1002.100 State pla requireme t.
Subpart 8 Mandatory Exclusion
1002.203 Ma datory exclusio .
Subpart C Permissive Exclusions
1002.210 Permissive exclusio s; ge eral 

authority.
1002.211 Effect of exclusio .
1002.212 State age cy  otificatio s.
1002.213 Appeals of exclusio s.
1002.214 Basis for rei stateme t after State

age cy i itiated exclusio .
1002.215 Actio o  request for 

rei stateme t.

Subpart D Notification to O G of State or
Local Convictions of Crimes Against
Medicaid
1002.230 Notification of Stat or local

convictions of crim s against M dicaid.
Authority: 42 U.S.C. 1302,1320a 3,1320a 5,

1320a 7,1396(a)(4)(A), 1396{p)(l), 1396a(30),
1396a(39), 1396b(a)(6), 1396b(b)(3). I396b(i)(2)
and 1396b(q).

Subpart A General Pr visi ns

§ 1002.1 Scope and purpose.

The regulatio s i this part specify 
certai  bases upo  which i dividuals
a d e tities may, or i some cases must,
be excluded from participatio i the 
Medicaid program. These regulatio s
specifically address the authority of 
State age cies to exclude o their ow  
i itiative, regardless of whether the OIG
has excluded a i dividual or e tity
u der part 1001 of this chapter. These
regulatio s also deli eate the States’
obligatio to i form the OIG of certai 
Medicaid related co victio s.
§ 1002.2 General authority.

(a) I additio to a y other authority
it may have, a State may exclude a 
i dividual or e tity from participatio i 
the Medicaid program for a y reaso  for 
which the Secretary could exclude that
i dividual or e tity from participatio i 
the Medicare program u der sectio s
1128,1128A or 1868(b)(2) of the Social 
Security Act.
(b) Nothi g co tai ed i  this part

should be co strued to limit a State’s
ow  authority to exclude a i dividual 
or e tity from Medicaid for a y reaso 
or period authorized by State law.
§ 1002.3 Disclosure by providers; 
 nformation on persons convicted of 
crimes.

(a) Inf rmati n that must be
discl sed. Before the Medicaid age cy 
e ters i to or re ews a provider
agreeme t or at a y time upo  writte 
request by the Medicaid age cy, the 
provider must disclose to the Medicaid
age cy the ide tity of a y perso 
described i § 1001.1001(a)(1) of this 
chapter.
(b) N tificati n t Inspect r General.

(1) The Medicaid age cy must  otify the 
I spector Ge eral of a y disclosures
made u der paragraph (a) of this sectio 
withi 20 worki g days from the date it
receives the i formatio .
(2) The age cy must also promptly

 otify the I spector Ge eral of a y
actio it takes o the provider’s
applicatio for participatio i the 
program.
(c) Denial  r terminati n  fpr vider

participati n. (1) The Medicaid age cy
may refuse to e ter i to or re ew a 

- -

— 

-

— 

-

— — — 
-

— 

— 

— 

-



            

     
    
    

  
     
 

   
   

 
    

   
    

     
    

    
   

   
     

    
  
   

       
  

 

   
    
    

      
   
    

   
  

    
     

   
    

     
     

     
   

    
     

  
      

     
    

    
       

   
   

   
      
  

   
    

 

    

    
     

    
     

    

      
     

    

   

      
     

    
      
  

    
     
    

    
     

      
 

      
      

    
      
     
      

   

      
     

    
   

     
      

   
    

   
       
   

    

   
      
     

    
  

     
      

    
   

    
 

      
    

     
    

      
    

 
      
    

      
  
      
     

    
   

      

      
     

     
   

     
    
    
     

    
   
    
    

    
     

   
 

    
    

     
   

     
 

     
    

     
    

    
   

    
   

 
      

    
     

   
   

     
    

    

   
    

     
   

     
    

     
   

    
     

   
     

    

      
     

      
 
      

   
     

3344 Federal Register / Vol. 57, No. 19 / Wed esday, Ja uary 29, 1992 / Rules a d Regulatio s

agreeme t with a provider if a y perso 
who has ow ership or co trol i terest i  
the provider, or who is a age t or 
ma agi g employee of the provider, has
bee co victed of a crimi al offe se 
related to that perso ’s i volveme t i  
a y program established u der
Medicare, Medicaid or the title XX
Services program.
(2) The Medicaid age cy may refuse 

to e ter i to, or termi ate, a provider
agreeme t if it determi es that the 
provider did  ot fully a d accurately
make a y disclosure required u der
paragraph (a) of this sectio .
§ 1002.100 State plan requirement.
The pla  must provide that the 

requireme ts of this subpart are met. 
However, the provisio s of these
regulatio s are mi imum requireme ts. 
The age cy may impose broader
sa ctio s if it has the authority to do so
u der State law.

Subpart B Mandat ry Exclusi n

§ 1002.203 Mandatory exclusion.
(a) The State age cy, i order to

receive Federal fi a cial participatio 
(FFP), must provide that it will exclude
from participatio a y HMO, or e tity
fur ishi g services u der a Waiver
approved u der sectio  1915(b)(1) of the 
Act, if such orga izatio or e tity
(1) Gould be excluded u der

§ 1001.1001 of this chapter, or
(2) Has, directly or i directly, a 

substa tial co tractual relatio ship with
a i dividual or e tity that could be 
excluded u der §1001.1001 of this
chapter.
(b) As used i  this sectio , the term
Exclude i cludes the refusal to e ter

i to or re ew a participatio agreeme t
or the termi atio of such a agreeme t.
Substantial c ntractual relati nship is 

o e i which the sa ctio ed i dividual
described i  § 1001.1001 of this chapter
has direct or i direct busi ess
tra sactio s with the orga izatio or 
e tity that, i a y fiscal year, amou t to
more tha  $25,000 or 5 perce t of the 
orga izatio ’s or e tity’s total operati g
expe ses, whichever is less. Busi ess
tra sactio s i clude, but are  ot limited
to, co tracts, agreeme ts, purchase
orders, or leases to obtai services, 
supplies, equipme t, space or salaried
employme t.

Subpart C Permissive Exclusi ns

§ 1002.210 Permissive exclusions; general 
authority.
The State age cy must have

admi istrative procedures i place that
e able it to exclude a i dividual or 
e tity for a y reaso for which the 
Secretary could exclude such i dividual

or e tity u der parts 1001 or 1003 of this
chapter. The period of such exclusio is
at the discretio of the State age cy.

§ 1002.211 Effect of exclusion.

(a) Denial  fpayment. Except as
provided for i § 1001.1901 (c)(3) a d
(c)(4)(i) of this chapter,  o payme t may
be made by the State age cy for a y
item or service fur ished o  or after the 
effective date specified i  the  otice by
a excluded i dividual or e tity, or at
the medical directio or o the 
prescriptio of a physicia  who is
excluded whe a perso fur ishi g such
item or service k ew, or had reaso to
k ow, of the exclusio .
(b) Denial  fFFP. FFP is  ot available

where the State age cy is required to
de y payme t u der paragraph (a) of 
this sectio . FFP will be rei stated at
such time as the excluded i dividual or 
e tity is rei stated i the Medicaid
program.
§ 1002.212 State agency notifications.

Whe the State age cy i itiates a 
exclusio u der § 1002.210, it must
provide to the i dividual or e tity
subject to the exclusio   otificatio 
co siste t with that required i subpart
E of part 1001 of this chapter, a d must
 otify other State age cies, the State
medical lice si g board (where
applicable), the public, be eficiaries,
a d others as provided i §§ 1001.2005
a d 1001.2006 of this chapter.

§ 1002.213 Appeals of exclusions.

Before imposi g a exclusio u der
§ 1002.210, the State age cy must give
the i dividual or e tity the opportu ity
to submit docume ts a d writte 
argume t agai st the exclusio . The 
i dividual or e tity must also be give  
a y additio al appeals rights that would
otherwise be available u der
procedures established by the State.

§ 1002.214 Basis for reinstatement after 
State agency-initiated exclusion.

(a) The provisio s of this sectio a d
§ 1002.21}) apply to the rei stateme t i  
the Medicaid program of all i dividuals
or e tities excluded i  accorda ce with
§ 1002.210, if a State affords
rei stateme t opportu ity to those
excluded parties.
(b) A i dividual or e tity who has

bee excluded from Medicaid may be 
rei stated o ly by the Medicaid age cy
that imposed the exclusio .
(c) A i dividual or e tity may submit

to the State age cy a request for 
rei stateme t at a y time after the date
specified i  the  otice of exclusio .

§ 1002.215 Action on request for
reinstatement

(a) The State age cy may gra t
rei stateme t o ly if it is reaso ably
certai that the types of actio s that
formed the basis for the origi al 
exclusio  have  ot recurred a d will  ot
recur. I maki g this determi atio , the 
age cy will co sider, i additio to a y
factors set forth i State law
(1) The co duct of the i dividual or

e tity occurri g prior to the date of the 
 otice of exclusio , if  ot k ow to the
age cy at the time of the exclusio ;
(2) The co duct of the i dividual or 

e tity after the date of the  otice of
exclusio ; a d
(3) Whether all fi es, a d all debts

due a d owi g (i cludi g overpayme ts) 
to a y Federal, State or local
gover me t that relate to Medicare or
a y of the State health care programs, 
have bee paid, or satisfactory
arra geme ts have bee made, that
fulfill these obligatio s.
(b) Notice of actio o  request for

rei stateme t. (1) If the State age cy
approves the request for rei stateme t,
it must give writte  otice to the 
excluded party, a d to all others who 
were i formed of the exclusio  i 
accorda ce with § 1002.212, specifyi g 
the date o  which Medicaid program 
participatio may resume.
(2) If the State age cy does  ot

approve the request for rei stateme t, it
will  otify the excluded party of its
decisio . A y appeal of a de ial of 
rei stateme t will be i  accorda ce
with State procedures a d  eed  ot be 
subject to admi istrative or judicial 
review, u less required by State law.

Subpart D N tificati n t OIG  f
State  r L cal C nvicti ns  f Crimes
Against Medicaid

§ 1002.230 Notification of State or local
convictions of crimes against Medicaid.

(a) The State age cy must  otify the 
OIG whe ever a State or local court has 
co victed a i dividual who is receivi g 
reimburseme t u der Medicaid of a 
crimi al offe se related to participatio 
i the delivery of health care items or 
services u der the Medicaid program, 
except where the State Medicaid Fraud 
Co trol U it (MFCU) has so  otified the
OIG.
(b) If the State age cy was i volved i 

the i vestigatio or prosecutio of the
case, it must se d  otice withi 15 days 
after the co victio .
(c) If the State age cy was  ot so

i volved, it must give  otice withi 15
days after it lear s of the co victio .
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PART 1003 CIVIL MONEY
PENALTIES, ASSESSMENTS AND
EXCLUSIONS

D. Part 1003 is ame ded as follows:
1. The authority citatio for part 1003

is revised to read as follows:
Authority: 42 U.S.C. 1302,1320a-7,1320a

7a, 1320b m 1395u(j), 1395u(k), 11131(c) a d
11137(b)(2).
2. The headi g for part 1003 is revised

to read as set forth above.
3. Sectio  1003.100 is revised to read

as follows:
§ 1003.100 Basis and purpose.
(a)Basis. This part impleme ts

sectio s 1128,1128A, 1140,1842(j) a d
1842(k) of the Social Security Act, a d
sectio s 421(c) a d 427(b)(2) of Public 
Law 99 660 (42 U.S.C. l320a 7,1320a
7a, 1320b 10,1395u(j) a d 1395u(k),
11131(c) a d 11137(b)(2)).
(b) Purp se. This part
(1) Provides for the impositio of civil

mo ey pe alties a d, as applicable, 
assessme ts agai st perso s who
(1) Have submitted certai  prohibited

claims u der the Medicare, Medicaid, or 
the Mater al a d Child Health Services
or Social Services Block Gra t
programs;
(ii) Seek payme t i  violatio of the 

terms of a assig me t agreeme t or a 
limitatio  o charges or payme ts u der
the Medicare pro am, or a requireme t
 ot to charge i  excess of the amou t
permitted u der the Medicaid program;
(iii) Give false or misleadi g

i formatio  that might affect the 
decisio  to discharge a Medicare patie t
from the hospital;
(iv) Fail to report i formatio 

co cer i g medical malpractice
payme ts or who improperly disclose, 
use or permit access to i formatio 
reported u der part B of title IV of
Pub.L. 99 660, a d regulatio s specified 
i  45 CFR part 60; or
(v) Misuse certai  Medicare a d

Social Security program words, letters, 
symbols a d emblems;
(2) Provides for the exclusio of

perso s from the Medicare or State
health care programs agai st whom a 
civil mo ey pe alty or assessme t has
bee  imposed, a d the basis for
rei stateme t of perso s who have bee 
excluded; a d
(3) Sets forth the appeal rights of 

perso s subject to a pe alty, assessme t
a d exclusio .
4. Sectio  1003.101 is ame ded by 

removi g the defi itio s Agent a d
Suspensi n; by revisi g the defi itio s
Claims, Pr gram a d Request f r
payment; a d by addi g the defi itio s
Exclusi n, S cial Services Bl ck Grant

pr gram a d State health care pr gram
to read as follows:
§ 1003.101 Definiti ns.
* * * Hr ir

Claim mea s a applicatio for 
payme t for a item or service for which 
payme t may be made u der the 
Medicare, Medicaid, Mater al a d Child
Health Services Block Gra t, or Social 
Services Block Gra t programs.
* * * * *

Exclusi n mea s the temporary or 
perma e t barri g of a perso from
participatio i  the Medicare program or
i  a State health care program, a d that
items or services fur ished or ordered
by such perso are  ot reimbursed
u der such programs.

* ♦ * *

Pr gram mea s the Medicare,
Medicaid, Mater al a d Child Health
Services Block Gra t, a d Social 
Services Block Gra t programs.
Requestf r paymentmea s a 

applicatio submitted by a perso to
a y perso for payme t for a item or 
service.
* * * Hr *

S cial Services Bl ck Grantpr gram
mea s the program authorized u der
title XX of the Social Security Act.
Hr Hr Hr Hr

State health care pr gram mea s a 
State pla approved u der title XIX of 
the Act, a y program receivi g fu ds
u der title V of the Act or from a 
allotme t to a State u der such title, or 
a y program receivi g fu ds u der title
XX of the Act or from a allotme t to a
State u der such title.
Hr Hr * Hr *

5. Sectio 1003.102 is revised to read
as follows:
§ 1003.102 Basis for civil money penalties 
and assessments.
(a) The OIG may impose a pe alty

a d assessme t agai st a y perso 
whom it determi es i  accorda ce with
this part has prese ted, or caused to be 
prese ted, a claim which is for
(1) A  item or service that the perso 

k ew, or should have k ow , was  ot
provided as claimed;
(2) A item or service for which the 

perso k ew, or should have k ow , 
that the claim was false or fraudule t;
(3) A  item or service fur ished duri g 

a period i  which the perso was
excluded from participatio i the 
program to which the claim was made i 
accorda ce with a determi atio made
u der sectio s 1128 (42 U.S.C. 1320a-7), 
1128A (42 U.S.C. 1320a-7a), 1156 (42
U.S.C. 1320c 5), 1160(b) as i effect o  
September 2,1982 (42 U.S.C. 1320c
9(b)),1842(j)(2) (42 U.S.C. 1395u(j),

1862(d) as i  effect o August 18,1987
(42 U.S.C. 1395y(d)), or 1866(b) (42 U.S.C.
1395cc(b)); or
(4) For a physicia ’s service (or a  

item or service i cide t to a physicia ’s
service) for which the perso k ew, or
should have k ow , that the i dividual 
who fur ished (or supervised the 
fur ishi g of) the service
(i) Was  ot lice sed as a physicia ;
(ii) Was lice sed as a physicia , but 

such lice se had bee obtai ed through 
a misreprese tatio of material fact
(i cludi g cheati g o  a exami atio 
required for lice si g); or
(iii) Represe ted to the patie t at the

time the service was fur ished that the
physicia was certified i  a medical 
specialty board whe he or she was  ot 
so certified.
(b) The OIG may impose a pe alty, 

a d where authorized, a assessme t
agai st a y perso (i cludi g ah
i sura ce compa y i  the case of 
paragraphs (b)(5) a d (b)(6) of this 
sectio ) whom it determi es i 
accorda ce with this part
(1) Has prese ted or caused to be 

prese ted a request for payme t i 
violatio of the terms of—
(1) A agreeme t to accept payme ts

o  the basis of a assig me t u der
sectio 1842(b)(3)(B)(ii) of the Act;
(ii) A  agreeme t with a State age cy 

or other requireme t of a State Medicaid
pla  ot to charge a perso for a item
or service i  excess of the amou t 
permitted to be charged;
(iii) A  agreeme t to be a 

participati g physicia or supplier u der 
sectio 1842(h)(1); or
(iv) A agreeme t i accorda ce with 

sectio 1866(a)(1)(G) of the Act  ot to
charge a y perso for i patie t hospital
services for which payme t had bee 
de ied or reduced u der sectio  
1886(f)(2) of the Act.
(2) Is a  o participati g physicia 

u der sectio 1842(j) of the Act a d has
k owi gly a d willfully billed
i dividuals e rolled u der part B of title 
XVIII of the Act duri g the statutory
freeze for actual charges i  excess of
such physicia ’s actual charges for the 
cale dar quarter begi  i g April 1,1984;
(3) Is a physicia who has k owi gly 

a d willfully—
(i) Billed for services as a assista t

at surgery duri g a routi e cataract
operatio , or
(ii) I cluded i his or her bill the

services of a assista t at surgery 
duri g a routi e cataract operatio , a d
has  ot received prior approval from the
appropriate Peer Review Orga izatio 
or Medicare carrier for such services
based o  the existe ce of a complicati g 
medical co ditio ; or

- - -
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(4) Has give  to a y perso , i  the
case of i patie t hospital services
subject to the provisio s of sectio 1886
of the Act, i formatio that he or she 
k ew, or should have k ow , was false 
or misleadi g a d that could reaso ably
have bee expected to i flue ce the 
decisio whe to discharge such perso 
or a other perso from the hospital.
(5) Fails to report i formatio 

co cer i g a payme t made u der a 
i sura ce policy, self-i sura ce or 
otherwise, for the be efit of a physicia , 
de tist or other health care practitio er
i  settleme t of, or i  satisfactio i 
whole or i  part of, a medical
malpractice claim or actio or a
judgme t agai st such a physicia , 
de tist or other health care practitio er
i  accorda ce with sectio  421 of Pub. L.
99 660 (42 U.S.C. 11131) a d as required
by regulatio s at 45 CFR part 60.
(6) Improperly discloses, uses or 

permits access to i formatio reported
i  accorda ce with part B of title IV of 
Pub. L 99 660, i  violatio of sectio  427
of Pub. L. 99 660 (42 U.S.C. 11137) or 
regulatio s at 45 CFR part 60. (The
disclosure of i formatio reported i  
accorda ce with part B of title IV i 
respo se to a subpoe a or a discovery
request is co sidered to be a improper
disclosure i  violatio of sectio  427 of 
Pub. L. 99 660. However, disclosure or 
release by a e tity of origi al 
docume ts or u derlyi g records from
which the reported i formatio is
obtai ed or derived is  ot co sidered to
be a improper disclosure i  violatio of 
sectio  427 of Pub. L. 99 660.)
(7) Has made use of certai words, 

letters, symbols or emblems i such a
ma  er that they k ew, or should have
k ow , would co vey the false
impressio that a advertiseme t or 
other item was authorized, approved or 
e dorsed by the Departme t, the Social 
Security Admi istratio (SSA) or HCFA, 
or that such perso or orga izatio  has
some co  ectio with, or authorizatio 
from, the Departme t, SSA or HCFA. 
Civil mo ey pe alties may be imposed
for misuse of—
(i) The words “Social Security,”

“Social Security Accou t,” “Social 
Security Admi istratio ," “Social 
Security System,” “Medicare,” a d
“Health Care Fi a ci g
Admi istratio ,” or a y other
combi atio or variatio of such words;
(ii) The letters “SSA” or “HCFA," or 

a y other combi atio or variatio of 
such letters; or
(iii) A symbol or emblem of the Social 

Security Admi istratio (i cludi g the 
desig  of, or a reaso able facsimile of 
the desig  of, the Social Security card, 
the check used for payme t of be efits
u der title II, or e velopes or other

statio ery used by SSA) or of the Health
Care Fi a ci g Admi istratio , or a y
combi atio or variatio of such
symbols or emblems.
(c) (1) I  a y case i  which it is

determi ed that more tha o e perso 
was respo sible for prese ti g or 
causi g to be prese ted a claim as
described i  paragraph (a) of this
sectio , each such perso  may be held
liable for the pe alty prescribed by this 
part, a d a assessme t may be
imposed agai st a y o e such perso or 
joi tly a d severally agai st two or 
more such perso s, but the aggregate 
amou t of the assessme ts collected
may  ot exceed the amou t that could
be assessed if o ly o e perso was
respo sible.
(2) I  a y case i which it is

determi ed that more tha o e perso 
was respo sible for prese ti g, or 
causi g to be prese ted, a request for
payme t or for givi g false or 
misleadi g i formatio as described i  
paragraph (b) of this sectio , each such
perso  may be held liable for the 
pe alty prescribed by this part.
(3) I  a y case i  which it is

determi ed that more tha o e perso 
was respo sible for faili g to report
i formatio that is required to be 
reported o a medical malpractice
payme t, or for improperly disclosi g, 
usi g or permitti g access to
i formatio , as described i paragraphs
(b)(5) a d (b)(6) of this sectio , each
such perso may be held liable for the 
pe alty prescribed by this part.
(4) U der this sectio , a pri cipal is 

liable for pe alties a d assessme ts for 
the actio s of his or her age t acti g
withi the scope of the age cy.
6. Sectio 1003.103 is revised to read

as follows:
§ 1003.103 Amount of penalty.
(a) Except as provided i  paragraphs

(b), (c) a d (d) of this sectio , the OIG
may impose a pe alty of  ot more tha 
$2,000 for each item or service that is 
subject to a determi atio u der
§1003.102.
(b) The OIG may impose a pe alty of 

 ot more tha  $15,000 for each perso 
with respect to whom a determi atio 
was made that false or misleadi g
i formatio  was give  u der
§ 1003.102(b)(4).
(c) The OIG may impose a pe alty of 

 ot more tha  $10,000 for each payme t
for which there was a failure to report
required i formatio i  accorda ce with 
§ 1003.102(b)(5), or for each improper
disclosure, use or access to i formatio 
that is subject to a determi atio u der
§ 1003.102(b)(6).
(d) (1) The OIG may impose a pe alty

of  ot more tha  $5,000 for each

violatio  resulti g from the misuse of
Departme tal or program words, letters,
symbols or emblems relati g to pri ted
media, a d a pe alty of  ot more tha 
$25,000 i  the case of such misuse 
relati g to a broadcast or telecast, that
is subject to a determi atio u der
§ 1003.102(b)(7) of this part. With 
respect to multiple violatio s co sisti g 
of substa tially ide tical
commu icatio s or productio s, total
pe alties may  ot exceed $100,000 per
year.
(2) For purposes of this paragraph, a

violatio is defi ed as
(i) I  the case of a direct maili g 

solicitatio , each group maili g of a 
ide tical,  o -perso alized, ge eric 
letter or solicitatio se t at the same
time orx the same day. Each u ique or 
perso alized letter or solicitatio , such
as with the i dividual's  ame a d
address appeari g i  the body of the
advertiseme t or o the maili g
e velope or coveri g, will be treated as
a separate a d si gle violatio ;
(ii) I  the case of a pri ted

advertiseme t, each advertiseme t or 
solicitatio i  each publicatio or issue 
of a publicatio i  which it appears.
Multiple or separate advertiseme ts will
be treated as separate violatio s; a d
(iii) I  the case of a broadcast or 

telecast, the airi g of a si gle 
commercial or solicitatio . Each airi g 
will be a separate violatio .
7. Sectio 1003.105 is revised to read

as follows:
§ 1003.105 Exclusion from participation in
Medicare or a State health care program.
(a) A perso subject to a pe alty or 

assessme t determi ed u der § 1003.102
may, i  additio , be excluded from
participatio i  Medicare for a period of
time determi ed u der § 1003.107. The
OIG will also direct each appropriate
State age cy to exclude the perso from
each State health care program for the 
same period of time. The OIG may 
waive a exclusio from a State health
care program upo request of the State
age cy i  accorda ce with the followi g
provisio s:
(1) The OIG will co sider a 

applicatio from a State age cy for a
waiver if the perso is
(1) The sole commu ity physicia , or
(ii) The sole source of esse tial

specialized services i a commu ity.
(2) If a waiver is gra ted, it is

applicable o ly to the State health care 
program for which the State age cy
requested the waiver.
(3) If the OIG subseque tly obtai s

i formatio that the basis for a waiver 
 o lo ger exists, or the State age cy
submits evide ce that the basis for the

— 

-

-
-

-
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waiver  o lo ger exists, the waiver will 
cease a d the perso will be excluded
from the State health care program for
the remai der of the period that such
perso  is excluded from Medicare.
(4) The OIG will  otify the State

age cy whether its request for a waiver
has bee  gra ted or de ied.
(5) The decisio to de y a waiver is 

 ot subject to admi istrative or judicial 
review.
(b) Whe the I spector Ge eral

proposes to exclude a lo g-term care
facility from the Medicare a d Medicaid
programs, he or she will at the same 
time he or she  otifies the respo de t,
 otify the appropriate State lice si g
authority, State Office of Agi g, the 
lo g term care ombudsma , a d the 
State Medicaid age cy of the I spector
Ge eral’s i te tio to exclude the 
facility.
8. Sectio  1003.106 is revised to read

as follows:

§ 1003.106 Determinations regarding the
amount of the penalty and assessment
(a) (1) I  determi i g the amou t of 

a y pe alty or assessme t i 
§§ 1003.102 (a) a d (b)(1) to (b)(4), the 
Departme t will take i to accou t
(1) The  ature of the claim, request for 

payme t or i formatio give , a d the 
circumsta ces u der which it was
prese ted or give ;
(ii) The degree of culpability of the 

perso  submitti g the claim or request
for payme t, or givi g the i formatio ;
(iii) The history of prior offe ses of 

the perso submitti g the claim or 
request for payme t, or givi g the 
i formatio ;
(iv) The fi a cial co ditio of the 

perso  prese ti g the claim or request
for payme t, or givi g the i formatio ; 
a d
(v) Such other matters as justice may

require.
(2) I determi i g the amou t of a y

pe alty i  accorda ce with §§ 1003.102
(b)(5) a d (b)(6), the Departme t will 
take i to accou t
(i) The  ature a d circumsta ces

resulti g i  the failure to report medical 
malpractice payme ts or the improper 
disclosure of i formatio ;
(ii) The degree of culpability of the 

perso  i  faili g to provide timely a d
complete malpractice payme t data or 
i improperly disclosi g, usi g or 
permitti g access to i formatio ;
(iii) The materiality, or sig ifica ce of 

omissio , of the i formatio to be 
reported with regard to medical 
malpractice judgme ts or settleme ts, or 
the materiality of the improper 
disclosure of, or use of, or access to
i formatio ;

(iv) A y prior history of the perso 
with respect to violatio s of these
provisio s; a d
(v) Such other matters as justice may

require.
(3) I  determi i g the amou t of a y

pe alty i  accorda ce with
§ 1003.102(b)(7), the OIG will take i to 
accou t
(i) The  ature a d objective of the 

solicitatio  or other commu icatio , a d
the degree to which the commu icatio 
has the capacity to deceive members of 
the public;
(ii) The freque cy a d scope of the 

violatio , a d whether a specific 
segme t of the populatio was targeted;
(iii) The degree to which a y

misreprese tatio or deceptio  may
have bee mitigated by a clear, 
promi e t a d co spicuously-placed
disclaimer of associatio with the 
Gover me t;
(iv) The prior history of the 

orga izatio i  its willi g ess or refusal
to comply with i formal requests to
correct violatio s;
(v) The history of prior offe ses of the 

i dividual or e tity i their misuse of 
Departme tal a d program words,
letters, symbols a d emblems; a d
(vi) Such other matters as justice may

require.
(b) Determi i g the amou t of the 

pe alty or assessme t. I taki g i to
accou t the factors listed i  paragraph
(a)(1) of this sectio , the followi g 
circumsta ces are to be co sidered
(1)Nature and circumstances  f the

incident. It should be co sidered a 
mitigati g circumsta ce if all the items 
or services or i cide ts subject to a 
determi atio  u der § 1003.102 i cluded
i  the actio  brought u der this part
were of the same type a d occurred
withi a short period of time, there were
few such items or services or i cide ts, 
a d the total amou t claimed or 
requested for such items or services was
less tha $1,000. It should be co sidered
a aggravati g circumsta ce if
(i) Such items or services or i cide ts

were of several types, occurred over a 
le gthy period of time;
(ii) There were ma y such items or 

services or i cide ts (or the  ature a d
circumsta ces i dicate a patter of
claims or requests for payme t for such
items or services or a patter of 
i cide ts);
(iii) The amou t claimed or requested

for such items or services was
substa tial; or
(iv) The false or misleadi g

i formatio  give  resulted i  harm to
the patie t, a premature discharge or a
 eed for additio al services or 
subseque t hospital admissio .

(2)Degree  f culpability. It should be 
co sidered a mitigati g circumsta ce if 
the claim or request for payme t for the
item or service was the result of a 
u i te tio al a d u recog ized error i 
the process respo de t followed i 
prese ti g claims or requesti g
payme t, a d corrective steps were
take promptly after the error was
discovered. It should be co sidered a 
aggravati g circumsta ce if
(i) The respo de t k ew the item or

service was  ot provided as claimed or 
if the respo de t k ew that the claim 
was false or fraudule t;
(ii) The respo de t k ew that the

items or services were fur ished duri g 
a period that he or she had bee 
excluded from participatio a d that  o
payme t could be made as specified i 
§ 1003.102(a)(3) or because payme t
would violate the terms of a 
assig me t or a agreeme t with a State
age cy or other agreeme t or limitatio  
o  payme t u der § 1003.102(b); or
(iii) The respo de t k ew that the 

i formatio  could reaso ably be
expected to i flue ce the decisio of 
whe to discharge a patie t from a
hospital.
(3) Pri r  ffenses. It should be

co sidered a aggravati g circumsta ce
if at a y time prior to the i cide t or
prese tatio of a y claim or request for 
payme t which i cluded a item or 
service subject to a determi atio u der
§ 1003.102, the respo de t was held 
liable for crimi al, civil or 
admi istrative sa ctio s i  co  ectio 
with a program covered by this part or 
a y other public or private program of 
reimburseme t for medical services.
(4) Other wr ngful c nduct It should

be co sidered a aggravati g
circumsta ce if there is proof that a 
respo de t e gaged i  wro gful 
co duct, other tha the specific co duct
upo which liability is based, relati g to
gover me t programs or i co  ectio 
with the delivery of a health care item or 
service. The statute of limitatio s
gover i g civil mo ey pe alty
proceedi gs will  ot apply to proof of 
other wro gful co duct as a 
aggravati g circumsta ce.
(5) Financial c nditi n. It should be 

co sidered a mitigati g circumsta ce if 
impositio of the pe alty or assessme t
without reductio  will jeopardize the 
ability of the respo de t to co ti ue as
a health care provider. I all cases, the 
resources available to the respo de t
will be co sidered whe determi i g the 
amou t of the pe alty a d assessme t.
(6) Othermatters as justice may

require. Other circumsta ces of a 
aggravati g or mitigati g  ature should
be take i to accou t if, i  the i terests

— 

— 

-

— 

— 

— 
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of justice, they require either a reductio 
of the pe alty or assessme t or a 
i crease i  order to assure the 
achieveme t of the purposes of this part.
(c) I  determi i g the amou t of the 

pe alty a d assessme t to be imposed
for every item or service or i cide t
subject to a determi atio u der
§§ 1003.102(a) a d (b)(1) through (b)(4)
(1) If there are substa tial or several

mitigati g circumsta ces, the aggregate 
amou t of the pe alty a d assessme t
should be set at a amou t sufficie tly 
below the maximium permitted by
§§ 1003.103(a) a d 1003.104, to reflect
that fact.
(2) If there are substa tial or several

aggravati g circumsta ces, the 
aggregate amou t of the pe alty a d
assessme t should be set at a amou t
sufficie tly close or at the maximum
permitted by §§ 1003.103(a) a d
1003.104, to reflect that fact.
(3) U less there are extraordi ary

mitigati g circumsta ces, the aggregate 
amou t of the pe alty a d assessme t
should  ever be less tha  double the 
approximate amou t of damages a d
costs (as defi ed i  paragraph (d) of this
sectio ) sustai ed by the U ited States,
or a y State, as a result of claims or
i cide ts subject to a determi atio 
u der §§ 1003.102(a) a d (b)(1) through
(b)(4).
(d) (1) The sta dards set forth i this

sectio are bi di g, except to the exte t
that their applicatio  would result i 
impositio of a amou t that would
exceed limits imposed by the U ited
States Co stitutio .
(2) The amou t imposed will  ot be 

less tha the approximate amou t
required to fully compe sate the U ited
States, or a y State, for its damages a d
costs, ta gible a d i ta gible, i cludi g
but  ot limited to the costs attributable
to the i vestigatio , prosecutio a d
admi istrative review of the case.
(3) Nothi g i this sectio  will limit 

the authority of the Departme t to settle
a y issue or case as provided by
§ 1003.126, or to compromise a y
pe alty a d assessme t as provided by
§ 1003.128.
9. Sectio 1003.107 is revised to read

as follows:
§ 1003.107 Determinations regarding
exclusion.
(a) I determi i g whether to exclude

a perso a d the duratio of a 
exclusio , the Departme t will take i to
accou t the factors set forth i  
§ 1003.106. Where there are aggravati g
circumsta ces as described i 
11003.106(b), the perso should be
excluded. I the case of a exclusio 
based o  a determi atio u der

§ 1003.102(b) (2) or (3), the le gth of the
exclusio  may  ot exceed 5 years.
(b) Nothi g i  this sectio will limit 

the authority of the Departme t to settle
a y issue or case as provided by
§ 1003.126 or to compromise a y
exclusio as provided by § 1003.128.
10. Sectio  1003.109 is revised to read

as follows:
§ 1003.109 Notice of proposed
determination.
(a) If the I spector Ge eral proposes

to impose a pe alty a d assessme t, or 
to exclude a respo de t from
participatio i  Medicare or a State
health care program i accorda ce with
this part, he or she must serve  otice of
the actio by a y ma  er authorized by 
Rule 4 of the Federal Rules of Civil 
Procedure. The  otice wili i clude
(1) Refere ce to the statutory basis for 

the pe alty, assessme t a d exclusio ;
(2) A descriptio of the claims,

requests for payme t, or i cide ts with
respect to which the pe alty,
assessme t a d exclusio are proposed
(except i cases where the I spector
Ge eral is relyi g upo statistical
sampli g i  accorda ce with § 1003.133
i which case the  otice shall describe
those claims a d requests for payme t
comprisi g the sample upo which the 
I spector Ge eral is relyi g a d will 
also briefly describe the statistical
sampli g tech ique utilized by the 
I spector Ge eral);
(3) The reaso  why such claims, 

requests for payme t or i cide ts
subject the respo de t to a pe alty,
assessme t a d exclusio ; the amou t
of the proposed pe alty, assessme t a d
the period of proposed exclusio (where
applicable);
(4) A y circumsta ces described i 

§ 1003.106 which were co sidered whe 
determi i g the amou t of the proposed
pe alty a d assessme t a d the period
of exclusio ;
(5) I structio s for respo di g to the 

 otice, i cludi g—
(i) a specific stateme t of respo de t’s

right to a heari g, a d
(ii) a stateme t that failure to request

a heari g withi 60 days permits the 
impositio  of the proposed pe alty,
assessme t a d exclusio without right 
of appeal; a d
(6) I  the case of a  otice se t to a 

respo de t who has a agreeme t u der
sectio 1866 of the Act, the  otice will
also i dicate that the impositio of a 
exclusio  may result i  the termi atio 
of the provider’s agreeme t i  
accorda ce with sectio 1886(b)(2)(C) of 
the Act
(b) A y perso upo whom the

I spector Ge eral has proposed the 
impositio of a pe alty, assessme t or

exclusio may appeal such proposed
pe alty, assessme t or exclusio i 
accorda ce with § 1005.2 of this chapter.
The provisio s of part 1005 of this
chapter gover such appeals.

§1003.110 [Amended]

11. Sectio 1003.110 is ame ded by
removi g the word “suspe sio ” a d
addi g i its place the word “exclusio ”
the three times it appears; a d by 
revisi g the citatio i  the first se te ce
to read as “§ 1003.109(a)".
§§ 1003.111 through 1003.113 [Removed]

12. Sectio s 1003.111 Through 1003.113
are removed.
13. Sectio 1003.114 is revised to read

as follows:
§ 1003.114 Collateral estoppel.

(a) Where a fi al determi atio that
the respo de t prese ted or caused to
be prese ted a claim or request for
payme t falli g withi the scope of
§ 1003.102 has bee re dered i  a y 
proceedi g i  which the respo de t was
a party a d had a  opportu ity to be 
heard, the respo de t shall be bou d by
such determi atio i  a y proceedi g
u der this part.
(b) I  a proceedi g u der this part

that
(1) Is agai st a perso  who has bee 

co victed (whether upo a verdict after 
trial or upo a plea of guilty or  olo 
co te dere) of a Federal crime chargi g
fraud or false stateme ts, a d
(2) I volves the same tra sactio s as 

i the crimi al actio , the perso is 
estopped from de yi g the esse tial
eleme ts of the crimi al offe se.
§§ 1003.115 Through 1003.125 [Removed]

14. Sectio s 1003.115 through 1003.125
are removed.
15. Sectio 1003.127 is revised to read

as follows:
§ 1003.127 Judicial review.

Sectio  1128A(e) of the Act authorizes 
judicial review of a pe alty, assessme t
or exclusio that has become fi al. 
Judicial review may be sought by a 
respo de t o ly with respect to a 
pe alty, assessme t or exclusio with 
respect to which the respo de t filed a 
exceptio u der § 1005.21(c) of this
chapter u less the failure or  eglect to
urge such exceptio will be excused by
the court i  accorda ce with sectio 
1128A(e) of the Act because of 
extraordi ary circumsta ces.
16. Sectio 1003.128 is ame ded by

revisi g paragraphs (a) a d (a) to read
as follows:

— 

— 

— 
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§ 1003.128 Collection of penalty and 
assessment.
(a) O ce a determi atio  by the 

Secretary has become fi al, collectio of 
a y pe alty a d assessme t will be the 
respo sibility of HCFA, except i  the 
case of the Mater al a d Child Health
Services Block Gra t program, where
the collectio  will be the respo sibility
of the PHS, a d i  the case of the Social 
Services Block Gra t program, where
the collectio  will be the respo sibility
of the Office of Huma Developme t 
Services.
* :•* * *

(d) Matters that were raised or that
could have bee raised i a heari g
before a ALJ or i  a appeal u der
sectio 1128A(e) of the Act may  ot be 
raised as a defe se i a civil actio by 
the U ited States to collect a pe alty
u der this part.
17. Sectio 1003.129 is revised to read

as follows:
§ 1003.129 Notice to other agencies.
Whe ever a pe alty, assessme t or 

exclusio  become fi al, the followi g 
orga izatio s a d e tities will be 
 otified about such actio a d the 
reaso s for it—the appropriate State or 
local medical or professio al
associatio ; the appropriate Peer 
Review Orga izatio ; as appropriate,
the State age cy respo sible or the 
admi istratio of each State health care
program; the appropriate Medicare
carrier or i termediary; the appropriate
State or local lice si g age cy or 
orga izatio (i cludi g the Medicare
a d Medicaid State survey age cies); 
a d the lo g-term care ombudsma . I 
cases i volvi g exclusio s,  otice will 
also be give to the public of the 
exclusio  a d its effective date.
§§ 1003.130 and 1003.131 [Removed]
18. Sectio s 1003.130 a d 1003.131 are

removed.
19. Sectio  1003.132 is revised to read

as follows:
§1003.132 Limitations.
No actio u der this part will be

e tertai ed u less comme ced, i  
accorda ce with § 1003.109(a) of this 
part, withi  6 years from the date o  
which the claim was prese ted, the 
request for payme t was made, or the 
i cide t occurred.
§1003.133 [Amended]
20. Sectio  1003.133 is ame ded by

revisi g the citatio i the i troductory
clause of the first se te ce of paragraph
(a) from “§ 1003.114” to ”§ 1005.15 of 
this chapter”.
21. New sectio s 1003.134 a d

1003.135 are added to read as follows:

§ 1003.134 Effect of exclusion.
The effect of a exclusio will be as

set forth i § 1001.1901 of this chapter.
§ 1003.135 Reinstatement
A perso who has bee excluded i  

accorda ce with this part may apply for
rei stateme t at the e d of the period of 
exclusio . The OIG will co sider a y
request for rei stateme t i accorda ce
with the provisio s of §§ 1001.3001
through 1901.3004 of this chapter.

PART 1004 IMPOSITION OF
SANCTIONS ON HEALTH CARE
PRACTITIONERS AND PROVIDERS OF
HEALTH CARE SERVICES BY A PEER
REVIEW ORGANIZATION

E. Part 1004 is ame ded to read as
follows:
1. The authority citatio for part 1004

is revised to read as follows:
Authority: 42 U S C  1302 and 1320o-5 

2. Sectio  1004.30 is ame ded by
revisi g paragraph (b) a d the 
i troductory text to paragraph (c) to
read as follows:
§ 1004.30 Basic responsibilities.
it it it it it

(b) Whe the PRO ide tifies situatio s
where the obligatio s specified i 
§ 1004.10 are violated, it will afford the 
practitio er or other perso  reaso able
 otice a d opportu ity for discussio 
a d, if appropriate, a suggested method
for correcti g the situatio a d a time 
period for a corrective actio i  
accorda ce with §§ 1004.40 a d 1004.50.
(c) The PRO must submit a report to 

the OIG after the  otice a d opportu ity
provided u der paragraph (b) of this
sectio (a d corrective actio , if 
appropriate), if the PRO determi es that
the practitio er or other perso  has
★ * * * *
3. Sectio  1004.40 is revised to read as

follows:
§ 1004.40 Action on identification of a
violation.

(a) Whe a PRO ide tifies a violatio , 
it must determi e the source a d the 
 ature of the violatio .
(b) If the PRO determi es that the 

violatio is gross a d flagra t, it must
proceed i accorda ce with § 1004.50.
(c) If the PRO determi es that the 

violatio is a substa tial violatio i  a 
substa tial  umber of cases, it must
se d the practitio er or other perso a
writte i itial  otice of the ide tificatio 
of a violatio  co tai i g all of the 
followi g i formatio :
(1) The obligatio i volved.
(2) The situatio , circumsta ces or 

activity that resulted i a violatio .

(3) The authority a d respo sibility of 
the PRO to report violatio s of 
obligatio s.
(4) A suggested method for correcti g 

the situatio a d a time period for
corrective actio , if appropriate.
(5) The sa ctio that the PRO could

recomme d to the OIG.
(6) A i vitatio to submit additio al

i formatio to or discuss the problem
with represe tatives of the PRO withi 
20 days of receipt of the  otice. The date
of receipt is presumed to be 5 days after
the date o the  otice, u less there is a 
reaso able showi g to the co trary.
(7) A summary of the i formatio used

by the PRO i  arrivi g at its 
determi atio of a violatio of a 
obligatio a d a sy opsis of its 
co clusio s.
4. Sectio 1004.50 is ame ded by

revisi g paragraphs (b) a d (c)(1) to
read as follows:
§ 1004.50 Action on determination of a
violation.

it it , * *

(b) C ntents. The  otice must co tai 
the followi g i formatio :
(1) The determi atio of a violatio .
(2) The obligatio violated.
(3) The basis for the determi atio .
(4) A suggested method for correcti g

the situatio a d a time period for 
corrective actio , if appropriate.
(5) The sa ctio the PRO will 

recomme d to the OIG.
(6) The right of the practitio er or 

other perso to submit to the PRO
withi 30 days of receipt of the  otice, 
additio al i formatio or a writte 
request for a meeti g with the PRO to
review a d discuss the determi atio , or 
both. The date of receipt is presumed to
be 5 days after the date o  the  otice, 
u less there is a reaso able showi g to
the co trary.
(7) A copy of the material used by the 

PRO i arrivi g at its determi atio .
(c) Further review by PRO. (1) O the 

basis of additio al i formatio received, 
the PRO shall affirm or modify its 
determi atio . If the PRO affirms its
determi atio , it may suggest a method
for correcti g the situatio a d a time 
period for corrective actio . If the issue 
is resolved to the PRO’Ssatisfactio , the
PRO shall close the case.
* * * t t

5. Sectio  1004.60 is ame ded by
addi g a  ew paragraph (c) to read a3
follows:
§ 1004.60 Final PRO determination of a
violation.
* * * * *
(c) Provide  otice to the State medical 

board whe it submits a report a d
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recomme datio to the OIG with
respect to a physicia or other
authorized i dividual whom the board is 
respo sible for lice si g.
6. Sectio 1004.90 is ame ded by

revisi g paragraph (d)(7) to read as
follows:
§ 1004.90 Acknowledgement and review
of report.

* 4 * ♦

(d) Decisi n  f sancti n. * * *
* * * * *
(7) Whether the practitio er or other

perso  is u able or u willi g to comply
substa tially with the obligatio s, 
i cludi g whether, prior to the PRO’S
recomme datio , he or she e tered i to
a corrective actio  pla a d, if so, 
whether he or she successfully
completed such corrective actio  pla .
* * * * *

§1004.100 [Amended]
7. Sectio 1004.100 is ame ded by

removi g paragraph (g).
8. Sectio  1004.110 is revised to read

as follows:
§ 1004.110 Effect of an exclusion on
Medicare payments and services.
The effect of a  exclusio  will be as

set forth i § 1001.1901 of this chapter.
9. Sectio 1004.120 is revised to read

as follows:
§ 1004.120 Reinstatement after exclusion.
A perso who has bee excluded i 

accorda ce with this part may apply for 
rei stateme t at the e d of the period of 
exclusio . The OIG will co sider a y
request for rei stateme t i accorda ce
with the provisio s of §§ 1001.3001
through 1001.3005 of this chapter.
10. Sectio 1004.130 is revised to read

as follows:
§ 1004.130 Appeal rights.
(a) Right t administrative review. (1)

A practitio er or other perso 
dissatisfied with a OIG determi atio ,
or a exclusio that results from a
determi atio   ot bei g made withi 
120 days, is e titled to appeal such
sa ctio  i accorda ce with part 1005 of 
this chapter.
(2) Due to the 120-day statutory

requireme t specified i § 1004.90(e), the
followi g limitatio s apply
(i) The period of time for submitti g 

additio al i formatio will  ot be
exte ded.
(ii) A y material received by the HHS 

after the 30-day period allowed, will  ot
be co sidered by the ALJ or the 
Departme tal Appeals Board (DAB).
(3) The OIG’s determi atio co ti ues

i  effect u less reversed by a heari g.
(b) Right t judicial review. A y

practitio er or other perso dissatisfied

with a fi al decisio  of the Secretary
may file a civil actio  i accorda ce
with the provisio s of sectio  205(g) of 
the Act.
F. A  ew part 1005 is added to read as

follows:

PART 1005 APPEALS OF
EXCLUSIONS, CIVIL MONEY
PENALTIES AND ASSESSMENTS

S c.
1005 1 Definitions 
1005 2 Hearing before an administrative law

judge 
1005 3 Rights of parties 
1005 4 Authority of the ALJ 
1005 5 Ex parte contacts 
1005 6 Prehearing conferences 
1005 7 Discovery 
1005 8 Exchange of witness lists, witness 

statements and exhibits 
1005 9 Subpoenas for attendance at hearing 
1005 10 Fees 
1005 11 Form, filing and service of papers 
1005 12 Computation of time 
1005 13 Motions 
1005 14 Sanctions 
1005 15 The hearing and burden of proof 
1005 16 Witnesses 
1005 17 Evidence 
1005 18 The record 
1005 19 Post-hearing briefs 
1005 20 Initial decision 
1005 21 Appeal to DAB 
1005 22 Stay of initial decision 
1005 23 Harmless error 

Authority: 42 U S C  405(a), 405(b), 1302,
1320a 7,1320a 7a and 1320C-5.

§1005.1 Definitions.
Civilm neypenalty cases refer to all 

proceedi gs arisi g u der a y of the
statutory bases for which the OIG has
bee delegated authority to impose civil 
mo ey pe alties u der Medicare or the 
State health care programs.
DAB refers to the Departme tal

Appeals Board or its delegatee.
Exclusi n cases refer to all 

proceedi gs arisi g u der a y of the 
statutory bases for which the OIG has
bee delegated authority to impose 
exclusio s u der Medicare or the State
health care programs.
§ 1005.2 Hearing before an administrative
law Judge.
(a) A party sa ctio ed u der a y

criteria specified i  parts 1001,1003 a d
1004 of this chapter may request a
heari g before a ALJ.
(b) I  exclusio  cases, the parties to 

the proceedi g will co sist of the
petitio er a d the IG. I civil mo ey
pe alty cases, the parties to the 
proceedi g will co sist of the
respo de t a d the IG.
(c) The request for a heari g will be 

made i  writi g, sig ed by the petitio er
or respo de t or by his or her attor ey.
The request must be filed withi 60 days

after the  otice, provided i  accorda ce
with §§ 1001.2002,1001.2003 or 1003.109,
is received by the petitio er or 
respo de t. For purposes of this sectio ,
the date of receipt of the  otice letter
will be presumed to be 5 days after the 
date of such  otice u less there is a 
reaso able showi g to the co trary.
(d) The request for a heari g will 

co tai a stateme t as to the specific 
issues or fi di gs of fact a d
co clusio s of law i  the  otice letter
with which the petitio er or respo de t
disagrees, a d the basis for his or her
co te tio that the specific issues or
fi di gs a d co clusio s were i correct.
(e) The ALJ will dismiss a heari g

request where
(1) The petitio er’s or the respo de t’s

heari g request is  ot filed i a timely 
ma  er;
(2) The petitio er or respo de t

withdraws his or her request for a 
heari g;
(3) The petitio er or respo de t

aba do s his or her request for a
heari g; or
(4) The petitio er’s or respo de t’s

heari g request fails to raise a y issue
which may properly be addressed i  a
heari g.
§ 1005.3 Rights of parties.
(a) Except as otherwise limited by this 

part, all parties may
(1) Be accompa ied, represe ted a d

advised by a attor ey;
(2) Participate i a y co fere ce held 

by the ALJ;
(3) Co duct discovery of docume ts

as permitted by this part;
(4) Agree to stipulatio s of fact or law

which will be made part of the record;
(5) Prese t evide ce releva t to the

issues at the heari g;
(6) Prese t a d cross exami e

wit esses;
(7) Prese t oral argume ts at the 

heari g as permitted by the ALJ; a d
(8) Submit writte briefs a d proposed 

fi di gs of fact a d co clusio s of law
after the heari g.
(b) Fees for a y services performed o 

behalf of a party by a  attor ey are  ot
subject to the provisio s of sectio 206
of title II of the Act, which authorizes
the Secretary to specify or limit these
fees.
§ 1005.4 Authority of the ALJ.
(a) The ALJ will co duct a fair a d

impartial heari g, avoid delay, mai tai 
order a d assure that a record of the
proceedi g is made.
(b) The ALJ has the authority to
(1) Set a d cha ge the date, time a d

place of the heari g upo reaso able
 otice to the parties;
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(2) Co ti ue or recess the heari g i 
whole or i part for a reaso able period
of time;
(3) Hold co fere ces to ide tify or

simplify the issues, or to co sider other
matters that may aid i the expeditious
dispositio of the proceedi g;
(4) Admi ister oaths a d affirmatio s;
(5) Issue subpoe as requiri g the

atte da ce of w it esses at heari gs a d
the productio of docume ts at or i 
relatio to heari gs;
(6) Rule o motio s a d other

procedural matters;
(7) Regulate the scope a d timi g of

docume tary discovery as permitted by
this part;
(8) Regulate the course of the heari g

a d the co duct of represe tatives,
parties, a d wit esses;
(9) Exami e wit esses;
(10) Receive, rule o , exclude or limit

evide ce;
(11) Upo motio of a party, take

official  otice of facts;
(12) Upo motio of a party, decide

cases, i whole or i part, by summary
judgme t where there is  o disputed
issue of material fact; a d
(13) Co duct a y co fere ce,

argume t or heari g i perso or, upo 
agreeme t of the parties, by telepho e.
(c) The ALJ does  ot have the

authority to
(1) Fi d i valid Federal statutes or

regulatio s or Secretarial delegatio s of
authority;
(2) E ter a order i the  ature of a

directed verdict;
(3) Compel settleme t  egotiatio s;
(4) E joi a y act of the Secretary;
(5) Review the exercise of discretio 

by the OIG to exclude a i dividual or
e tity u der sectio 1128(b) of the Act,
or determi e the scope or effect of the
exclusio ,
(6) Set a period of exclusio at zero, or

reduce a period of exclusio to zero, i 
a y case where the ALJ fi ds that a 
i dividual or e tity committed a act
described i sectio 1128(b) of the Act,
or
(7) Review the exercise of discretio 

by the OIG to impose a CMP,
assessme t or exclusio u der part 1003
of this chapter.

§ 1005.5 Ex parte co tacts.
No party or perso (except employees

of the ALJ’s office) will commu icate i 
a y way with the ALJ o a y matter at
issue i a case, u less o  otice a d
opportu ity for all parties to participate.
This provisio does  ot prohibit a
perso or party from i quiri g about the
status of a case or aski g routi e
questio s co cer i g adm i istrative
fu ctio s or procedures.

§ 1005.6 Prehearing conferences.
(a) The ALJ will schedule at least one

prehearing conference, and may
schedule additional prehearing
conferences as appropriate, upon
reasonable notice to the parties 

(b) The ALJ may use prehearing
conferences to discuss the following

(1) Simplification of the issues;
(2) The necessity or desirability of

amendments to the pleadings, including
the need for a more definite statement;

(3) Stipulations and admissions of fact
or as to the contents and authenticity of
documents;

(4) Whether the parties can agree to 
submission of the case on a stipulated
record;

(5) W hether a party chooses to waive
appearance at an oral hearing and to 
submit only documentary evidence
(subject to the objection of other parties)
and written argument;

(6) Limitation of the number of
witnesses;

(7) Scheduling dates for the exchange
of witness lists and of proposed
exhibits;

(8) Discovery of documents as
permitted by this part;

(9) The time and place for the hearing;
(10) Such other matters as may tend to

encourage the fair, just and expeditious
disposition of the proceedings; and

(11) Potential settlement of the case 
(c) The ALJ will issue an order

containing the matters agreed upon by
the parties or ordered by the ALJ at a
prehearing conference 

§ 1005.7 Discovery.
(a) A party may make a request to 

another party for production of
documents for inspection and copying
which are relevant and material to the
issues before the ALJ 

(b) For the purpose of this section, the
term documents includes information,
reports, answers, records, accounts,
papers and other data and documentary
evidence Nothing contained in this
section will be interpreted to require the
creation of a document, except that
requested data stored in an electronic
data storage system will be produced in
a form accessible to the requesting
party 

(c) Requests for documents, requests
for admissions, written interrogatories,
depositions and any forms of discovery,
other than those permitted under
paragraph (a) of this section, are not
authorized 

(d) This section will not be construed
to require the disclosure of interview
reports or statements obtained by any
party, or on behalf of any party, of
persons who will not be called as
witnesses by that party, or analyses and

summaries prepared i co ju ctio with 
the i vestigatio or litigatio of the case, 
or a y otherwise privileged docume ts.
(e) (1) Withi 10 days of service of a 

request for productio of docume ts, a 
party may file a motio  for a protective
order.
(2) The ALJ may gra t a motio for a

protective order if he or she fi ds that
the discovery sought
(1) Is u duly costly or burde some,
(ii) Will u duly delay the proceedi g, 

or
(iii) Seeks privileged i formatio .
(3) The burde of showi g that

discovery should be allowed is o  the 
party seeki g discovery.
§ 1005.8 Exchange of witness lists,
witness statements and exhibits.
(a) At least 15 days before the 

heari g, the ALJ will order the parties to
excha ge wit ess lists, copies of prior 
writte stateme ts of proposed
wit esses a d copies of proposed
heari g exhibits, i cludi g copies of a y 
writte stateme ts that the party
i te ds to offer i lieu of live testimo y 
i  accorda ce with § 1005.16.
(b) (1) If at a y time a party objects to

the proposed admissio of evide ce  ot 
excha ged i  accorda ce with
paragraph (a) of this sectio , the ALJ
will determi e whether the failure to
comply with paragraph (a) of this
sectio should result i the exclusio of 
such evide ce.
(2) U less the ALJ fi ds that

extraordi ary circumsta ces justified
the failure to timely excha ge the 
i formatio listed u der paragraph (a)
of this sectio , the ALJ must exclude
from the party’s case-i -chief:
(i) The testimo y of a y wit ess

whose  ame does  ot appear o  the 
wit ess list, a d
(ii) A y exhibit  ot provided to the 

opposi g party as specified i paragraph
(a) of this sectio .
(3) If the ALJ fi ds that extraordi ary

circumsta ces existed, the ALJ must
the determi e whether the admissio 
of such evide ce would cause
substa tial prejudice to the objecti g
party. If the ALJ fi ds that there is  o 
substa tial prejudice, the evide ce may 
be admitted. If the ALJ fi ds that there is
substa tial prejudice, the ALJ may 
exclude the evide ce, or at his or her
discretio , may postpo e the heari g for
such time as is  ecessary for the 
objecti g party to prepare a d respo d
to the evide ce.
(c) U less a other party objects

withi a reaso able period of time prior 
to the heari g, docume ts excha ged i 
accorda ce with paragraph (a) of this 
sectio will be deemed to be authe tic
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for the purpose of admissibility at the 
heari g.
§ 1005.9 Subpoenas for attendance at
hearing.
(a) A party wishi g to procure the 

appeara ce a d testimo y of a y
i dividual at the heari g may make a 
motio  requesti g the ALJ to issue a 
subpoe a if the appeara ce a d
testimo y are reaso ably  ecessary for
the prese tatio of a party’s case.
(b) A subpoe a requiri g the 

atte da ce of a i dividual may also 
require the i dividual to produce 
evide ce at the heari g i  accorda ce
with § 1005.7.
(c) Whe a subpoe a is served by a 

respo de t or petitio er o  a particular
i dividual or particular office of the 
OIG, the OIG may comply by 
desig ati g a y of its represe tatives to
appear a d testify.
(d) A party seeki g a subpoe a will 

file a writte motio   ot less tha 30
days before the date fixed for the 
heari g, u less otherwise allowed by 
the ALJ for good cause show . Such 
request will:
(1) Specify a y evide ce to be 

produced,
(2) Desig ate the wit esses, a d
(3) Describe the address a d locatio 

with sufficie t particularity to permit
such wit esses to be fou d.
(e) The subpoe a will specify the time 

a d place at which the wit ess is to
appear a d a y evide ce the wit ess is
to produce.
(f) Withi  15 days after the writte 

motio  requesti g issua ce of a 
subpoe a is served, a y party may file
a oppositio or other respo se.
(g) If the motio  requesti g issua ce

of a subpoe a is gra ted, the party
seeki g the subpoe a will serve it by 
delivery to the i dividual  amed, or by
certified mail addressed to such 
i dividual at his or her last dwelli g 
place or pri cipal place of busi ess.
(h) The i dividual to whom the 

subpoe a is directed may file with the 
ALJ a motio  to quash the subpoe a
withi 10 days after service.
(i) The exclusive remedy for 

co tumacy by, or refusal to obey a
subpoe a duly served upo , a y perso 
is specified i  sectio 205(e) of the
Social Security Act (42 U.S.C. 405(e)).
§1005.10 Fees.
The party requesti g a subpoe a will

pay the cost of the fees a d mileage of 
a y wit ess subpoe aed i the amou ts
that would be payable to a wit ess i a 
proceedi g i U ited States District 
Court. A check for wit ess fees a d
mileage will accompa y the subpoe a
whe served, except that whe a

No. 19 / Wed esday, Ja uary 29, 1992 / Rules a d Regulatio s

subpoe a is issued o  behalf of the IG, a 
check for wit ess fees a d mileage  eed
 ot accompa y the subpoe a.
§ 1005.11 Form, filing and service of
papers.
(a) F rms. (1) U less the ALJ directs

the parties to do otherwise, docume ts
filed with the ALJ will i clude a 
origi al a d two copies.
(2) Every pleadi g a d paper filed i 

the proceedi g will co tai a captio 
setti g forth the title of the actio , the 
case  umber, a d a desig atio of the 
paper, such as motio  to quash
subpoe a.
(3) Every pleadi g a d paper will be 

sig ed by, a d will co tai the address
a d telepho e  umber of the party or 
the perso o  whose behalf the paper
was filed, or his or her represe tative.
(4) Papers are co sidered filed whe 

they are mailed.
(b) Service. A party fili g a docume t 

with the ALJ or the Secretary will, at the 
time of fili g, serve a copy of such
docume t o  every other party, Service 
upo a y party of a y docume t will be 
made by deliveri g a copy, or placi g a 
copy of the docume t i the U ited
States mail, postage prepaid a d
addressed, or with a private delivery
service, to the party’s last k ow 
address. Whe a party is represe ted by 
a attor ey, service will be made upo  
such attor ey i  lieu of the party.
(c) Pr  f f service. A certificate of 

the i dividual servi g the docume t by 
perso al delivery or by mail, setti g
forth the ma  er of service, will be 
proof of service.
§ 1005.12 Computation of time.
(a) I computi g a y period of time 

u der this part or i  a order issued
thereu der, the time begi s with the day
followi g the act, eve t or default, a d
i cludes the last day of the period
u less it is a Saturday, Su day or legal 
holiday observed by the Federal
Gover me t, i  which eve t it i cludes
the  ext busi ess day.
(b) Whe the period of time allowed is

less tha 7 days, i termediate
Saturdays, Su days a d legal holidays
observed by the Federal Gover me t 
will be excluded from the computatio .
(c) Where a docume t has bee 

served or issued by placi g it i the 
mail, a additio al 5 days will be added
to the time permitted for a y respo se.
This paragraph does  ot apply to
requests for heari g u der § 1005.2.
§1005.13 Motions.
(a) A  applicatio to the ALJ for a 

order or ruli g will be by motio . 
Motio s will state the relief sought, the 
authority relied upo  a d the facts

alleged, a d will be filed with the ALJ
a d served o  all other parties.
(b) Except for motio s made duri g a 

preheari g co fere ce or at the heari g, 
all motio s will be i  writi g. The ALJ
may require that oral motio s be
reduced to writi g.
(c) Withi 10 days after a writte 

motio is served, or such other time as
may be fixed by the ALJ, a y party may 
file a respo se to such motio .
(d) The ALJ may  ot gra t a writte 

motio  before the time for fili g
respo ses has expired, except upo  
co se t of the parties or followi g a
heari g o the motio , but may overrule 
or de y such motio without awaiti g a
respo se.
(e) The ALJ will make a reaso able

effort to dispose of all outsta di g
motio s prior to the begi  i g of the 
heari g.
§ 1005.14 Sanctions.
(a) The ALJ may sa ctio a perso ,

i cludi g a y party or attor ey, for
faili g to comply with a order or
procedure, for faili g to defe d a 
actio or for other misco duct that
i terferes with the speedy, orderly or
fair co duct of the heari g. Such 
sa ctio s will reaso ably relate to the 
severity a d  ature of the failure or 
misco duct. Such sa ctio may 
i clude—
(1) I the case of refusal to provide or

permit discovery u der the terms of this 
part, drawi g  egative factual
i fere ces or treati g such refusal as a 
admissio by deemi g the matter, or 
certai facts, to be established;
(2) Prohibiti g a party from

i troduci g certai evide ce or 
otherwise supporti g a particular claim 
or defe se;
(3) Striki g pleadi gs, i whole or i 

part;
(4) Stayi g the proceedi gs;
(5) Dismissal of the actio ;
(6) E teri g a decisio by default; a d
(7) Refusi g to co sider a y motio  or

other actio that is  ot filed i a timely 
ma  er.
(b) I civil mo ey pe alty cases

comme ced u der sectio 1128A of the 
Act or u der a y provisio which 
i corporates sectio 1128A(c)(4) of the 
Act, the ALJ may also order the party or
attor ey who has e gaged i  a y of the 
acts described i  paragraph (a) of this 
sectio to pay attor ey’s fees a d other 
costs caused by the failure or 
misco duct.
§ 1005.15 The hearing and burden of 
proof.
(a) The ALJ will co duct a heari g o 

the record i order to determi e whether
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the petitio er or respo de t should be 
fou d liable u der this part.
(b) Burde  of proof i civil mo ey

pe alty cases u der part 1003, i  Peer
Review Orga izatio exclusio eases
u der part 1004, a d i  exclusio cases
u der §§ 1001.701,1001.901 a d 1001.951.
I civil mo ey pe alty cases u der part
1003, i Peer Review Orga izatio 
exclusio cases u der part 1004, a d i 
exclusio cases u der §§ 1001.701,
1001.901 a d 1001.951 of this chapter
(1) The respo de t bears the burde 

of goi g forward a d the burde of 
persuasio with respect to affirmative 
defe ses a d a y mitigati g 
circumsta ces; a d
(2) The IG bears the burde of goi g

forward a d the burde of persuasio 
with respect to all other issues.
(c) Burde of proof i all other 

exclusio  cases. I all exclusio cases
except those gover ed by paragraph (b)
of this sectio , the ALJ will allocate the 
burde  of proof as the ALJ deems
appropriate
(d) The burde  of persuasio will be

judged by a prepo dera ce of the 
evide ce
(e) The heari g will be ope to the 

public u less otherwise ordered by the 
ALJ for good cause show .
(f) (1) A heari g u der this part is  ot

limited to specific items a d i formatio  
set forth i the  otice letter to the 
petitio er or respo de t. Subject to the 
15 day requireme t u der § 1005.8,
additio al items or i formatio may be 
i troduced by either party duri g its 
case-i -chief u less such i formatio or 
items are
(1) Privileged,
(ii) Disqualified from co sideratio 

due to u timeli ess i accorda ce with
§ 1004.130(a)(2){ii); or
(iii) Deemed otherwise i admissible

u der § 1005.17.
(2) After both parties have prese ted

their cases, evide ce may be admitted
o rebuttal eve  if  ot previously
excha ged i accorda ce with § 1005.8.
§ 1005.18 Witnesses.

(a) Except as provided i paragraph
(b) of this sectio , testimo y at the 
heari g will be give  orally by
wit esses u der oath or affirmatio 
(b) At the discretio of the ALJ,

testimo y (other tha expert testimo y] 
may be admitted i the form of a writte 
stateme t. A y such writte stateme t
must be provided to all other parties
alo g with the last k ow address of 
such wit ess, i a ma  er that allows
sufficie t time for other parties to 
subpoe a such wit ess for cross- 
exami atio at the heari g. Prior writte 
stateme ts of wit esses proposed to

testify at the heari g will be excha ged
as provided i  § 1005.8.
(c) The ALJ will exercise reaso able

co trol over the mode a d order of 
i terrogati g wit esses a d prese ti g
evide ce so as to:
(1) Make the i terrogatio a d

prese tatio effective for the
ascertai me t of the truth,
(2J Avoid repetitio or  eedless

co sumptio of time, a d
(3) Protect wit esses from harassme t

or u due embarrassme t.
(d) The ALJ will permit the parties to

co duct such cross exami atio of 
wit esses as may be required for a full
a d true disclosure of the facts.
(ej The ALJ may order wit esses

excluded so that they ca  ot hear the 
testimo y of other wit esses. This does
 ot authorize exclusio of—
(1) A party who is a i dividual;
(2) I  the case of a party that is  ot a 

i dividual, a officer or employee of the 
party appeari g for the e tity pro se or 
desig ated as the party’s represe tative;
or
(3) A  i dividual whose prese ce is

show by a party to be esse tial to the
prese tatio of its case, i cludi g a 
i dividual e gaged i  assisti g the 
attor ey for the IG.
§1005.17 Evidence.
(a) The ALJ will determi e the 

admissibility of evide ce.
(b) Except as provided i this part the

ALJ will  ot be bou d by the Federal
Rules of Evide ce. However, the ALJ
may apply the Federal Rules of 
Evide ce where appropriate, for
example, to exclude u reliable evide ce.
(c) The ALJ must exclude irreleva t or 

immaterial evide ce.
(d) Although releva t, evide ce may

be excluded if its probative value is
substa tially outweighed by the da ger 
of u fair prejudice, co fusio of the 
issues, or by co sideratio s of u due
delay or  eedless prese tatio of 
cumulative evide ce.
(e) Although releva t, evide ce must 

be excluded if it is privileged u der
Federal law.
(f) Evide ce co cer i g offers of 

compromise or settleme t made i  this 
actio  will be i admissible to the exte t
provided i Rule 408 of the Federal
Rules of Evide ce.
(g) Evide ce of crimes, wro gs or acts

other tha those at issue i  the i sta t
case is admissible i order to show
motive, opportu ity, i te t, k owledge, 
preparatio , ide tity, lack of mistake, or 
existe ce of a scheme. Such evide ce is
admissible regardless of whether the 
crimes, wro gs or acts occurred duri g 
the statute of limitatio s period
applicable to the acts which co stitute

the basis for liability i the case, a d
regardless of whether they were
refere ced i  the IG’s  otice se t i 
accorda ce with §§ 1001.2002,1001.2003
or 1003.109.
(h) The ALJ will permit the parties to

i troduce rebuttal wit esses a d
evide ce.
(i) All docume ts a d other evide ce 

offered or take for the record will be
ope to exami atio by all parties,
u less otherwise ordered by the ALJ for
good cause show .
(j) The ALJ may  ot co sider evide ce 

regardi g the issue of willi g ess a d
ability to e ter i to a d successfully 
complete a corrective actio pla whe 
such evide ce pertai s to matters
occurri g after the submittal of the case
to the Secretary. The determi atio 
regardi g the appropriate ess of a y
corrective actio pla is  ot reviewable.
§1005.18 The record.

(a) The heari g will be recorded a d
tra scribed. Tra scripts may be
obtai ed followi g the heari g from the 
ALJ.
(b) The tra script of testimo y,

exhibits a d other evide ce admitted at
the heari g, a d all papers a d requests
filed i  the proceedi g co stitute the 
record for the decisio by the ALJ a d
the Secretary.
(c) The record may be i spected a d

copied (upo  payme t of a reaso able
fee) by a y perso , u less otherwise
ordered by the ALJ for good cause
show .
(d) For good cause, the ALJ may order

appropriate redactio s made to the 
record.
§ 1005.19 Post-hearing briefs.

The ALJ may require the parties to file
post-heari g briefs. I a y eve t, a y
party may file a post-heari g brief. The
ALJ will fix the time for fili g such briefs 
which are  ot to exceed 60 days from
the date the parties receive the 
tra script of the heari g or, if 
applicable, the stipulated record. Such
briefs may be accompa ied by proposed
fi di gs of fact a d co clusio s of law. 
The ALJ may permit the parties to file
reply briefs.
§1005.20  nitial decision.

(a) The ALJ will issue a i itial 
decisio , based o ly o  the record,
which will co tai fi di gs of fact a d
co clusio s of law.
(b) The ALJ may affirm, i crease or 

reduce the pe alties, assessme t or 
exclusio proposed or imposed by the 
IG, or reverse the impositio of the 
exclusio . I  exclusio cases where the 
period of exclusio comme ced prior to

— 

-

-
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the heari g, a y period of exclusio 
imposed by the ALJ will be deemed to
comme ce o  the date such exclusio 
origi ally we t i to effect.
(c) The ALJ will issue the i itial 

decisio to all parties withi  60 days
after the time for submissio  of post
heari g briefs a d reply briefs, if 
permitted, has expired. The decisio will 
be accompa ied by a stateme t
describi g the right of a y party to file a 
 otice of appeal with the DAB a d
i structio s for how to file such appeal.
If the ALJ fails to meet the deadli e
co tai ed i  this paragraph, he or she 
will  otify the parties of the reaso for
the delay a d will set a  ew deadli e.
(d) Except as provided i  paragraph

(e) of this sectio , u less the i itial
decisio  is appealed to the DAB, it will
be fi al a d bi di g o  the parties 30
days after the ALJ serves the parties
with a copy of the decisio . If service is
by mail, the date of service will be 
deemed to be 5 days from the date of 
maili g.
(e) If a exte sio of time withi 

which to appeal the i itial decisio is
gra ted u der § 1005.21(a), except as
provided i  § 1005.22(a), the i itial
decisio  will become fi al a d bi di g 
o  the day followi g the e d of the 
exte sio  period.
§ 1005.21 Appeal to DAB.
(a) A y party may appeal the i itial

decisio of the ALJ to the DAB by fili g
a  otice of appeal with the DAB withi 
30 days of the date of service of the 
i itial decisio . The DAB may exte d
the i itial 30 day period for a period of 
time  ot to exceed 30 days if a party
files with the DAB a request for a 
exte sio withi the i itial 30 day
period a d shows good cause.
(b) If a party files a timely  otice of 

appeal with the DAB, the ALJ will 
forward the record of the proceedi g to
the DAB.
(c) A  otice of appeal will be 

accompa ied by a writte  brief
specifyi g exceptio s to the i itial
decisio a d reaso s supporti g the 
exceptio s. A y party may file a brief i  
oppositio to exceptio s, which may
raise a y releva t issue  ot addressed
i the exceptio s, withi 30 days of 
receivi g the  otice of appeal a d
accompa yi g brief. The DABmay
permit the parties to file reply briefs.
(d) There is  o right to appear

perso ally before the DAB, or to appeal
to the DAB a y i terlocutory ruli g by
the ALJ.
(e) The DAB will  ot co sider a y

issue  ot raised i the parties’briefs,  or 
a y issue i  the briefs that could have
bee raised before the ALJ but was  ot.

(f) If a y party demo strates to the 
satisfactio of the DAB that additio al
evide ce  ot prese ted at such heari g
is releva t a d material a d that there
were reaso able grou ds for the failure
to adduce such evide ce at such
heari g, the DAB may rema d the 
matter to the ALJ for co sideratio of 
such additio al evide ce.
(g) The DABmay decli e to review

the case, or may affirm, i crease,
reduce, reverse or rema d a y pe alty, 
assessme t or exclusio determi ed by 
the ALJ.
(h) The sta dard of review o  a 

disputed issue of fact is whether the 
i itial decisio is supported by
substa tial evide ce o the whole 
record. The sta dard of review o  a
disputed issue of law is whether the 
i itial decisio is erro eous.
(i) Withi  60 days after the time for 

submissio of briefs a d reply briefs, if
permitted, has expired, the DAB will
issue to each party to the appeal a copy 
of the DAB’s decisio a d a stateme t
describi g the right of a y petitio er or 
respo de t who is fou d liable to seek
judicial review.
(j) Except with respect to a y pe alty,

assessme t or exclusio rema ded by
the ALJ, the DAB’s decisio , i cludi g a
decisio to decli e review of the i itial
decisio , becomes fi al a d bi di g 60
days after the date o  which the DAB
serves the parties with a copy of the 
decisio . If service is by mail, the date
of service will be deemed to be 5 days
from the date of maili g.
(k) (1) A y petitio for judicial review

must be filed withi 60 days after the 
DAB serves the parties with a copy of 
the decisio . If service is by mail, the 
date of service will be deemed to be 5
days from the date of maili g.
(2) I complia ce with 28 U.S.C.

2112(a), a copy of a y petitio for 
judicial review filed i a y U.S. Court of 
Appeals challe gi g a fi al actio of the 
DAB will be se t by certified mail,
retur receipt requested, to the 
Associate Ge eral Cou sel, I spector
Ge eral Divisio , HHS. The petitio 
copy will be time-stamped by the clerk
of the court whe the origi al is filed 
with the court.
(3) If the Associate Ge eral Cou sel

receives two or more petitio s withi 10
days after the DAB issues its decisio , 
the Associate Ge eral Cou sel will 
 otify the U.S. Judicial Pa el o  
Muitidistrict Litigatio  of a y petitio s
that were received withi the 10-day 
period.
§ 1005.22 Stay of initial decision.
(a) I  a CMP case u der sectio 1128A

of the Act, the fili g of a respo de t’s
request for review by the DAB will

automatically stay the effective date of 
the ALJ’s decisio .
(b) (1) After the DAB re ders a

decisio i  a CMP case, pe di g judicial 
review, the respo de t may file a 
request for stay of the effective date of
a y pe alty or assessme t with the ALJ.
The request must be accompa ied by a
copy of the  otice of appeal filed with
the Federal court. The fili g of such a 
request will automatically act to stay
the effective date of the pe alty or 
assessme t u til such time as the ALJ
rules upo the request.
(2) The ALJ may  ot gra t a

respo de t’s request for stay of a y
pe alty or assessme t u less the 
respo de t posts a bo d or provides
other adequate security.
(3) The ALJ will rule upo a

respo de t’s request for stay withi 10
days of receipt.
§ 1005.23 Harmless error.

No error i either the admissio or the
exclusio of evide ce, a d  o error or 
defect i a y ruli g or order or i a y
act do e or omitted by the ALJ or by a y
of the parties, i cludi g Federal
represe tatives such as Medicare
carriers a d i termediaries a d Peer 
Review Orga izatio s, is grou d for
vacati g, modifyi g or otherwise
disturbi g a otherwise appropriate
ruli g or order or act, u less refusal to
take such actio appears to the ALJ or
the DAB i co siste t with substa tial
justice. The ALJ a d the DAB at every
stage of the proceedi g will disregard
a y error or defect i  the proceedi g
that does  ot affect the substa tial
rights of the parties.
G. A  ew Part 1006 is added to read

as follows:

PART 1006 INVESTIGATIONAL
INQUIRIES

Sec.

1006.1 Scope.
1006.2 Co te ts of subpoe a.
1006.3 Service a d fees.
1006.4 Procedures for i vestigatio al 

i quiries.
1006.5 E forceme t of a subpoe a.
Authority: 42 U.S.C. 405(d), 405(e), 1302 a d

1320a-7a.

§ 1006.1 Scope.
(a) The provisio s i this part gover  

subpoe as issued by the I spector
Ge eral, or his or her delegates, i 
accorda ce with sectio s 205(d) a d
1128A(j) of the Act, a d require the 
atte da ce a d testimo y of wit esses
a d the productio of a y other
evide ce at a i vestigatio al i quiry.
(b) Such subpoe as may be issued i 

i vestigatio s u der sectio 1128A of

- 

— 



            

    
   
 

     
    

  
   

   
    

    
     

    
    

    

    
      
     
  

    
   

     
   

    
  

    
  

   
  

    
   

     
    

 
   

    
 

   
  

  
      

  
   

     
   

  
     

    
    

    
    

  
    

    
      
    

     
  

    

    
    

    
  

    
   

   
    

  
     
      
    

     
  

   

    
     

    
   

    
    
     

  
   

     
  
    

   
   

    
   
    
   

   
  

      
    

    
      

      

     
  

    
     

   
   
   

     
    

       
     

      
  

      
     

   
      
    
     

   
   

    
    

       
  

      
   

      
    

     
    

    
     

     
    
    

  
   

     
   

    
    

   
 

     
 

    
 

 
  
  
   

    
 

    

  
  

 

  
   

 

      
  

    
   

       
  

  
  

    
     
   
     

     
   

     
 

    
    

     
   

  
   

     
     

   

Federal Register / Vol. 57, No. 19 / W dn sday, January 29, 1992 / Rul s and R gulations 3355

the Act or u der a y other sectio of the 
Act that i corporates the provisio s of 
sectio 1128A(j).
(c) Nothi g i  this part is i te ded to

apply to or limit the authority of the 
I spector Ge eral, or his or her
delegates, to issue subpoe as for the 
productio of docume ts i  accorda ce
with 5 U.S.C. 6(a)(4), App. 3.
§ 1006.2 Contents of subpoena.
A subpoe a issued u der this part

will—
(a) State the  ame of the i dividual or 

e tity to whom the subpoe a is
addressed;
(b) State the statutory authority for 

the subpoe a;
(c) I dicate the date, time a d place

that the i vestigatio al i quiry at which
the wit ess is to testify will take place;
(d) I clude a reaso ably specific 

descriptio of a y docume ts or items 
required to be produced; a d
(e) If the subpoe a is addressed to a 

e tity, describe with reaso able
particularity the subject matter o  which
testimo y is required. I  such eve t, the 
 amed e tity will desig ate o e or more 
i dividuals who will testify o  its 
behalf, a d will state as to each
i dividual so desig ated that
i dividual’s  ame a d address a d the 
matters o  which he or she will testify. 
The i dividual so desig ated will testify
as to matters k ow or reaso ably
available to the e tity.
§ 1006.3 Service and fees.
(a) A subpoe a u der this part will be 

served by
(1) Deliveri g a copy to the i dividual

 amed i  the subpoe a;
(2) Deliveri g a copy to the e tity

 amed i the subpoe a at its last
pri cipal place of busi ess; or
(3) Registered or certified mail

addressed to such i dividual or e tity at
its last k ow dwelli g place or 
pri cipal place of busi ess.
(b) A verified retur by the i dividual

servi g the subpoe a setti g forth the 
ma  er of service or, i  the case of 
service by registered or certified mail,
the sig ed retur  post office receipt, will 
be proof of service.
(c) Wit esses will be e titled to the 

same fees a d mileage as wit esses i  
the district courts of the U ited States
(28 U.S.C. 1821 a d 1825). Such fees 
 eed  ot be paid at the time the 
subpoe a is served.
§1006.4 Procedures for investigational 
inquiries.
(a) Testimo y at i vestigatio al

i quiries will be take u der oath or 
affirmatio .
(b) I vestigatio al i quiries are  o 

public i vestigatory proceedi gs.

Atte da ce of  o wit esses is withi 
the discretio of the OIG, except that
(1) A wit ess is e titled to be 

accompa ied, represe ted a d advised
by a attor ey; a d
(2) Represe tatives of the OIG a d the 

Office of the Ge eral Cou sel are
e titled to atte d a d ask questio s.
(c) A wit ess will have a opportu ity

to clarify his or her a swers o  the 
record followi g the questio s by the 
OIG.
(d) A y claim of privilege must be 

asserted by the wit ess o  the record.
(e) Objectio s must be asserted o  the 

record. Errors of a y ki d that might be
corrected if promptly prese ted will be 
deemed to be waived u less reaso able
objectio is made at the i vestigatio al
i quiry. Except where the objectio  is 
o the grou ds of privilege, the questio 
will be a swered o the record, subject
to the objectio .
(f) If a wit ess refuses to a swer a y

questio   ot privileged or to produce
requested docume ts or items, or 
e gages i  co duct likely to delay or 
obstruct the i vestigatio al i quiry, the 
OIG may seek e forceme t of the 
subpoe a u der § 1006.5.
(g) (1) The proceedi gs will be 

recorded a d tra scribed.
(2) The wit ess is e titled to a copy of 

the tra script, upo  payme t of
prescribed costs, except that, for good 
cause, the wit ess may be limited to
i spectio of the official tra script of his
or her testimo y.
(3) (i) The tra script will be submitted

to the wit ess for sig ature.
(ii) Where the wit ess will be 

provided a copy of the tra script, the 
tra script will be submitted to the 
wit ess for sig ature. The wit ess may
submit to the OIG writte proposed
correctio s to the tra script, with such
correctio s attached to the tra script. If 
the wit ess does  ot retur a sig ed
copy of the tra script or proposed
correctio s withi 30 days of its bei g 
submitted to him or her for sig ature, 
the wit ess will be deemed to have
agreed that the tra script is true a d
accurate.
(iii) Where, as provided i  paragraph

(g)(2) of this sectio , the wit ess is
limited to i specti g the tra script, the 
wit ess will have the opportu ity at the 
time of i spectio to propose correctio s
to the tra script, with correctio s
attached to the tra script. The wit ess
will also have the opportu ity to sig  
the tra script. If the wit ess does  ot
sig  the tra script or offer correctio s
withi 30 days of receipt of  otice of the 
opportu ity to i spect the tra script, the 
wit ess will be deemed to have agreed
that the tra script is true a d accurate.

(iv) The OIG’s proposed correctio s
the record of tra script will be attached
to the tra script.
(h) Testimo y a d other evide ce 

obtai ed i a i vestigatio al i quiry
may be used by the OIG or DHHS i  a y 
of its activities, a d may be used or 
offered i to evide ce i  a y
admi istrative or judicial proceedi g.
§ 1006.5 Enforcement of a subpoena.
A subpoe a to appear at a 

i vestigatio al i quiry is e forceable
through the District Court of the U ited
States a d the district where the 
subpoe aed perso is fou d, resides or 
tra sacts busi ess.
H. A  ew Part 1007 is added to read

as follows:

PART 1007 STATE MEDICAID FRAUD
CONTROL UNITS

Sea
1007 1 Definitions 
1007 3 Scope and purpose 
1007 5 Basic requirement 
1007 7 Organization and location 

requirements 
1007 9 Relationship to, and agreement with,

the Medicaid agency 
1007 11 Duties and responsibilities of the

unit
1007 13 Staffing requirements 
1007 15 Applications, certification and

recertification 
1007 17 Annual report 
1007 19 Federal financial participation 

(FFP) 
1007 21 Other applicable HHS regulations 

Authority: 42 U S C 1396b(a)(6), 1396b(b)(3)
and 1396b(q) 

§1007.1 Definitions.
As used i  this part, u less otherwise

i dicated by the co text:
Empl y or empl yee, as the co text

requires, mea s full-time duty i te ded
to last at least a year. It i cludes a 
arra geme t whereby a i dividual is
o  full-time detail or assig me t to the 
u it from a other gover me t age cy, if 
the detail or assig me t is for a period
of at least 1 year a d i volves
supervisio by the u it.
Pr vidermea s a i dividual or e tity

that fur ishes items or services for
which payme t is claimed u der
Medicaid.
Unitmea s the State Medicaid fraud

co trol u it.
§ 1007.3 Scope and purpose.
This part impleme ts sectio s

1903(a)(6), 1903(b)(3), a d 1903(q) of the 
Social Security Act, as ame ded by the
Medicare Medicaid A ti-Fraud a d
Abuse Ame dme ts (Pub. L. 95 142).
The statute authorizes the Secretary to
pay a State 90 perce t of the costs of 
establishi g a d operati g a State

-
— 

— 

— 

-
-
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Medicaid fraud co trol u it, as defi ed
by the statute, for the purpose of
elimi ati g fraud i  the State Medicaid
program.
§ 1007.5 Basic requirement
A State Medicaid fraud co trol u it 

must be a si gle ide tifiable e tity of 
the State gover me t certified by the 
Secretary as meeti g the requireme ts
of §§ 1007.7 through 1007.13 of this part.
§ 1007.7 Organization and location 
requirements.
A y of the followi g three 

alter atives is acceptable:
(a) The u it is located i the office of 

the State Attor ey Ge eral or a other
departme t of State gover me t which
has Statewide authority to prosecute
i dividuals for violatio s of crimi al 
laws with respect to fraud i the 
provisio or admi istratio of medical 
assista ce u der a State pla 
impleme ti g title XIX of the Act;
(b) If there is  o State age cy with

Statewide authority a d capability for 
crimi al fraud prosecutio s, the u it has
established formal procedures that
assure that the u it refers suspected
cases of crimi al fraud i  the State
Medicaid program to the appropriate
State prosecuti g authority or 
authorities, a d provides assista ce a d
coordi atio to such authority or
authorities i  the prosecutio of such
cases; or
(c) The u it has a formal worki g 

relatio ship with the office of the State
Attor ey Ge eral a d has formal 
procedures for referri g to the Attor ey
Ge eral suspected crimi al violatio s
occurri g i the State Medicaid program
a d for effective coordi atio of the
activities of both e tities relati g to the 
detectio , i vestigatio a d prosecutio 
of those violatio s. U der this
requireme t, the office of the State
Attor ey Ge eral must agree to assume
respo sibility for prosecuti g alleged
crimi al violatio s referred to it by the 
u it. However, if the Attor ey Ge eral
fi ds that a other prosecuti g authority
has the demo strated capacity,
experie ce a d willi g ess to prosecute
a alleged violatio , he or she may refer
a case to that prosecuti g authority, as
lo g as the Attor ey Ge eral’s Office 
mai tai s oversight respo sibility for 
the prosecutio a d for coordi atio 
betwee the u it a d the prosecuti g
authority.
§ 1007.9 Relationship to, and agreement
with, the Medicaid agency.
(a) The u it must be separate a d

disti ct from the Medicaid age cy.
(b) No official of the Medicaid age cy

will have authority to review the

activities of the u it or to review or 
overrule the referral of a suspected
crimi al violatio to a appropriate
prosecuti g authority.
(c) The u it will  ot receive fu ds 

paid u der this part either from or 
through the Medicaid age cy.
(dj The u it will e ter i to a 

agreeme t with the Medicaid age cy
u der which the Medicaid age cy will 
agree to comply with all requireme ts of 
§ 455.21(a)(2) of this title.
§ 1007.11 Duties and responsibilities of
the unit.
(a) The u it will co duct a Statewide

program for i vestigati g a d
prosecuti g (or referri g for prosecutio ) 
violatio s of all applicable State laws
pertai i g to fraud i the admi istratio 
of the Medicaid program, the provisio 
of medical assista ce, or the activities of
providers of medical assista ce u der
the State Medicaid pla .
(b) (1) The u it will also review

complai ts allegi g abuse or  eglect of 
patie ts i  health care facilities
receivi g payme ts u der the State
Medicaid pla a d may review
complai ts of the misappropriatio  of
patie t’s private fu ds i  such facilities.
(2) If the i itial review i dicates

substa tial pote tial for crimi al
prosecutio , the u it will i vestigate the 
complai t or refer it to a appropriate
crimi al i vestigative or prosecutive
authority.
(3) If tire i itial review does  ot

i dicate a substa tial pote tial for 
crimi al prosecutio , the u it will refer 
the complai t to a appropriate State
age cy.
(c) If the u it, i carryi g out its duties

a d respo sibilities u der paragraphs
(a) a d (b) of this sectio , discovers that
overpayme ts have bee made to a
health care facility or other provider of
medical assista ce u der the State
Medicaid pla , the u it will either
attempt to collect such overpayme t or 
refer the matter to a appropriate State
age cy for collectio .
(d) Where a prosecuti g authority

other tha  the u it is to assume
respo sibility for the prosecutio of a 
case i vestigated by the u it, the u it
will i sure that those respo sible for the 
prosecutive decisio a d the
preparatio of the case for trial have the 
fullest possible opportu ity to 
participate i  the i vestigatio  from its
i ceptio a d will provide all  ecessary
assista ce to the prosecuti g authority
throughout all resulti g prosecutio s.
(e) The u it will make available to 

Federal i vestigators or prosecutors all 
i formatio  i its possessio co cer i g
fraud i  the provisio or admi istratio 
of medical assista ce u der the State

pla  a d will cooperate with such 
officials i  coordi ati g a y Federal a d
State i vestigatio s or prosecutio s
i volvi g the same suspects or
allegatio s.
(f) The u it will safeguard thé privacy

rights of all i dividuals a d will provide 
safeguards to preve t the misuse of
i formatio u der the u it’s co trol.
§ 1007.13 Staffing requirements.

(a) The u it will employ sufficie t 
professio al, admi istrative, a d
support staff to carry out its duties a d
respo sibilities i  a  effective a d
efficie t ma  er. The staff must i clude:

( 1 ) O e o t more attor eys experie ced
i  the i vestigatio or prosecutio of 
civil fraud or crimi al cases, who are
capable of givi g i formed advice o 
applicable law a d procedures a d
providi g effective prosecutio or 
liaiso with other prosecutors;
(2) O e or more experie ced auditors

capable of supervisi g the review of
fi a cial records a d advisi g or 
assisti g i  the i vestigatio of alleged
fraud; a d
(3) A se ior i vestigator with

substa tial experie ce i  commercial or
fi a cial i vestigatio s who is capable
of supervisi g a d directi g the 
i vestigative activities of the u it.
(b) The u it will employ, or have

available to it, professio al staff who 
are k owledgeable about the provisio  
of medical assista ce u der title XIX
a d about the operatio  of health care
providers.
§ 1007.15 Applications, certification, and 
recertification.
(a) Initial applicati n. I order to

receive FFP u der this part, the u it 
must submit to the Secretary, a 
applicatio approved by the Gover or, 
co tai i g the followi g i formatio 
a d docume tatio 
(1) A descriptio of the applica t's

orga izatio , structure, a d locatio 
withi  State gover me t, a d a 
i dicatio of whether it seeks
certificatio  u der § 1007.7 (a), (b), or
(c);
(2) A stateme t from the State

Attor ey Ge eral that the applica t has
authority to carry out the fu ctio s a d
respo sibilities set forth i this part. If
the applica t seeks certificatio u der
§ 1007.7(b), the stateme t must also 
specify either that
(i) There is  o State age cy with the

authority to exercise Statewide
prosecuti g authority for the violatio s
with which the u it is co cer ed, or
(ii) Although the State Attor ey

Ge eral may have commo law
authority for Statewide crimi al

— 

— 
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prosecutio s, he or she has  ot
exercised that authority;
(3) A copy of whatever memora dum

of agreeme t, regulatio , or other
docume t sets forth the formal 
procedures required u der § 1007.7(b),
or the formal worki g relatio ship a d
procedures required u der § 1007.7(c);
(4) A copy of the agreeme t with the 

Medicaid age cy required u der
§ 1007.9;
(5) A stateme t of the procedures to

be followed i  carryi g out the fu ctio s
a d respo sibilities of this part;
(6) A projectio of the caseload a d a 

proposed budget for the 12-mo th period
for which certificatio is sought; a d
(7) Curre t a d projected staffi g, 

i cludi g the  ames, educatio , a d
experie ce of all se ior professio al
staff already employed a d job 
descriptio s, with mi imum 
qualificatio s, for all professio al
positio s.
(b) C nditi ns f r, and n tificati n  f

certificati n. (1) The Secretary will
approve a applicatio o ly if he or she
has specifically approved the applica t’s 
formal procedures u der § 1007.7 (b) or
(c), if either of those provisio s is
applicable, a d has specifically certified
that the applica t meets the 
requireme ts of § 1007.7;
(2) The Secretary will promptly  otify 

the applica t whether the applicatio 
meets the requireme ts of this part a d
is approved. If the applicatio  is  ot
approved, the applica t may submit a 
ame ded applicatio at a y time. 
Approval a d certificatio  will be for a 
period of 1 year.
(c) C nditi ns f r recertificati n. I  

order to co ti ue receivi g payme ts
u der this part, a u it must submit a
reapplicatio to the Secretary at least 60
days prior to the expiratio of the 12
mo th certificatio  period. A
reapplicatio  must—
(1) Advise the Secretary of a y

cha ges i  the i formatio or 
docume tatio  required u der
paragraphs (a) (1) through (5) of this
sectio ;
(2) Provide projected caseload a d

proposed budget for the recertificatio 
period; a d
(3) I clude or refere ce the a  ual

report required u der § 1007.17.
(d) Basis f r recertificati n. (1) The 

Secretary will co sider the u it’s
reapplicatio , the reports required u der
§ 1007.17, a d a y other reviews or 
i formatio  he or she deems  ecessary
or warra ted, a d will promptly  otify 
the u it whether he or she has approved
the reapplicatio a d recertified the 
u it.
(2) I  reviewi g the reapplicatio , the 

Secretary will give special atte tio to

whether the u it has used its resources
effectively i i vestigati g cases of
possible fraud, i prepari g cases for 
prosecutio , a d i  prosecuti g cases or 
cooperati g with the prosecuti g
authorities.
(Approved by theOffice of Ma ageme t a d
Budget u der co trol  umber 0990 0162)

§ 1007.17 Annual report
At least 60 days prior to the expiratio 

of the certificatio period, the u it will 
submit to the Secretary a report
coveri g the last 12mo ths (the first 9
mo ths of the certificatio  period for the 
first a  ual report), a d co tai i g the 
followi g i formatio 
(a) The  umber of i vestigatio s

i itiated a d the  umber completed or 
closed, categorized by type of provider;
(b) The  umber of cases prosecuted or 

referred for prosecutio ; the  umber of
cases fi ally resolved a d their
outcomes; a d the  umber of cases
i vestigated but  ot prosecuted or 
referred for prosecutio  because of 
i sufficie t evide ce;
(c) The  umber of complai ts received

regardi g abuse a d  eglect of patie ts
i  health care facilities; the  umber of
such complai ts i vestigated by the 
u it; a d the  umber referred to other
ide tified State age cies;
(d) The  umber of recovery actio s

i itiated by the u it; the  umber of 
recovery actio s referred to a other
age cy; the total amou t of 
overpayme ts ide tified by the u it; a d
the total amou t of overpayme ts
actually collected by the u it;
(e) The  umber of recovery actio s

i itiated by the Medicaid age cy u der
its agreeme t with the u it, a d the total
amou t of overpayme ts actually
collected by the Medicaid age cy u der
this agreeme t;
(f) Projectio s for the succeedi g 12

mo ths for items listed i paragraphs (a)
through (e) of this sectio ;
(g)The costs i curred by the u it; a d
(h) A  arrative that evaluates the 

u it’s performa ce; describes a y
specific problems it has had i  
co  ectio  with the procedures a d
agreeme ts required u der this part; a d
discusses a y other matters that have
impaired its effective ess.
(Approved by the Office of Ma ageme t a d
Budget u der co trol  umber 0990 0162)

§ 1007.19 Federal financial participation 
(FFP).
(a) Rate  fFFP. Subject to the 

limitatio of this sectio , the Secretary
will reimburse each State by a amou t
equal to 90 perce t of the costs i curred
by a certified u it which are attributable
to carryi g out its fu ctio s a d
respo sibilities u der this part.

(b) Retr active certificati n. The
Secretary may gra t certificatio 
retroactive to the date o  which the u it 
first met all the requireme ts of the 
statute a d of this part. For a y quarter
with respect to which the u it is 
certified, the Secretary will provide 
reimburseme t for the e tire quarter.
(c) Am unt  fFFP. FFP for a y

quarter will  ot exceed the higher of 
$125,000 or o e quarter of 1 perce t of 
the sums expe ded by the Federal,
State, a d local gover me ts duri g the 
previous quarter i carryi g out the 
State Medicaid program.
(d) C sts subject t FFP. (1) FFP is 

available u der this part for the 
expe ditures attributable to the 
establishme t a d operatio of the u it, 
i cludi g the cost of trai i g perso  el
employed by the u it. Reimburseme t 
will be limited to costs attributable to 
the specific respo sibilities a d
fu ctio s set forth i this part i 
co  ectio  with the i vestigatio a d
prosecutio of suspected fraudule t
activities a d the review of complai ts
of alleged abuse or  eglect of patie ts i  
health care facilities.
(2) (i) Establishme t costs are limited

to clearly ide tifiable costs of perso  el
that
(A) Devote full time to the 

establishme t of the u it which does
achieve certificatio ; a d
(B) Co ti ue as full-time employees 

after the u it is certified.
(ii) All establishme t costs will be 

deemed made i the first quarter of 
certificatio .
(e) C sts n t subject t FFP. FFP is  ot

available u der this part for
expe ditures attributable to
(1) The i vestigatio  of cases

i volvi g program abuse or other
failures to comply with applicable laws
a d regulatio s, if these cases do  ot
i volve substa tial allegatio s or other
i dicatio s of fraud;
(2) Efforts to ide tify situatio s i 

which a questio of fraud may exist, 
i cludi g the scree i g of claims, 
a alysis of patter s of practice, or
routi e verificatio  with recipie ts of 
whether services billed by providers
were actually received;
(3) The routi e  otificatio of 

providers that fraudule t claims may be
pu ished u der Federal or State law;
(4) The performa ce by a perso other

tha a full-time employee of the u it of
a y ma ageme t fu ctio for the u it,
a y audit or i vestigatio , a y
professio al legal fu ctio , or a y
crimi al, civil or admi istrative
prosecutio of suspected providers;
(5) The i vestigatio or prosecutio of

cases of suspected recipie t fraud  ot

-
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i volvi g suspected co spiracy with a 
provider; or
(6) A y payme t, direct or i direct, 

from the u it to the Medicaid age cy, 
other tha payme ts for the salaries of 
employees o detail to the u it
§ 1007.21 Other applicable HHS
regulations.
Except as otherwise provided i this

part, the followi g regulatio s from 45
CFR subtitle A apply to gra ts u der
this part:
Part 18, subpart C Departme t Gra t

Appeals Process Special Provisio s
Applicable To Reco sideratio of 
Disallowa ces [Note that this applies
o ly to disallowa ce determi atio s
a d  ot to a y other determi atio s,
e.g., over certificatio or recertificatio ];
Part 74 Admi istratio of Gra ts;
Part 75 I formal Gra t Appeals

Procedures;
Part 80 No discrimi atio U der

Programs Receivi g Federal Assista ce
Through the Departme t of Health a d
Huma  Services, Effectuatio of Title VI
of the Civil Rights Act of 1964;
Part 81 Practice a d Procedure for 

Heari gs U der 45 CFR Part 80;
Part 84 No discrimi atio o  the 

Basis of Ha dicap i  Programs a d
Activities Receivi g or Be efiti g From 
Federal Fi a cial Assista ce;
Part 91 No discrimi atio o the 

Basis of Age i HHS Programs or
Activities Receivi g Federal Fi a cial
Assista ce.
Dated: Ju e 8,1991.

Richard P. Kuss row,
Inspect rGeneral, Department  fHealth and
Human Services.
Approved: October 7,1991.

Louis W. Sullivan,
Secretary.
[FR Doc. 92-1939 Filed 1-23-92; 11:42 am] 
B LL NG CODE 4150-04-M

DEPARTMENT OF DEFENSE

48 CFR Parts 232 and 252

Department  f Defense Federal
Acquisiti n Regulati n Supplement;
Fraud Payment Reducti ns

AGENCY: Departme t of Defe se (DOD).
a c t io n : I terim rule with request for
comme ts.
s um m ar y : The Director of Defe se 
Procureme t has issued a i terim rule
ame di g the Defe se Federal
Acquisitio Regulatio Suppleme t
(DFARS] to establish policy a d
procedures for reduci g or suspe di g
payme ts to a co tractor whe the 
age cy head determi es that the

co tractor’s request for adva ce, partial,
or progress payme t is based o  fraud. 
DATES: Effective Date: Ja uary 15,1992.
C mment Date: Comme ts o the 

i terim rule should be submitted i  
writi g at the address show  below o 
or before February 28,1992, to be
co sidered i the formulatio  of the 
fi al rule. Please cite DAR Case 90 318
i all correspo de ce.
ADDRESSES: I terested parties should
submit writte comme ts to: Defe se 
Acquisitio  Regulatio s Cou cil, ATTN: 
Mr. Eric Me s, OUSD(A)DP, The
Pe tago , Washi gto , DC 20301 3000.
Telefax Number [703] 697 9845.
FOR FURTHER  NFORMAT ON CONTACT:
Mr. Eric Me s, (703) 697 7266.
SUPPLEMENTARY  NFORMAT ON:

A. Backgrou d
These revisio s impleme t sectio  836

of the FY1991 DoD Authorizatio  Act
(Public Law 101 510), as ame ded,
which added a subsectio (e) to 10
U.S.C. 2307. The statute permits
age cies to reduce or suspe d payme ts
to a co tractor whe the age cy head
determi es that the co tractor’s request
for adva ce, partial, or progress
payme t is based o  fraud.
This DFARS i terim rule provides a 

clause prescriptio at 232.111 70,
establishes age cy procedures at a  ew
sectio  232.173, a d establishes a  ew
clause at 252.232 7006, Reductio or
Suspe sio of Co tract Payme ts Upo  
Fi di g of Fraud.
B. Determi atio To Issue a  I terim
Rule
A determi atio has bee made u der

the authority of the Secretary of Defe se
to issue this regulatio as a i terim
rule. Urge t a d compelli g reaso s
exist to promulgate this rule before
affordi g the public a opportu ity to 
comme t because sectio  836 of the FY
1991 DoD Authorizatio  Act applies to 
all co tracts awarded o or after May 6,
1991. Therefore, it is esse tial that
guida ce be issued as expeditiously as
possible.
C. Regulatory Flexibility Act
The Regulatory Flexibility Act, 5

U.S.C. 601 et seg., applies but the i terim
rule is  ot expected to have a sig ifica t 
eco omic impact o a substa tial
 umber of small e tities because the
rule is  ot expected to impact 20 perce t
or more of those small busi esses who
co tract with the Departme t of
Defe se. Based o a a alysis of data
for fiscal year 1990, 4,335 out of a total
of 16,689 small busi esses (or 20 perce t
of the total  umber of small busi esses)
were awarded co tracts with adva ce

or progress payme t provisio s. A small 
perce tage of these (certai ly less tha 
100 perce t) ca be expected to submit
fraudule t payme t requests. The rule 
will have a sig ifica t eco omic impact
o  o ly those small busi esses who 
submit requests for adva ce, partial, or 
progress payme ts which may be based
o  fraud. Moreover, for those affected
e tities, the eco omic impact of the 
DFARS rule flows directly from 10
U.S.C. 2307(e)(5) which states that the 
co tractor must be afforded a 
opportu ity to “submit matters to the 
head of the age cy” i  respo se to the 
proposed reductio or suspe sio of 
payme t (see DFARS 232.173 4(e)). A  
i itial regulatory flexibility a alysis has
therefore  ot bee performed.
Comme ts from small e tities
co cer i g the affected DFARS subpart
will be co sidered i  accorda ce with
sectio  610 of the Act. Such comme ts 
must be submitted separately a d cite 5
U.S.C. 610 (DAR Case 91 610D) i 
correspo de ce.
D. Paperwork Reductio  Act
The Paperwork Reductio Act (Pub. L.

96 511) does  ot apply because the
i terim rule falls withi the exceptio 
provided u der 5 CFR 1320.3(c), i.e.,
matters pertai i g to the co duct of a 
federal crimi al i vestigatio or
prosecutio , or duri g the dispositio of
a particular crimi al matter.
List of Subjects i 48 CFR Parts 232 a d 
252
Gover me t procureme t

Claudia L. Naugl ,
Executive Edit r, Defense Acquisiti n
Regulati ns C uncil.
Therefore, 48 CFR parts 232 a d 252

are ame ded as follows:
1. The authority citatio  for 48 CFR

parts 232 a d 252 co ti ues to read as
follows:
Authority: 5 U.S.C. 301,10 U.S.C. 2202, a d

Defe se FAR Suppleme t 201.301.

PART 232— CONTRACT FINANCING

2. Sectio s 232.111 a d 232.111 70 are
added to read as follows:

232.111 Contract clauses.

232.111-70 Additional clause.

Use the clause at 252.232 7006,
Reductio  or Suspe sio of Co tract
Payme ts Upo  Fi di g of Fraud, i  all 
solicitatio s a d co tracts.
3. Sectio s 232.173 through 232.173 5

are added to read as follows:
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