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Office of the Secretary

42 CFR Parts 417,431,434, an 1003

RIN 0991 AA44

Me icare an State Health Care
Programs: Frau an Abuse, Civil
Money Penalties an Interme iate
Sanctions for Certain Violations by
Health Maintenance Organizations an 
Competitive Me ical Plans

AGENCY: Office of the Secretary, HHS,
Office of I spector Ge eral (OIG) a d
the Health Care Fi a ci g
Admi istratio (HCFA).
ACTION: Fi al rule.

SUMMARY: This fi al rule impleme ts
sectio s 9312(c)(2), 9312(f), a d 9434(b)
of Public Law 99 509, sectio 7 of
Public Law 100 93, sectio 4014 of
Public Law 100 203, sectio s 224 a d
411(k)(12) of Public Law 100 360, a d
sectio 6411(d)(3) of Public Law 101
239. These provisio s broade the
Secretary’s authority to impose
i termediate sa ctio s a d civil mo ey
pe alties o health mai te a ce
orga izatio s (HMOs), competitive
medical pla s, a d other prepaid health
pla s co tracti g u der Medicare or
Medicaid that (1) substa tially fail to
provide a e rolled i dividual with
required medically  ecessary items a d
services; (2) e gage i certai marketi g,
e rollme t, reporti g, or claims
payme t abuses; or (3) i  the case of
Medicare risk co tracti g pla s, employ
or co tract with, either directly or
i directly, a i dividual or e tity
excluded from participatio i 
Medicare. The provisio s also co ditio 
Federal fi a cial participatio i certai 
State payme ts o the State’s exclusio 
of certai prohibited e tities from
participatio i HMO co tracts a d
waiver programs. This fi al rule is
i te ded to sig ifica tly e ha ce the
protectio s for Medicare be eficiaries
a d Medicaid recipie ts e rolled i a
HMO, competitive medical pla , or
other co tracti g orga izatio u der
titles XVIII a d XIX of the Social
Security Act.

EFFECTIVE DATE: These rules are effective
September 13,1994.

FOR FURTHER INFORMATION, CONTACT:

Ze o W. St. Cyr, II, Legislatio ,
Regulatio s, a d Public Affairs Staff,
OIG, (202) 619 3270 or

Marty Abel , Office ofMa aged Care,
HCFA, (202) 205 9582 or

Mike Fiore, Medicaid Bureau, HCFA,
(410) 966 4460

SUPPLEMENTARY INFORMATION:

I. Backgrou d
A. Introduction
Ma aged care pla s, such as health

mai te a ce.orga izatio s (HMOs),
competitive medical pla s (CMPs), a d
health i suri g orga izatio s (HIOs) are
e tities that provide e rollees with
comprehe sive, coordi ated health care
i  a cost efficie t ma  er. Payme t for
these pla s is ge erally made o  a
prepaid, capitatio  basis. The goal of
prepaid health care delivery is to
co trol health care costs while at the
same time providi g e rollees with
affordable, coordi ated, quality health
care services. Titles XVIII a d XIX of the
Social Security Act (the Act) authorize
co tracts with ma aged health care
pla s for the provisio of covered health
services to Medicare be eficiaries a d
Medicaid recipie ts.
B. M dicar 
Sectio 1876 of the Act provides for

Medicare payme t at predetermi ed
rates to eligible orga izatio s that have
e tered i to risk co tracts with HFCA,
or for payme t of reaso able costs to
eligible orga izatio s that have e tered
i to cost co tracts. Eligible
orga izatio s i clude HMOs that have
bee federally qualified u der sectio 
1310(d) of title XIII of the Public Health
Service Act, a d CMPs that meet the
requireme ts of sectio 1876(b)(2) of the
Act.
Medicare e rollees of risk co tracti g

CMPs or HMOs are required to receive
covered services o ly through the
orga izatio , except for emerge cy
services a d urge tly  eeded out-of-area
services. I the case of a cost co tract,
the Medicare be eficiary may also
receive services outside the
orga izatio , with Medicare payi g for
the services through the ge eral
Medicare fee for-service system. If a 
HMO or CMP fails to comply with a
co tract provisio , the Secretary may
decide to  ot re ew or to termi ate the
co tract. Regulatio s gover i g
 o re ewal of a co tract are fou d at 42
CFR 417.492, a d regulatio s gover i g
termi atio of a co tract are at 42 CFR
417 .494 /'

C. M dicaid
Sectio 1903(m) of the Act co tai s

requireme ts that apply to State
Medicaid co tracts for the provisio , o 
a risk basis, either directly or through
arra geme ts, of at least certai 
specified services (“comprehe sive
services”). HCFA regulatio s at 42 CFR
part 434 impleme t the requireme ts i 
sectio 1903 (m) a d co tai other
requireme ts applicable to Medicaid

co tracts ge erally. Sectio 434.70
provides that HCFA may withhold
Federal matchi g payme ts, k ow as
Federal fi a cial participatio (FFP),for
State expe ditures for services provided
to Medicaid recipie ts whe either
party to a co tract substa tially fails to
carry out the terms of the co tract.

D. N w L gislation

1. The Om ibus Budget Reco ciliatio 
Act of 1986
Sectio 9312(c)(2) of Public Law 99

509, the Om ibus Budget Reco ciliatio 
Act of 1986 (OEiRA 86), added sectio 
1876(f)(3) to the Act. This provisio 
authorizes the Secretary to suspe d
e rollme t of Medicare be eficiaries by
a HMO/CMP or to suspe d payme t to
the HMO/CMP for i dividuals  ewly
e rolled, after the date the Secretary
 otifies the orga izatio of
 o complia ce with the requireme t i 
sectio 1876(f)(1) that limits e rollme t
to  o more tha 50 perce t Medicare
be eficiaries a d Medicaid recipie ts.
Prior to OBRA 86, HCFA’s o ly recourse
agai st a orga izatio for
 o complia ce with a y co tract
provisio s was to  o re ew or i itiate
termi atio of the co tract-. The  ew
authority provides alter ative remedies
that may be used i  place of or i 
additio to co tract  o re ewal or
termi atio for orga izatio s that do  ot
comply with the e rollme t
compositio requireme t.
Additio ally, sectio s 9312(f) a d

9434(c) of OBRA 86 added sectio s
1876(i)(6) a d 1903(m)(5), respectively,
to the Act. These provisio s authorize a
civil mo ey pe alty  ot greater tha 
$10,000 for each i sta ce of failure by
a orga izatio with a Medicare risk
co tract, or certai orga izatio s with a
comprehe sive risk co tract u der
Medicaid, to provide required medically
 ecessary items or services to Medicare
or Medicaid e rollees if the failure
adversely affects (or has the likelihood
of adversely affecti g) the e rollee.

2. The Medicare a d Medicaid Patie t
a d Program Protectio Act of 1987
Sectio 7 of Public Law 100 93, the

Medicare a d Medicaid Patie t a d
Program Protectio Act of 1987
(MMPPPA), added sectio 1902(p) of
the Act, which gra ts States the
authority to exclude i dividuals or
e tities from participatio i  their
Medicaid programs for a y of the
reaso s that co stitute a basis for
exclusio from Medicare u der sectio s
1128 ,1128A, or 1866(b)(2) of the Act. I 
additio , sectio 7 ofMMPPPA
established a  ew co ditio that States
must meet i order to receive FFP for
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payme ts to HMOs or e titles
fur ishi g services u der a waiver
approved u der sectio 1915(b)(1) of
the Act. The latter provisio 
co ditio ed FFP upo a State's
providi g that it will exclude from
participatio , as a HMO or a e tity
fur ishi g services u der a sectio 
1915(b)(1) waiver, a y e tity that could
be excluded u der sectio 1128(b)(8) of
the Act (that is, a y i dividual or e tity
agai st whom crimi al or civil pe alties
have bee  imposed). FFP is also
co ditio ed upo a State excludi g a 
e tity that has, directly or i directly, a
substa tial co tractual relatio ship with
a perso described i  sectio 
1128(b)(8)(B) of the Act.

3. The Om ibus Budget Reco ciliatio 
Act of 1987
Sectio 4014 of Public Law 100 203,

the Om ibus Budget Reco ciliatio Act
of 1987 (OBRA 87), provides the
Departme t with i creased pe alty
amou ts a d greater statutory authority
a d flexibility to take actio agai st
HMOs or CMPs that commit certai 
abuses. This authority also may be
exercised i additio to or i place of
i itiati g co tract termi atio 
proceedi gs. Sectio 4014 ofOBRA 87
ame ds sectio 1876(i)(6) of the Act to
authorize the Secretary to impose civil
mo ey pe alties, suspe d e rollme t,
a d suspe d payme ts for  ewly
e rolled i dividuals i the case of a 
orga izatio with a Medicare co tract
(both risk a d cost co tract) that the
Secretary determi es has (1) failed
substa tially to provide required
medically  ecessary items a d services
to Medicare e rollees if the failure
adversely afreets (or has the likelihood
of adversely affecti g) the e rollee; (2)
imposed premiums o Medicare
e rollees i excess of permitted
premium amou ts; (3) acted to expel or
refused to ree roll a i dividual i 
violatio of sectio 1876 of the Act; (4)
e gaged i a y practice that ca 
reaso ably be expected to de y or
discourage e rollme t (except as
permitted u der sectio 1876) by
Medicare e rollees whose medical
co ditio or history i dicates a  eed for
substa tial future medical services; (5)
misreprese ted or falsified i formatio 
provided u der sectio 1876 to the
Secretary, a i dividual, or a y other
e tity; or (6) fails to comply with the
requireme ts of sectio 1876(g)(6)(A)
regardi g prompt payme t of claims.
U der OBRA 87, the maximum
allowable civil mo ey pe alty that ca 
be imposed for each determi atio of a
violatio is i creased to $25,000, or
$100,000 i the case of a HMO or CMP
determi ed to have committed acts i 

(4) above or formisreprese ti g or
falsifyi g i formatio fur ished to the
Secretary u der sectio 1876.

4. The Medicare Catastrophic Coverage
Act of 1988
Hie Medicare Catastrophic Coverage

Act of 1988 (MCCA), Public Law 100
360, ame ded sectio s 1876 a d
1903(m) of the Act by addi g  ew civil
mo ey pe alty authority for violatio s
occurri g withi  the Medicare program
a d by applyi g the OBRA 87 HMO a d
CMP i termediate sa ctio a d civil
mo ey pe alty authority to the
Medicaid program.
Sectio 224 ofMCCA ame ded

sectio 1876(i)(6)(B)(i) of the Act. I 
additio to other civil mo ey pe alties,
i cases where Medicare e rollees are
charged more tha the allowable
premium, sectio 224 imposes a pe alty
which doubles the amou t of excess
premium charged by the HMO or CMP.
The excess premium amou t is
deducted from the pe alty a d retur ed
to the Medicare e rollee. Sectio 224
also imposes a $15,000 pe alty for each
i dividual  ot e rolled if It is
determi ed that the HMO or CMP
e gaged i  a y practice which de ied or
discouraged e rollme t (except as '
permitted u der sectio 1876 of the Act)
by Medicare e rollees whose medical
co ditio or history i dicated a  eed for
substa tial future medical services.
Sectio 411(k)(12) ofMCCA ame ded

sectio 1903(m)(5) of the Act to provide
the Secretary with authority to impose
civil mo ey pe alties o co tracti g
orga izatio s, a d to de y payme ts for
 ew e rollees of co tracti g
orga izatio s, i cases where the
Secretary determi es that a 
orga izatio has (1) foiled substa tially
to provide required medically  ecessary
items a d services to Medicaid e rollees
if the failure adversely affects (or has the
likelihood of adversely affecti g) the
e rollee; (2) imposed premiums o 
Medicaid e rollees i excess of
premium amou ts permitted u der title
XIX of the Act; (3) discrimi ated amo g
i dividuals i  violatio of the
provisio s of sectio 1903(m)(2)(A)(v) of
the Act, i cludi g expelli g or refusi g
to ree roll a i dividual or e gagi g i 
a y practice which could reaso ably be
expected to de y or discourage
e rollme t (except as permitted u der
sectio 1903(m)) by Medicaid fecipie ts
whose medical co ditio or history
i dicates a  eed for substa tial future
medical services; or (4) misreprese ted
or falsified i formatio provided u der
sectio 1903 of the Act to the Secretary,
State, a i dividual, or a y other e tity.
U der the ame dme ts to sectio 

1903(m)(5)madeby MCCA,the
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maximum allowable civil mo ey
pe alty that ca be imposed for each
determi atio of a violatio is i creased
to $25,000, or $100,000 i  the case of a
determi atio that a co tracti g
orga izatio has (1) violated the
provisio s of sectio 1903(m)(2)(A)(v)
by expelli g or refusi g to ree roll a 
i dividual or by e gagi g i a practice
which de ied or discouraged
e rollme t (except as permitted u der
sectio 19Q3(m)) by Medicaid recipie ts
whose medical co ditio or history
i dicated a  eed for substa tial future
medical services; or (2) misreprese ted
or falsified i formatio fur ished to the
Secretary or State u der sectio 
1903(m).
Additio ally, i  cases where

Medicaid e rollees are charged more
tha the allowable premium, sectio 
411(k)(12) ofMCCA ame ded sectio 
1903(m)(5) of the Act to authorize
impositio of a additio al pe alty
which doubles the amou t of excess
premium charged by the co tracti g
orga izatio , with the excess premium
amou t deducted from the pe alty a d
retur ed to the Medicaid e rollee.
Impositio of a additio al $15,000
pe alty is authorized for each
i dividual  ot e rolled if it is
determi ed that the co tracti g
orga izatio has violated the provisio s
of sectio 1903(m)(2)(A)(v) by expelli g
or refusi g to ree roll a i dividual or
by e gagi g i  a y practice which
de ied or discouraged e rollme t
(except as permitted u der sectio 
1903(m}} by Medicaid recipie ts whose
medical co ditio or history i dicated a
 eed for substa tial future medical
services.

5. The Om ibus Budget Reco ciliatio 
Act of 1989
Public Law 101 239, the Om ibus

Budget Reco ciliatio Act of 1989
(OBRA 89), ame ded sectio s 1876 a d
1902(p) of the Act to provide the
Secretary with a additio al civil
mo ey pe alty a d i termediate
sa ctio authority for violatio s
occurri g withi the Medicare program
a d with additio al co ditio s for FFP.
Sectio 6411(d)(3)(A) of OBRA 89

ame ded sectio 1876(i)(6)(A) of the
Act to authorize the Secretary to restrict
e rollme t i , suspe d payme t to, a d
impose a civil mo ey pe alty agai st a 
orga izatio with a risk co tract that (1)
employs or co tracts with a y
i dividual or e tity excluded from
Medicare participatio u der sectio s
1128 or 1128A of the Act for the
provisio of health care, utilizatio 
review, medical social work, or
admi istrative services; or (2) employs
or co tracts with a y e tity for the
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provisio of such services (directly or
i directly) through a excluded
i dividual or e tity. The maximum
allowable civil mo ey pe alty that may
be imposed for each determi atio of a
violatio of this  ature is $25,000.
Sectio 6411(d)(3)(B) of OBRA 89

ame ded sectio 1902(p)(2) of the Act
to co ditio FFP i  payme ts to HMOs,
or to e tities fur ishi g services u der
a § 1915(b)(1) waiver, upo  the State’s
barri g the followi g e tities from
participatio as HMOs or sectio 
1915(b)(1) waiver participa ts: (1) A y
orga izatio that employs or co tracts
with a y i dividual or e tity excluded
from Medicaid participatio u der
sectio s 1128 or 1128A of the Act for
the provisio of health care, utilizatio 
review, medical social work, or
admi istrative services; or (2) a y
orga izatio that employs or co tracts
with a y e tity for the provisio of such
services (directly or i directly) through
a excluded i dividual or e tity.

II. Provisio s of the Proposed Rule
O  July 22,1991, we published a

proposed rule with a 60 day comme t
period (56 FR 33403) that would ame d
42 CFR Part 417, Subpart C; Part 431,
Subpart B; Part 434, Subparts C, D, E,
a d F; a d Part 1003 specifically by
establishi g sa ctio s a d civil mo ey
pe alties which may be imposed o 
co tracti g orga izatio s that
substa tially fail to provide a e rollee
with required medically  ecessary items
a d services or that e gage i  certai 
marketi g, e rollme t, reporti g, claims
payme t, employme t, or co tracti g
abuses.«*
I  the July 1991 proposed rule, we

proposed to i corporate the Medicare
sa ctio provisio s of OBRA 86, OBRA
87, MCCA, a d OBRA 89 i to age cy
regulatio s largely without substa tial
modificatio s. U der the proposed
regulatio s, after HCFA (or a State)
determi es that a co tracti g
orga izatio has committed a violatio 
u der sectio s 1876(i)(6)(A) or
1903(m)(5)(A), i formatio pertai i g to
the violatio would be provided to the
OIG.
Briefly, our proposed cha ges to the

regulatio s were desig ed to impleme t
the Departme t’s  ew authorities by
detaili g HCFA’s (a d States’) role i 
imposi g i termediate sa ctio s, a d
the OIG’s role i  imposi g civil mo ey
pe alties, for certai abuses committed
by co tracti g orga izatio s providi g
health care items or services to
Medicare be eficiaries or Medicaid
recipie ts. We proposed that
• O ce it is determi ed that a

Medicare co tracti g orga izatio has
committed a violatio , a d i  place of

i itiati g co tract termi atio 
proceedi gs, HCFA may:
Require the co tracti g orga izatio 
to suspe d e rollme t of Medicare
be eficiaries;
Suspe d payme ts to the co tracti g
orga izatio for i dividuals e rolled
after a specified date.
• If a State Medicaid age cy

determi es that a Medicaid co tracti g
orga izatio has committed a violatio ,
it may, i place of termi ati g the
co tract, recomme d to HCFA that
HCFA’s i termediate sa ctio authority
be exercised to de y payme t to the
co tracti g orga izatio for Medicaid
recipie ts e rolled with the
orga izatio after a specified date. This
recomme datio takes effect abse t
HCFA actio .
• I  additio to or ip place of other

remedies available u der law, the OIG
may:
Impose a pe alty of up to $25,000 for
each determi atio that a co tracti g
orga izatio has—*
(1) Failed substa tially to provide a 
e rollee with required medically
 ecessary items a d services, if the
failure adversely affects (or has the
likelihood of adversely affecti g)
the e rollee; or

(2) Committed e rollme t, marketi g,
claims payme t, or certai 
reporti g violatio s;

Impose a pe alty of up to $25,000 for
each determi atio that a co tracti g
orga izatio with a Medicare risk-
shari g Co tract employs or co tracts
with
(1) I dividuals or e tities excluded
from participatio i  Medicare,
u der sectio s 1128 or 1128A of the
Act, for the provisio of health care,
utilizatio review, medical social
work, or admi istrative services; or

(2) A y e tity for the provisio of
such services (directly or i directly)
through a excluded i dividual or
e tity; a d

Impose a pe alty of up to $100,000 for
each determi atio that a co tracti g
orga izatio has—
(1) Misreprese ted or falsified
i formatio fur ished u der the
provisio s of the statute to the
Secretary or State; or

(2) Expelled or refused to ree roll a 
i dividual or e gaged i a y
practice that would reaso ably be
expected to have the effect of
de yi g or discouragi g e rollme t
(except as permitted by statute) by
e rollees whose medical co ditio 
or history i dicates a  eed for
substa tial future medical services.

• I cases where a civil mo ey
pe alty is imposed agai st a pla for

chargi g e rollees more tha .the
allowable premium, the OIGwill
impose a additio al pe alty equal to
double the amou t of excess premium
charged by the co tracti g orga izatio .
The excess premium amou t will be
deducted from the pe alty a d retur ed
to the e rollee.
• The OIGwill impose a additio al

$15,000 pe alty for each i dividual  ot
e rolled if it is determi ed that a
co tracti g orga izatio expelled or
refused to ree roll a i dividual or
e gaged i a y practice that would
reaso ably be expected to have the
effect of de yi g or discouragi g
e rollme t (except as permitted by
statute) by e rollees whose medical
co ditio or history i dicates a  eed for
substa tial future medical services.
• The provisio s also co ditio FFP

i  certai State payme ts o the State’s
exclusio of certai e tities excluded
(or excludable) fromMedicare.

III. A alysis of a d Respo ses to Public
Comme ts
I  respo se to the July 22,1991

proposed rule, we received 14 timely
items of correspo de ce. The comme ts
were from group health associatio s,
State age cies, health i sura ce pla s,
a d law firms. A summary of these
comme ts are discussed below:

A. Int rm diat Sanctions
Comm nt: Several comme ters

wa ted clarificatio o  how
§ 417.495(a)(1), which describes the first
basis for the impositio of i termediate
sa ctio s, will be defi ed. There was
particular i terest expressed about the
criteria by which the terms “fails
substa tially” a d “medically
 ecessary” will be evaluated.

R spons : I determi i g if a 
orga izatio has violated
§ 417.495(a)(1), HCFA a d State
Medicaid age cies will make a
comprehe sive three-part evaluatio .
Specifically, this will i volve
determi i g if the orga izatio has: (1)
Fail d substantially to provide
m dically n c ssary items or services
a d this has (3) adv rs ly aff ct d (or
has the substantial lik lihood of
adversely affecti g) the e rollee. To
determi e if the three pri cipal
requireme ts of § 417.495(a)(1) have
bee violated, HCFA a d State
Medicaid age cies will have recourse to
a  umber of sources of i formatio a d
guida ce. For Medicare, the i formatio 
sources i clude the atte di g physicia ,
other health care perso  el, the HMO or
CMP, utilizatio reviewers, the Peer
Review Orga izatio (PRO), the?
Medicare e rollee or authorized
represe tatives, a d i ter al or possibly
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third party expertise. Additio al
sources of guida ce will i clude cli ical
practice sta dards; guideli es or
advisories promulgated by authoritative
bodies; a d Medicare law, regulatio s,
a d ma uals.
States, i maki g a  i itial fi di g o 

Medicaid co tractor violatio s, also
have a  umber of sources of i formatio 
available to them. These i clude health
care experts co ducti g the required
periodic medical audits; the health
professio als u der co tract to the State
to perform the a  ual quality review of
services delivered by HMOs a d HIOs;
other health co sulta ts to the State
age cy; cli ical practice sta dards,
guideli es, or advisories promulgated
by authoritative bodies; a d Medicaid
law, regulatio s, a d ma uals.
I maki g determi atio s of
substa tial failure,” co sideratio will

be give  to the impact o the health
status of a Medicare or Medicaid
e rollee of  ot havi g received covered
items a d services a d, i cases where
patter s of withholdi g items a d
services are ide tified, the freque cy of
the eve ts a d the resulti g impact o 
the health status of e rollees.
I maki g determi atio s of "medical

 ecessity,” HCFA a d the States will
rely o  their respective coverage or
payme t requireme ts but will also
utilize various sources of expert opi io 
(as described above) i order to
determi e if required medically
 ecessary care has either bee  de ied or
i appropriately provided.

Comm nt:A comme ter asked
whether the same criteria used for
“medical  ecessity” for Medicare a d
Medicaid coverage of services will be
used to determi e medical  ecessity
u der the fi al rule.

R spons : I maki g medical
 ecessity decisio s, Medicare a d
Medicaid will co ti ue to utilize the
curre t oversight processes a d
coverage a d payme t criteria. U der
the i termediate sa ctio , however,
HCFA a d States will also have
recourse, o a case by case basis, to
other sources of expert i formatio a d
guida ce (as described i  the previous
respo se) i maki g medical  ecessity
decisio s.

Comm nt: A  umber of comme ters
wa ted cha ges made to the defi itio 

“adverse affect.” O e comme ter
suggested that the defi itio is too
 arrow, a d u reaso ably requires the
patie t to suffer a high degree of risk to
his or her health before a sa ctio ca 
be applied. A other comme ter said
that the defi itio was too vague a d
suggested ame di g the defi itio to
i dicate that adverse effect is limited to
the withholdi g of or failure to provide

medically  ecessary care covered by the
co tract. A other comme ter expressed
co cer that the defi itio of adverse
affect appears to be lacki g i  that it
addresses o ly those i sta ces i which
care has bee withheld a d fails to
address those i sta ces where
substa dard or i appropriate care has
bee delivered. Still a other comme ter
believed the regulatio should provide
a defi itio for "adverse affect” that
specifically i cludes sa ctio s agai st
HMOs that fail to provide timely a d
adequate pre atal a d childre ’s
preve tive care.

R spons : The expertise  eeded to
determi e what co stitutes “adverse
effect” are similar to those previously
discussed which are  eeded to evaluate
"substa tial failure” a d "medically
 ecessary.” HCFA a d States will rely
o the same sources of i formatio a d
guida ce (as previously described) to
determi e whe a e rollee has bee 
adversely affected by the failure to
provide the required medically
 ecessary services.
It should be  oted that i additio to

a substa tial failure to provide
medically  ecessary services, “adverse
effect” may also be fou d to be the
result of providi g i appropriate or
substa dard care. Specifically, for
medical services that are Medicare or
Medicaid approved a d are fou d to be
medically  ecessary, if HCFA or the
State determi es that a failure to
appropriately provide required services
has adversely affected (or has a
substa tial likelihood of adversely
affecti g) a e rollee, the  this will
co stitute a violatio . This i cludes
Medicaid required pre atal a d
childre ’s preve tive care.

Comm nt:O e comme ter stated that
"adversely affects” should be defi ed i 
terms of a detrime tal effect o  the
co ditio (s) for which the perso is
seeki g treatme t.

R spons :HCFA a d State Medicaid
age cies will  ot limit a determi atio 
of adverse effect to o ly those
co ditio s for which the perso is
seeki g treatme t. For example,
i sta ces may a se where be eficiaries
are seeki g treatme t for o e co ditio 
a d the physicia will determi e that
a other co ditio is actually the cause
of their symptoms.

Comm nt:O e comme ter stated that
the pe alties should apply o ly to
i sta ces where the pla acts
 eglige tly or with i te t to wro gfully
de y medically  ecessary services.
Similarly, a few comme ters believed
that a y sa ctio s a d/or civil mo ey
pe alties should apply o ly whe a 
orga izatio has k owi gly a d
willfully violated the law. Two of those

comme ters suggested that we add a
requireme t that a y violatio s must be
k owi gly a d willfully” committed

before we impose a sa ctio .
R spons : Sa ctio s will  ot be

limited to i sta ces where pla s act
 eglige tly or with wro gful i te t.
Aggravati g a d mitigati g factors, such
as the degree of culpability of the
orga izatio , will be co sidered i 
determi i g a y sa ctio or civil mo ey
pe alty. As i  all our determi atio s o 
i termediate sa ctio s, the scope, a d
duratio of the violatio , as well as the
level of threat to e rollee health a d
safety, will be evaluated i  determi i g
the severity of a particular sa ctio .
Further, we believe that a absolute
requireme t for “k owi gly a d
willfully” violatio s is more stri ge t
tha the law a ticipated. We will
co sider evide ce that a orga izatio 
has willfully violated the statute as a 
aggravati g circumsta ce. Nevertheless,
we will  ot add the requireme t that
violatio s must be "k owi gly a d
willfully” committed before the ‘
impositio of a sa ctio .

Comm nt:O e comme ter asked
whether it would be co sidered a failure
to provide medically  ecessary services
if a HMO determi ed, accordi g to its
sta dard procedures, that a particular
service did  ot qualify as a emerge cy
or out of-area urge tly  eeded care a d
de ied the service. This comme ter
recomme ded that the regulatio 
exclude from a y defi itio of
“substa tial failure to provide medically
 ecessary services” those circumsta ces
i  which care is  ot provided based
upo a medical judgme t made i 
accord with the HMO’s sta dard
operati g policies determi i g coverage.
I  additio , the comme ter asked u der
what circumsta ces the failure of a
physicia , with whom the HMO
co tracts o a i depe de t co tractor
basis, to fur ish a medically  ecessary
item or service ca be imputed to the
HMO, abse t a clear showi g that the
HMO k owi gly co tracted with a
physicia (or other provider) with a
history of improper treatme t of
patie ts.

R spons : I ge eral, a  orga izatio 
which reaso ably follows approved
guideli es a d policies i  maki g
medical care decisio s will  ot be fou d
to have de ied medically  ecessary
services. It is importa t to emphasize
that we expect medical care decisio s to
be made judiciously a d appropriately.
There may be i sta ces whe the
orga izatio ’s rules are i adequate; i 
such circumsta ces we expect the
orga izatio to protect the welfare of the
be eficiary.
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With respect to a HMO co tracti g
with a i depe de t co tractor
physicia , we co sider the HMO
respo sible for the quality of care its
members receive, The HMO has a duty
to e sure that the care e rollees receive
is appropriate, whether the physicia or
provider is a employee of the HMO or
a i depe de t co tractor. If a HMO
k owi gly co tracts with a provider
that has a history of improper treatme t
toward patie ts, we would co sider this
a serious aggravati g circumsta ce i 
determi i g a sa ctio or civil mo ey
pe alty.

Comm nt:O e comme ter poi ted
out that  ot all HMOs offer all routi e
covered services i their ow health
care ce ters, a d therefore must co tract
out with other providers to offer those
services. If it occurs that routi e
services ca  ot be scheduled without
some mi or delay, u der what
circumsta ces would such a delay result
i a determi atio that the HMO failed
substa tially to provide medically
 ecessary services?

R spons : Such a situatio will be
evaluated based o the judgeme t of
experts with whom HCFA will co sult
a d i  accorda ce with Medicare law
a d regulatio s. As previously  oted,
these experts i clude physicia s, other
medical perso  el, the FRO, a d
utilizatio  reviewers. Factors such as
the effect of delays o the be eficiary’s
health a d whether such delays are
reaso able give  the type of service a d
the  eeds of the be eficiary will be
co sidered. A HMO that co tracts for
various services remai s respo sible for
the quality a d timeli ess of those
services.

Comm nt: Several comme ters
wa ted more guida ce as to what
co stitutes a excess premium for
purposes of imposi g i termediate
sa ctio s i § 434.67(a)(2). O e
comme ter suggested that the regulatio 
i clude la guage stati g that HCFA
approval of the premium amou t is
co siste t with the statutory
requireme t. A other comme ter
believed that pe alties i  premium
setti g should be limited to i sta ces i 
which pla s k owi gly a d
i te tio ally seek to overcharge
be eficiaries.

R spons : I Medicare co tracti g
orga izatio s the premiums a d other
charges for Medicare e rollees are
required to be the actuarial equivale t of
what a Medicare be eficiary would pay
i  fee for-service for Medicare covered
services (sectio 1876(e)). Premium
charges i  excess of the HCFA approved
amou t would be co sidered excessive.
Although premiums are  ot typically

employed for Medicaid co tracti g

, No. 135 / Friday, July 15, 1994

HMOs for Medicaid e rollees, if the
State a d the HMO/HIO agreed to do so,
the use of the premiums would have to
be explicitly described i  the HMO/
HIOs co tract with the State. The use of
premiums i  this way would also have
to be described i  the State pla , a d
could  ot exceed the actual value of
deductibles a d co payme t amou ts
provided for u der the State pla . Both
the State pla provisio a d the
co tract terms are required to have the
approval of HCFA. Therefore a y use of
premiums which is  ot explicitly
provided for i  a HMO's or HIQ’s
co tract with the State, which has bee 
approved by HCFA, would be i excess
of a permitted premium.

Comm nt: Proposed § 417.495(a)(8),
which we have desig ated as
§ 417.500(a)(8) i this fi al rule,
prohibits Medicare risk co tractors from
employi g or co tracti g with or
through i dividuals or e tities (either
directly or i directly) which have bee 
excluded from participati g i 
Medicare. O e comme ter believed this
provisio placed a o erous burde o 
the risk co tractor to co duct exte sive
i quiries i to the backgrou d of each of
its participati g providers a d
subco tractors, as well as imposi g a 
obligatio  to obtai from HCFA the
most rece t i formatio regardi g
excluded e tities. I  additio , this
comme ter wa ted clarificatio of the
mea i g of “employi g or co tracti g
* * * (directly or i directly) through a 
excluded i dividual or e tity,” so the
risk co tractor will k ow the exte t of
backgrou d i formatio it must require
of participati g providers a d others.
Further* the comme ter suggested that
HCFA impleme t this provisio by, (1)
providi g the risk co tractor with a
periodic listi g of all excluded e tities;
a d (2) specifyi g that the statutory
obligatio  is satisfied if the risk
co tractor requests the backgrou d
i formatio , checks the i formatio 
fur ished by the subco tractor agai st
the most rece t list of excluded e tities
provided by HCFA, a d the co tracti g
e tity or e tities are  ot o the list.

R spons : As part of its curre t
operati g procedures, HCFA makes
available to Medicare co tractors the
Medicare/Medicaid Sa ctio 
Reimburseme t Report, which lists
e tities, co tractors, a d providers
excluded from Medicare. While we
co sider review of the sa ctio report a
critical step i  complyi g with the
requireme t prohibiti g co tracti g
with a excluded i dividual or e tity, it
is  ot co clusive proof of havi g
satisfied the legal obligatio . I  ge eral,
beyo d reviewi g the sa ctio report,
we expect a reaso able effort to comply

Rules a d Regulatio s

with this requireme t. This would
i clude reaso able activities to verify
provider crede tials, a d review of
other releva t State a d professio al
records. We do  ot require or expect
co tracti g orga izatio s to go beyo d
maki g a reaso able a d co scie tious
effort to comply with this requireme t.

Comm nt: Ma y comme ters wa ted
more tha 15 days to respo d to the
 otice of i termediate sa ctio s. The
suggested time limits ra ged from 30 to
60 days with the optio of additio al
exte sio s.

R spons : We agree that allowi g
more time for a  orga izatio  to
respo d to a  otificatio of sa ctio 
may be  ecessary i some i sta ces. We
have revised our regulatio s at
§ 417.500(b)(2) a d § 434.67(c) to permit
a 15 day exte sio to the origi al 15
days if HCFA approves a writte request
from the orga izatio . The request for
a  exte sio must provide a credible
expla atio  of why additio al time is
 eeded a d must be received by HCFA
or the State age ey, as appropriate,
before the e d of the 15 day period
followi g the orga izatio ’s date of
 otificatio  of sa ctio . A exte sio 
will  ot be available i  i sta ces where
HCFA, or HCFA i co sultatio with
the State age cy, fi ds that the
orga izatio ’s co duct poses a serious
threat to a e rollees’ health a d safety
or if HCFA or the State age cy, as
appropriate, judges the additio al 15
days to be u  ecessary for the
orga izatio to respo d.

Comm nt: Two comme ters wa ted
the regulatio to specify the i formatio 
that would be provided i the  otice of
i termediate sa ctio s. A other
comme ter suggested the followi g
i formatio be provided; (1) The
sa ctio or sa ctio s to be imposed; (2)
the effective date a d duratio of the
sa ctio ; (3) the authority for the
sa ctio ; (4) the reaso for the sa ctio ;
(5) specific i formatio regardi g the
orga izatio ’s right to co test the
determi atio , i cludi g timeframes for
submissio of the orga izatio ’s request
for reco sideratio , the permissible
co te t of the request a d supporti g
materials, a d to whom the request
should be submitted; a d (6)
i formatio regardi g a y rights to
heari g or appeal, i cludi g judicial
review, that the orga izatio may have
if the sa ctio is imposed, hi additio ,
the orga izatio should be provided
with copies of a y docume ts o which
HCFA or the State Age cy relied i 
determi i g that a violatio occurred.
Respo se; Co fide tiality may  ot

allow the release of certai  docume ts
which have i flue ced HCFA’s decisio 
to impose a sa ctio . However, most of
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the i formatio listed above will be
provided to a orga izatio i  the
 otificatio of sa ctio . Specifically, the
 otice of sa ctio will provide: (1) The
sa ctio or sa ctio s to be imposed, (2)
the reaso for the sa ctio , (3) the
authority for the sa ctio , (4) the
effective date of the sa ctio , a d (5) the
time available for submissio of the
request for reco sideratio a d to whom
the request should be submitted.
HCFA will specify the above

i formatio i operati g procedures
rather tha i  the regulatio s. U der the
i termediate sa ctio s, appeal rights
will be limited to the reco sideratio 
period.

Comm nt:O e comme ter wa ted
the followi g i formatio provided by
HCFA followi g a reco sideratio : (1 )
Whether the i termediate sa ctio will
be imposed; (2) the reaso s for imposi g
the sa ctio , addressi g the evide ce
a d argume ts submitted by the
orga izatio ; (3) the effective date a d
duratio of the sa ctio ; a d (4) specific
i formatio regardi g the orga izatio ’s
right to appeal the impositio of a
sa ctio .

R spons :We will provide this
i formatio at the co clusio of a
reco sideratio , with two exceptio s.
First, the duratio of the sa ctio will
depe d largely o  the orga izatio ’s
corrective actio pla a d willi g ess
a d ability to resolve the problem(s). A 
orga izatio that ca  ot immediately
correct a deficie cy for which it has
bee sa ctio ed,will be expected to
submit a corrective actio pla to
HCFA. This pla will be the
orga izatio ’s descriptio of how a d
whe it will resolve the problems that
caused the sa ctio s to be imposed.
Because each corrective actio pla is
u ique, the duratio of the sa ctio 
ca  ot be specified at the time it is
imposed. Seco d, there will  ot be
additio al appeal steps beyo d the
i itial reco sideratio . HCFA will,
however, act as quickly as possible
whe a orga izatio believes it has
resolved the violatio (s) a d wishes to
be re evaluated.

Comm nt:O e comme ter
recomme ded that the Medicaid
regulatio s co tai mi imum sta dards
for the State review procedure. I 
additio , this comme ter believed that
a  orga izatio sa ctio ed by a State
should have a opportu ity for a
separate review determi atio o  the
Federal level which would supersede
a y State determi atio .

R spons : State Medicaid age cies are
curre tly respo sible for establishi g
a d impleme ti g procedures to
mo itor HMO a d HIO co tracts. The
areas States mo itor through these

procedures are broader tha the areas
ide tified i  this rule. Because States
already have these mo itori g a d
review procedures i  place, we prefer to
allow States to impleme t these
additio al respo sibilities withi their
curre t activities. We will  ot, i these
regulatio s, specify  atio al sta dards
for this o e aspect of the overall
mo itori g a d review of HMO a d HIO
co tracts co ducted by States.
I respo se to the seco d comme t,

the Medicaid program is admi istered
by States as opposed to the Federal
gover me t. We stated i the preamble
of the proposed rule that we believe that
States are i  the best positio to mo itor
the ide tified violatio s a d to make a
determi atio s as to whether a violatio 
has occurred. The proposed rule a d
this fi al rule offer a additio al
opportu ity for a HMO or HIO to
receive a reco sideratio of a State’s
determi atio . We do  ot see the  eed
for a third level of review a d
determi atio .

Comm nt:A comme ter
recomme ded that HCFA require States
to collect i formatio quarterly from
Medicaid participati g HMOs o  the
timeli ess a d freque cy of pre atal
visits for each Medicaid e rollee. The
comme ter also recomme ded requiri g
States to a  ually submit data to HCFA
demo strati g that the State’s rates for
pre atal a d Early Periodic Scree i g
Diag osis a d Testi g (EPSDT) services
are adequate to e sure access u der
Medicaid’s statutory requireme ts.

R spons : This comme t goes beyo d
the scope of this rulemaki g, which
impleme ts legislative authority fo 
i termediate sa ctio s a d civil mo ey
pe alties for HMOs (a d some HIOs).
HMOs a d HIOs are  ot yet obligated to
pay EPSDT providers State rates. The
adequacy of such State rates is  ot
releva t i  the case of HMO e rollees.
Note, however, sectio 1926(a) ofthe
Social Security Act requires that State
Medicaid age cy payme ts must be
sufficie t to e list e ough providers to
e sure that obstetric a d pediatric
services are available to Medicaid
recipie ts at least to the same extent
available to the ge eral populatio .
HCFA is developi g a proposed rule
which would impleme t the p ovisions
of sectio 1926(a) i regulatio s.

Comm nt:O e comme ter believed
that, without additio al FFP, the
Federal requireme ts ma dati g
additio al specific mo itori g functions
u der this regulatio would be
burde some for the States.

R spons :HCFA expects States to
i tegrate these  ew areas ofmonito ing
i to their existi g mo itori g a d
review activities; for example, those

required for mo itori g a HMO’s
e rollme t a d termi atio practices
a d grieva ce procedures. There will
co ti ue to be FFP i the costs for
co ducti g these activities at each
State’s curre t Federal matchi g rate.

Comm nt:O e comme ter
recomme ded that HCFA affi matively
adopt those State decisio s with which
it agrees. The comme ter believes this
will mea that HCFA will more closely
exami e State age cy determi atio s o 
decisio s if it is required to fo mally
adopt them.

R spons : The regulatio at
§ 434.67(b) provides for a mecha ism
whereby HCFA must uphold or reject a
State decisio that a sa ctio be or  ot
be imposed. We believe that HCFA 's
co seque t impositio of a sa ctio or
decisio  ot to impose a sa ctio 
provides sufficie t formal affirmative
adoptio or rejectio of a State’s
recomme datio .

Comm nt:O e comme ter
recomme ded that the fi al regulatio 
should specify that the i formal appeal
must be co ducted by a official
“experie ced a d k owledgeable”
about co tracti g u der sectio s 1876
or 1903(m) of the Act.

R spons :HCFA will e sure that
sa ctio reco sideratio s are evaluated
by qualified HCFA officials. However,
we do  ot believe it is  ecessary to
ma date specific qualificatio s i the
regulatio .
.Comm nt: A  umber of comme ters

were i terested i HCFA’s approach to
be eficiary complai ts. HCFA was
e couraged to add provisio s to the
i termediate sa ctio s establishi g
timeframes a d methodologies for the
i vestigatio of complai ts. A specific
recomme datio was made to ame d 42
CFR part 417 to require HCFA to have
procedures to mo itor a d i vestigate
violatio s of sectio 1876 of the Act.
Other comme ters believed that HCFA
should require co tracti g orga izatio s
to publicize the availability of
i termediate sa ctio s alo g with
i formatio o how to file complai ts.
A other comme ter suggested the rules
specify that the complai a t receive: (1 )
Verificatio of receipt of the complai t;
(2) a copy, of the  otice of i termediate
sa ctio ; (3) a copy of the HMOs
respo se, if a y, a d; (4) a copy of the
reco sideratio determi atio . Fi ally,
two comme ters wa ted a time limit
placed o HCFA’s i vestigatio a d
review of be eficiary complai ts,
suggesti g a 60 day deadli e for
processi g the i itial complai t a d
i formi g the complai a t o the
outcome of the i vestigatio .

R spons : The purpose of the
i termediate sa ctio is to provide more

-
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tools a d authority to protect the
Medicare be eficiary or Medicaid
recipie t. HCFA already has procedures
i the regio al offices a d State
Medicaid age cies for reporti g a d
respo di g to be eficiary or recipie t
complai ts. I  additio , we already
require that HMOs have a formal
appeals process through which
Medicare e rollees may submit
complai ts to HCFA. I formatio about
this process must be i cluded i  writte 
marketi g materials, as set forth i 
§ 417.426. Thus, if a HMO or
competitive medical pla de ies a
service or payme t for a service to a
Medicare e rollee, the HMO or
competitive medical pla must advise
the e rollee of his or her rights u der
Medicare that afford the be eficiary the
right to appeal the de ial to HCFA.
Establishi g a separate complai t
mecha ism for the i termediate
sa ctio s regulatio would o ly serve to
divert scarce resources from oversight
a d e forceme t activities.
Nevertheless, e rollee complai ts will
co ti ue to be used as a key i dicator
of pote tial problems i  Medicare or
Medicaid co tracti g pla s as well as
ide tifyi g pote tial problems where
i termediate sa ctio s or civil mo ey
pe alties would be effective.

Comm nt: O e comme ter stated that
a appropriate sa ctio for marketi g
abuse would be to require future
marketi g materials a d/or membership
materials to publicize the impositio of
sa ctio s.

R spons : This goes beyo d our
legislative authority. We are
co strai ed, by the provisio s of the
e abli g legislatio , i  the sa ctio s we
may apply.

Comm nt: Two eomme ters were
co cer ed that if the i formal
reco sideratio  results i  a reversal of
the i itial determi atio , there is  o
provisio to e sure that  otice of the
decisio to reverse is provided to the
OIG.

R spons :We agree that it is
importa t that OIGbe  otified by HCFA
if, i  the course of reco sideratio or at
a later time, a sa ctio is resci ded. The
si gle determi atio applies to the
i itial determi atio a d HCFA will
promptly forward to the OIG
i formatio o reversals or termi atio 
of sa ctio s. Ge erally, HCFA will o ly
 otify OIG of a i termediate sa ctio 
after HCFA has co firmed the
impositio  of a sa ctio . This
co firmatio of sa ctio will occur at
the co clusio of the  otificatio of
sa ctio period or at the e d of a
reco sideratio .

Comm nt: O e comme ter believed
that the sa ctio s available to HCFA

were too limited a d recomme ded that
this fi al regulatio i clude a third
category of sa ctio s to i clude such
additio al sa ctio s as HCFA co siders
appropriate a d as justice requires.
A other comme ter specifically
suggested we broade the i termediate
sa ctio s to i clude sa ctio s for
i appropriate marketi g activities a d
 o complia ce with appeal timeframes.

R spons : We ca  ot broade the
i termediate sa ctio s regulatio by
i troduci g a third  ew category of
sa ctio s that would be determi ed by
what HCFA would co sider
“appropriate a d as justice requires.”
To do so would exceed our statutory
authority.
With regard to applyi g the

i termediate sa ctio s to marketi g
violatio s, sectio 1876(i)(6)(A)(V) of
the Act authorizes HCFA to impose
sa ctio s if a HMO/CMP
misreprese ts or falsifies i formatio 
that it fur ishes u der sectio 1876 of
the Act to HCFA, a i dividual, or to
a y other e tity. We believe this
provides us authority to address a wide
ra ge of pote tial marketi g abuses.
O e of the sa ctio s provided by the
statute is the suspe sio of e rollme t
Medicare be eficiaries by the HMO/
CMP (sectio 1876(i)(B)(ii)). Because we
co sider marketi g activities to be a 
i tegral part of the e rollme t process,
we believe the statute gives HCFA the
authority to require the offe di g HMO/
CMP to suspe d marketi g activities
directed to Medicare be eficiaries.
Therefore, i this fi al rule, we clarify
this by addi g a  ew § 417.500(d)(3).
Accordi gly, §§417.500 (d)(l) (d)(3)
require the sa ctio ed HMO/CMP to
stop accepti g applicatio s for
e rollme t made by Medicare
be eficiaries, suspe d payme t to the
HMO/CMP for Medicare be eficiaries
e rolled duri g the sa ctio period,
a d, fi ally, requires the HMO/CMP to
suspe d all marketi g activities to
Medicare be eficiaries.
Additio ally, we believe that, eve i 

cases where HCFA imposes the
suspe sio of payme t sa ctio , HCFA
may require the HMO/CMP to suspe d
marketi g activities to Medicare
be eficiaries. We believe that, if HCFA
could suspe d all e rollme t e tirely at
its discretio , co ditio s could be
attached to a decisio to permit a 
HMO/CMP to co ti ue to e roll  ew
members  amely that actual marketi g
to  ew members cease u til the sa ctio 
is lifted.
No complia ce with appeal time

frames may also be a violatio of sectio 
1876(i)(6)(A)(v) if, for example, HCFA
fi ds that a HMO/CMP is
misreprese ti g i formatio regardi g

its appeal process or is providi g
be eficiaries i accurate i formatio 
regardi g appeal time frames. I 
additio , si ce the Medicare appeals
process protects the Medicare e rollee’s
right to appeal a HMO’s or competitive
medical pla ’s decisio  ot to fur ish or
pay for services, a violatio of the
appeals process is a failure to
substa tially provide required
medically  ecessary items a d services.

Comm nt:O e comme ter requested
that a orga izatio which is u der the
sa ctio of suspe sio of  ew
e rollme t applicatio s also be
prohibited from a y  ew subscriber
marketi g activities. A other
comme ter asked what the implicatio s
for the orga izatio are if a 
i termediate sa ctio of suspe sio of
e rollme t is imposed. Does the
orga izatio still have a obligatio to
co duct the a  ual ope e rollme t
period if it occurs duri g the sa ctio 
period? Also, if the sa ctio is the
suspe sio of payme ts for  ew
e rollees, will the orga izatio still be
required to accept  ew e rollees a d
provide health services for which they
may  ot be paid?
Fi ally, o e comme ter asked for a

specific defi itio of “suspe sio .” For
example, if payme ts are suspe ded,
the comme ter wa ted to k ow whether
the orga izatio  ca recover for services
fur ished duri g the sa ctio period
after the sa ctio is lifted. The
comme ter also asked whether the
orga izatio may e gage m marketi g
activities duri g the suspe sio period,
holdi g applicatio s i  abeya ce u til
the sa ctio is removed.

R spons : Based o the authority
gra ted the Secretary u der sectio 
1876(f)(3) of the Act a d established i 
this regulatio at §§ 417.500 (d)(1)
through (d)(3), HCFA has the authority
to impose the followi g pe alties o 
offe di g HMOs or CMPs:
1. Require the HMO or CMP to

suspe d the e rollme t ofMedicare
be eficiaries duri g the sa ctio period;
or
2. Suspe d payme ts to the

orga izatio for Medicare be eficiaries
e rolled duri g the sa ctio period.
Depe di g o the severity a d  ature

of the violatio , HCFA will determi e
which of the two pe alties available
u der the i termediate sa ctio s is
appropriate. A discussio of the two
pe alties u der the i termediate
sa ctio s available to HCFA follows.

Susp nsion of n w M dicar 
 nrollm nts: U der this sa ctio , HCFA
requires the HMO or CMP to cease all
e rollme ts ofMedicare be eficiaries.
O  the date the sa ctio is effective, the
pla would be prohibited from

-
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accepti g applicatio s or otherwise
e rolli g a y  ew Medicare
be eficiaries i  the pla . However,
i dividuals already e rolled i the pla 
a d who become Medicare eligible (age
i ) while the pla  is u der the
suspe sio of  ew e rollme ts, may be
e rolled, if they choose, i  the pla 
duri g the sa ctio period. U der this
sa ctio , the pla would also be
prohibited from e gagi g i  a y
marketi g activities directed to
Medicare be eficiaries.
The orga izatio  would co ti ue to

be paid by HCFA for be eficiaries
e rolled before the impositio of this
sa ctio .

Susp nsion ofpaym nts:U der the
suspe sio of payme ts pe alty, the
HMO or CMP may co ti ue to e roll
be eficiaries but would  ot be paid for
those be eficiaries duri g the sa ctio 
period. O ce the sa ctio period e ds,
there will be a retroactive payme t for
be eficiaries e rolled duri g the
sa ctio period. Thus, this pe alty is
purely à fi a cial o e, affecti g o ly the
withholdi g of the HMO’s or
competitive medical pla 's capitatio 
payme t for  ew medicare e rollees
duri g the sa ctio period.
E rollme t of  ew members would be

allowed to co ti ue; thus the pla 
would  ot  ecessarily “lose" pote tial
e rollees who would e roll with
a other HMO or CMP if e rollme t was
suspe ded u der sectio 
1076(i)(6)(BJtIii) of the Act. As was
described i  a previous respo se to a
comme t, at the time a HMO or CMP
is  otified that it is subject to the
i termediate sa ctio s, the  otice of
sa ctio ,will i form thè pla what '
specific i termediate sa ctio has bee 
imposed, i cludi g what the pla must
do to comply with the sa ctio , a d the
effective date of the sa ctio . I 
additio to whatever sa ctio HCFA
imposes, the HMO or CMP may also be
subject to civil mo ey pe alties levied
by the Office of I spector Ge eral.

Comm nt: Several commo ters
suggested that the i formal
reco sideratio be required to be
co ducted promptly, for example,
withi 30 or 60 days of receipt of the
orga izatio ’s evide ce. I additio ,
o e comme ter requested that the
review be expedited if the orga izatio 
demo strates that there is a pressi g
 eed for swift actio .

R spons : It is our i te t to co duct
reco sideratio s promptly. The purpose
of a i termediate sa ctio is to allow
us to resolve a problem quickly.
Nevertheless, we do  ot choose to
specify a time limit. We e courage
orga izatio s to i form us of a y

circumsta ces that require expedited
reco sideratio .

Comm nt:O e comme ter stated that
the la guage i  proposed
§ 417.495(e)(1),  ow desig ated as
§ 417.500(e)(1), implies that HCFA’s ...
reco sideratio will i evitably result i 
upholdi g the i itial determi atio .
They recomme ded the la guage of this
paragraph be revised to clarify that the
sa ctio s are effective o ly if HCFA
decides to uphold the i itial
determi atio .

R spons :We disagree with the
comme ters i terpretatio of
§ 417.500(e)(1) a d we do  ot believe
the recomme ded clarificatio is
 ecessary. We believe it is clear that the
provisio o the effective date fora
sa ctio o ly applies whe a fi al
decisio to impose a sa ctio is made.
The reco sideratio process is mea t to
be a serious assessme t of the respo se
by the sa ctio ed orga izatio . As such,
HCFA will  ot i evitably uphold its
i itial decisio . If HCFA reverses its
i itial decisio , § 417.500(e)(1) would
have  o applicability.

Comm nt:O e comme ter  oted that
the regulatio allows HCFA to make the
i termediate sa ctio effective
immediately if the orga izatio 's
co duct poses a serious threat to a 
e rollee’s health a d safety. The
comme ter stated that if the health a d
safety of e rollees is at issue, HCFA
should take steps to termi ate the
co tract i its e tirety, a d that
i termediate sa ctio s are  ot
appropriate i  such critical
circumsta ces.

R spons : There may be i sta ces i 
which HCFA will impose the
i termediate sa ctio to stop the
orga izatio from e rollme t a d
marketi g activities at the same time a
termi atio actio is bei g i itiated. We
believe it is i  the best i terest of the
e rollee that we mai tai our authority
to respo d simulta eously with both
actio s.

Comm nt: Three comme ters wa ted
to k ow if the i termediate sa ctio s
could be imposed retroactively.

R spons : I termediate sa ctio s will
always be imposed prospectively. Civil
mo ey pe alties, o the other ha d,
may be imposed for co duct which has
alréády occurred.

Comm nt:O e comme ter asked that
we clarify what “ge erally” mea s as it
appears i proposed §§ 417.495(e)  ow
§ 417.500(e) a d 434.67(f)(1). These
sectio s specify that if a HMO seeks
reco sideratio of a HCFA sa ctio ,
“the i termediate sa ctio ge erally
will be effective o  the date the
orga izatio is  otified of HCFA’s
decisio .”
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R spons : The  otice of i termediate
sa ctio , (or  otice of reco sideratio of
a i termediate sa ctio ) will specify
the effective date. Usually this will be
o the date of the reco sideratio 
 otice. We have revised these sectio s,
however, to more clearly state that the
sa ctio is effective o  the date
specified i  the sa ctio  otice or
reco sideratio  otice, respectively.

Comm nt:O e comme ter suggested
a defi itio of “substa tial” co tractual
relatio ship u der a Medicaid co tract.'
The comme ter proposed that the
regulatio defi e “substa tial” as
greater tha 5 perce t of the total a  ual
volume of payme ts for categories of
services u der the program.

R spons :We co sidered use of a
qua titative approach to defi i g a
“substa tial” co tractual relatio ship ■
either a  umerical dollar amou t or, as
suggested by the comme ter, expressed
as a perce t. We dismissed such
approaches because co tracts of
seemi gly small fi a cial value could
still have a sig ifica t effect o 
Medicare or Medicaid e rollees.
Furthermore, if a orga izatio is large,
with a substa tial co tracti g budget,
eve a small perce t, such as 5 perce t,
could i volve substa tial sums of
mo ey. We are therefore adheri g to the
defi itio of a “substa tial” co tractual
relatio ship co tai ed i  the proposed
rule. Nevertheless, we will co sider
relative size as a factor i our
determi atio of whether to impose
i termediate sa ctio s or civil mo ey
pe alties.

Comm nt:A  umber of comme ters
believed that the impositio a d
duratio  of sa ctio s i  both Medicare
a d Medicaid should be subject to a
formal review i stead of the proposed
i formal review process. O e
comme ter stated that the formal review
steps should co sist of a i depe de t
review by a admi istrative law judge
(ALJ), with review by the Departme tal
Appeals Board a d, fi ally, judicial
review; with sa ctio s  ot taki g effect
u til all appeals are exhausted.

R spons :The legislative i te t for
the i termediate sa ctio s is to provide
HCFA with the authority to respo d i 
a flexible a d timely ma  er to
-violatio s of co tracti g orga izatio s.
Allowi g the sa ctio process to
become li ked to exte ded review
procedures would  ot serve the i terests
of the be eficiary or meet the i te t of
legislatio . We believe that the
reco sideratio process will provide
orga izatio s ample opportu ity to
explai their positio .

Comm nt: Two comme ters stated
that, if a pre sa ctio heari g was  ot
allowed, there should be a post-sa ctio 
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heari g before a ALJ or other impartial
body, held as soo as possible after the
impositio of a y sa ctio s.

R spons : As was stated previously,
the i te t of the statutory provisio s
impleme ted i  this regulatio is to
allow HCFA to respo d quickly to a
problem. Duri g the reco sideratio 
process the decisio to impose or  ot
impose a sa ctio willJje made
judiciously. I  the eve t a sa ctio is
applied, HCFA will work with the
orga izatio to resolve the problem as
rapidly as possible. We expect sa ctio s
to be of short duratio . If the violatio 
persists, the likely outcome would be
termi atio of the co tract rather tha 
a  i defi ite sa ctio . We believe that *
additio al heari gs would o ly serve to
delay the resolutio of problems.

Comm nt: O e comme ter stated that
a orga izatio should have a 
“opportu ity to cure” by which the
orga izatio could avoid the impositio 
of sa ctio s by demo strati g  ot o ly
that the alleged violatio had  ot
occurred, but that a y prior violatio 
already had bee remedied.

R spons :We agree that a 
orga izatio which has received a
 otice of sa ctio should have a
reaso able opportu ity to prese t its
positio . I  the eve t the risk co tractor
demo strates duri g the reco sideratio 
period that the sa ctio is  ot
appropriate, the sa ctio will  ot be
imposed. The orga izatio ’s prior
co tract performa ce will be co sidered
as we determi e whether to impose a
sa ctio a d the amou t of a y civil
mo ey pe alty.

Comm nt: O e comme ter requested
tha a orga izatio  be allowed to
submit both docume tary evide ce,
i cludi g stateme ts a d affidavits, a d
writte argume ts i  respo se to a
 otice that HCFA i te ds to impose a 
i termediate sa ctio .

R spons :We agree. The rule
provides for the submissio of such
i formatio as part of the
reco sideratio process. (See §§ 417.500
(b) (proposed § 417.495(b)) a d
434.67(c))

Comm nt: O e comme ter expressed
co cer about the pote tial duratio of
a i termediate sa ctio a d
recomme ded a procedure by which,
o ce a sa ctio is imposed, it will
remai i effect u til the orga izatio 
submits a credible allegatio of
complia ce. The comme ter defi ed
this as a se ior officer’s writte 
stateme t that the orga izatio has
take steps to e sure alleged violatio s
have bee exami ed a d, where
 ecessary, corrected. The comme ter
stated that HCFA should the have 14
days to determi e whether the sa ctio 

should be termi ated. If HCFA is u able
to make a determi atio withi 14 days,
the the comme ter believes that the
i termediate sa ctio should be
removed.

R spons :We disagree with the
recomme datio . Our review a d
decisio if we should e d a sa ctio 
will be do e as quickly as possible, but
the timi g will depe d largely o the
complexity of the problem a d
respo sive ess of the orga izatio . If a
sa ctio is imposed, the sa ctio ed
orga izatio will develop a corrective
actio pla , effectively setti g their ow 
timetable for the removal of sa ctio s.
HCFA will respo d as quickly as
possible to review a orga izatio that
believes it has corrected its deficie cies.

Comm nt: Several comme ters
wa ted some mea s available to e sure
prompt réévaluatio of a existi g
sa ctio a d a time limit placed o the
duratio of a sa ctio . A related
comme t was that a y re ewal of a
co tract should co stitute ratificatio of
the orga izatio ’s performa ce u der
the co tract a d, thus, the e d of the
sa ctio period.

R spons : I the eve t a sa ctio is
applied to a orga izatio , HCFA will
respo d as quickly as possible to their
request for a re evaluatio . We,
however, will  ot set specific limits o 
the timi g or freque cy of our
réévaluatio s, or view co tract re ewal
as HCFA’s ack owledgeme t that
sufficie t corrective actio has bee 
take .

Comm nt: O e comme ter poi ted
out what was believed to be a error i 
proposed § 434.67(f)(1). The last
se te ce of this citatio i the proposed
rule referred to “the date the
orga izatio is  otified of HCFA’s
decisio u der paragraph (d)(l)(ii) of
this sectio .” However, paragraph
(d)(l)(ii) of that sectio does  ot relate
to a  otificatio of a decisio followi g
reco sideratio  by HCFA, but rather to
a decisio  by a State age cy.

R spons : We have modified
§ 434.67(d)(2) to clarify that the State
age cy decisio to impose a sa ctio 
becomes HCFA’s decisio except i 
i sta ces where HCFA decides to
modify or reverse that age cy decisio .
We also have revised § 434.67(f) so that
it, (1) refers i paragraph (f)(1) to the
date the HMO is “ otified * * * u der
paragraph (c),” rather tha “u der
paragraph (d)(l)(ii);” a d, (2) refers i 
paragraph (f)(2) to “the date specified i 
HCFA’s reco sideratio  otice.”

B. Factors To b Consid r d in L vying
Civil Mon y P nalti s

Comm nt: O e comme ter believed
that the proposed “Factors To Be

Co sidered i  Levyi g Civil Mo ey
Pe alties” greatly dilutes the
effective ess of the pe alties by creati g
ma y opportu ities for HMOs to argue
for mi imal fi es. The comme ter
stated that the impositio of a full
pe alty is tied to proof that the HMO
e gaged i  prohibited behavior o a
repeated a d k owi g basis which is
excessively difficult to prove. The
comme ter suggested that the deterre t
effect of the civil mo ey pe alties
should be preserved by imposi g
maximum fi es for all violatio s that
come to light.

R spons : The i te t of pe alties is to
quickly bri g about corrective actio o 
the part of a sa ctio ed orga izatio 
a d to deter further violatio s. The OIG
will use the “Factors to Be Co sidered
i Levyi g Civil Mo ey Pe alties” as a
guide i  determi i g the appropriate
amou t of a y civil mo ey pe alty.
Orga izatio s that have made ho est
errors a d are respo sive to HCFA
regulators will face less severe pe alties
tha orga izatio s that demo strate a
patter of k owi gly committi g
violatio s. We believe that, i 
performi g our oversight
respo sibilities, it is importa t to retai 
flexibility i  respo di g to violatio s.
However, o ce all evide ce has bee 
evaluated a d weighed, the OIGwill act
o  the facts of the case i  the ma  er
it believes will best achieve the
objectives of e rollee protectio a d
regulatory complia ce.
■ Comm nt: O e comme ter had

several suggestio s regardi g the
e umeratio of specific mitigati g a d
aggravati g circumsta ces for the
impositio of civil mo ey pe alties.
The comme ter stated that the statute

a d regulatio establish sa ctio s that
ca be imposed agai st orga izatio s
that charge e rollees premiums i 
excess of those permitted. The
comme ter believed it should be a
mitigati g circumsta ce if the premiums
were o ly i cide tally i  excess of
those permitted; it should be a 
aggravati g circumsta ce if the
premiums were greatly i  excess of
those permitted.
The comme ter stated that the statute

a d regulatio s also provide sa ctio s
for co tracti g with excluded
i dividuals or e tities. The comme ter
believed it should be a aggravati g
circumsta ce if the e tity was excluded
because of its deali gs with the HMO
a d the excluded e tity is co tracti g
with the HMO for health care services.
The comme ter believed it should be a
mitigati g circumsta ce if the—
(1) E tity was excluded because of

activities u related to its deali gs with
the HMO.

— 
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(2) Co tract with the excluded e tity
is u related to the delivery of health
care services.
(3) Violatio is co fi ed to a

particular service area of the HMO.
R spons :We do  ot agree with these

comme ts. We believe that the curre t
factors listed u der proposed
§ 1003.106(a)(4) provide for sufficie t
co sideratio of the circumsta ces
surrou di g violatio s where premiums
i  excess of the allowable amou t are
charged by a co tracti g orga izatio .
Therefore, a separate factor addressi g
such a violatio is u  ecessary. With
regard to the seco d comme t, we
believe that this goes beyo d the scope
of the statute. The e abli g legislatio 
provides for impositio of a civil mo ey
pe alty without regard to the specific
activities which resulted i  a 
i dividual bei g excluded from the
Medicare program. Additio ally, si ce
the statute provides that the pe alty
may be imposed i i sta ces where
excluded i dividuals are co tracted to
provide other tha patie t care, we see
 o  eed to mitigate this circumsta ce.
Fi ally, we believe that the curre t
factors listed u der § 1003.106(a)(4)
provide for sufficie t co sideratio of
the scope of a violatio . Therefore, a 
ame dme t addressi g violatio s that
may be co fi ed to a particular service
are  ot  ecessary.

Comm nt:O e comme ter wa ted
the OIG to co sider prior offe ses for
which the orga izatio was  ot assessed
a y sa ctio s or mo ey pe alties. The
comme ter believed that eve if prior
violatio s had  ot bee sa ctio ed, a
patter of violatio s should be
co sidered more serious a d dealt with
more harshly. The comme ter also
suggested that proposed
§ 1003.106(a)(4)(vii), which co cer s
the history of prior offe ses, should be
ame ded to i clude, i the list of factors
to be co sidered, whether there were
a y prior offe ses by the orga izatio ,
regardless of admi istrative or civil
sa ctio s assessed.

R spons : I maki g a determi atio 
o  the impositio of sa ctio s we will
co sider a orga izatio ’s patter of
co duct. A backgrou d of repeated
violatio s would be co sidered a 
aggravati g circumsta ce. We believe
the curre t provisio s i proposed
§ 1003.106 allow the OIG to co sider the
prior co duct of a orga izatio i 
levyi g civil mo ey sa ctio s.
Therefore, a  ame dme t is
u  ecessary.

Comm nt:O e comme ter stated that
the sta dards i § 1003.106 relati g to
determi atio s regardi g the amou t of
the pe alty a d assessme t are

subjective criteria which could result i 
arbitrary determi atio s by the OIG.

R spons :We disagree with this
comme t. Co gress authorized a
maximum pe alty amou t for certai 
violatio s co tai ed i  the u derlyi g
statutes. The proposed factors listed i 
§ 1003.106 represe t a attempt to
provide a measure for impartially
determi i g a pe alty amou t agai st a
culpable orga izatio . Moreover, the
public is afforded a opportu ity to
comme t o the proposed factors before
their adoptio i  fi al regulatio s. This
process is i te ded to i form the public
about What factors will be used i 
determi i g pe alty amou ts, a d, to
the exte t possible, remove subjectivity
from pe alty determi atio decisio s.

Comm nt:O e comme ter wa ted to
add the “e rollee’s complia ce with
rules a d protocols of the co tracti g
orga izatio ” as a factor i our
determi atio of imposi g civil mo ey
pe alties.

R spons :We believe that the curre t
factors listed u der proposed
§ 1003.106(a)(4) provide for sufficie t
co sideratio of the comme ter’s
co cer s. Specifically, i paragraph
(a)(4)(ii) the factor is the degree of
culpability of the co tracti g
orga izatio . U der this factor, i 
determi i g whether or  ot to impose a
pe alty, as well as i determi i g the
amou t of a y pe alty which may be
imposed, co sideratio will be give to
the e rollee’s culpability for the
violatio , i cludi g complia ce with
rules a d protocols of the co tracti g
orga izatio . Therefore, a separate
factor addressi g this issue is
u  ecessary.

Comm nt:O e comme ter asked if
proposed § 1003.103(c)(l)(iv),  ow
desig ated as § 1003.103(e)(l)(iv),
establishes degrees or levels of
misreprese tatio a d falsificatio of
i formatio that will be subject to
varyi g amou ts of civil mo ey
pe alties. I additio , the comme ter
wa ted a disti ctio to be made i  the
regulatio betwee a misreprese tatio 
a d falsificatio a d a mistake with  o
fraudule t i te t.

R spons :Co cer i g a violatio of
this  ature, we believe that o ce all
perti e t i formatio is exami ed, a y
reaso able perso could discer the
differe ce betwee a
“misreprese tatio ” a d “a mistake
with  o fraudule t i te t.” Therefore,
we believe that the la guage i 
§ 1003 .1Q 3(c)(l)(iv ) is sufficie t as
writte .

Comm nt: Sectio 1003.103(c)(l)(v)
specifies that the failure to comply with
prompt payme t of claims as
established i  sectio 1876(g)(6)(A) of

/ Rules a d Regulatio s

the Act is the basis for a mo ey pe alty.
A comme ter asked what co stitutes a
violatio of timely claims payme t,
whether it is o e late claim or a
perce tage of claims beyo d the
sta dard. I additio , this comme ter
questio ed whether late claims will be
determi ed from a mo thly report,
Medicare carriers, o site review, or
be eficiary or provider complai ts a d
asked whether this i cludes claims from
 o participati g providers.

R spons : Sectio 1876(g)(6)(A) of the
Act co tai s a cross refere ce to
sectio s 1816(c)(2) a d 1842(c)(2) of the
Act, which describe prompt payme t.
These sectio s require that 95 perce t of
claims be paid withi a specified time
period (curre tly 24 cale dar days after
receipt). As a result, a defi itio i this
regulatio is u  ecessary.

Comm nt:O e comme ter questio ed
whether Qualified Medicare
Be eficiaries (QMBs) are subject to this
rule.

R spons : This rule applies to pla s
that have a Medicare or Medicaid
co tract. QMBs could be e rolled (or
wa t to e roll) i  these pla s, a d thus,
could be affected by these rules.

Comm nt:O e comme ter wa ted to
k ow what co stitutes “discouragi g
e rollme t.” A other comme ter stated
that a pe alty should be imposed for
discouragi g e rollme t o ly if a
be eficiary is discouraged from
e rolli g because of a medical co ditio 
or a future  eed for substa tial services.

R spons : It is  ot possible to set out
all the possible ways that e rollme ts i 
a co tracti g orga izatio might be
discouraged. Esse tially, such a
determi atio would be made after
judgi g all the facts a d circumsta ces
surrou di g a alleged violatio . We
agree, however, that violatio s of this
 ature pertai to certai circumsta ces.
The statute specifically authorizes
impositio of a pe alty i  those
i sta ces i  which, except as permitted
by law, a co tracti g orga izatio 
expels or refuses to ree roll a 
i dividual or e gages i  a y practice
that would reaso ably be expected to
have the effect of de yi g or
discouragi g e rollme t by e rollees
whose medical co ditio or history
i dicate a  eed for substa tial future
medical services.

Comm nt:O e comme ter stated that
§ 434.80 would require a State age cy to
exclude from participatio , as a
Medicaid co tractor, a y HMO that is
co trolled or ow ed by a i dividual
who has bee  co victed of a crimi al
offe se relati g to fi a cial misco duct.
The comme ter said that this provisio 
amou ts to a lifetime ba  o 
participatio i  Medicaid for

-
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i dividuals who may have committed
a offe se o ly margi ally related to the
delivery of health care. The comme ter
recomme ded that this prohibitio  ot
be a lifetime ba , but that the
prohibitio s be restricted i  their effect
to crimi al offe ses which occurred
withi the past 10 years. The
comme ter also stated that the
relatio ship of the crimi al offe se to
the delivery of health care services
should be a factor applied by the State
age cy i determi i g the fit ess of the
HMO co tractor.

R spons : This requireme t is based
o the requireme t i  1902(p)(2) of the
Act. The law does  ot provide authority
for the Departme t to either gra t
exceptio s to this requireme t or make
this requireme t effective for o ly a
specified time period.

Comm nt: A comme ter  oted that
proposed § 1003.106(a)(1) refers to
determi i g the amou t of a pe alty
u der § 1003.103(a), (b) a d (c)(1)
through (c)(3), a d proposed
§ 1003.106(a)(4) refers to factors for the
OIG to co sider i determi i g the
pe alty u der § 1003.103(b)(4) [sic]. The
comme ter states that there is  o
§ 1003.103(b)(4), a d believes that both
of these refere ces are i correct.

R spons : We agree. Several sectio s
were i correctly refere ced i 
§§ 1003.106(a)(1) a d 1003.106(a)(4) a d
we are revisi g the regulatio s
accordi gly. Numerous revisio s to
refere ced sectio s are made i this
fi al rule because of the publicatio of
fi al OIG regulatio s si ce this HMO
regulatio was published as a proposed
rule.
IV. Provisio s of the Fi al Regulatio s
After co sideratio of the comme ts

received a d our further a alysis of
specific issues, we are publishi g as
fi al the July 22,1991 , proposed
regulatio s with the revisio s ide tified
below. We have also made  umerous
editorial cha ges to improve the
readability of the proposed text, without
cha gi g its substa ce.
O  October 17,1991 HCFA published

a fi al rule (56 FR 51984) that ame ded
part 417 to simplify, clarify, a d update
regulatio s o prepaid health care.
Amo g other cha ges, that rule
desig ated the co te ts of Subpart C
Health Mai te a ce Orga izatio a d
Competitive Medical Pla s as Subpart
L—Medicare Co tract Requireme ts. I 
the July 1991 proposed rule, we
proposed to add a  ew § 417.495,
“Sa ctio s agai st the orga izatio s” to
subpart C. Therefore, as a cha ge from
the proposed rule, we are desig ati g
proposed § 417.495 as 417.500 a d
addi g it to subpart L.

As discussed i  sectio III of this
preamble, we have revised proposed
§§ 417.495(b) a d 434.67(c), which
co cer the time limit for seeki g a
reco sideratio , to allow a additio al
15 days u der certai circumsta ces.
(Proposed § 417.495(b) is  ow
§ 417.500(b).)
I additio to cha ges to improve its

readability, proposed § 417.495(e),
which co cer s the effective date of a
sa ctio , is revised to replace the
i explicit phrase “ge erally will be
effective o the date the orga izatio is
 otified of HCFA’s decisio .” I „this
fi al rule, we specify that, if a 
orga izatio seeks a reco sideratio , the
sa ctio is effective o the date
specified i  HCFA’s  otice of
reco sidered determi atio . (Proposed
§ 417.495(e) is  ow § 417.500(e).
Proposed § 431.55 is revised to improve
its readability.)
O  Ja uary 29,1992 , the OIG

published a fi al rule (57 FR 3298) that
ame ded, amo g other parts, part 1003.
As a result of the publicatio of the
Ja uary 29 ,1992 rule, we have made
cha ges from our July 22,1991
proposed rule as follows:
• The substa ce of proposed

§§ 1003.100(b)(l)(i) a d (b)(l)(ii), which
co cer the purpose of part 1003, were
i corporated i to regulatio s at
§§ 100.100(b)(l)(i) a d (b)(l)(iv),
respectively, by the Ja uary 29 rule.
Therefore, proposed § 1003.100(b)(l)(i)
is  ot i cluded i  this fi al rule. Sectio 
1003.100(b) (lMiv) is i cluded i  this
fi al rule solely to make tech ical
correctio s.
• Proposed § 1003.100(b)(l)(iii),

which also co cer s the purpose of part
1003, is desig ated as
§ 1003.100(b)(l)(vi) by this fi al rule.
• The substa ce of proposed

§ 1003.102(b)(1), which ide tifies those
i dividuals agai st whom the OIG may
impose a pe alty , was i corporated at
§§ 1003.102(b)(1) through (b)(3) by the
Ja uary 29 ,1992 rule. Therefore, it is
 ot i cluded i this rule.
• Proposed § 1003.102(b)(2), which

co cer s the impositio of pe alties
agai st co tracti g orga izatio s, is
desig ated as § 1003.102(b)(8) by this
fi al rule.
• I  § 1003.103, which co cer s the

amou t of a pe alty, proposed
paragraph (c) is desig ated as paragraph
(e). Further, paragraph (a) as established
by the Ja uary 29 rule is revised to
i clude a refere ce to the  ewly
established paragraph (e).
• Also i § 1003.103, subparagraph

(e)(3)(ii) is revised to more clearly
reflect the pe alty amou t stipulated
u der the statute. *

• I § 1003.106, which co cer s
determi i g the amou t of a pe alty
a d assessme t, we have replaced the
phrase “perso or co tracti g
orga izatio ” with the phrase “perso .”
“Perso ,” as it is broadly defi ed i 
§ 1003.101, i cludes co tracti g
orga izatio s. Therefore, the phrase was
replaced i the fi al rule.
As discussed i  sectio III of this

preamble, we have i cluded, at
§ 1003.106(d), provisio s regardi g
mitigati g a d aggravati g
circumsta ces to be co sidered i 
determi i g the amou t of a y pe alty.

V. I formatio  Collectio  Requireme ts
This fi al rule co tai s  o

i formatio collectio requireme ts.
Co seque tly, this fi al rule  eed  ot be
reviewed by the Executive Office of
Ma ageme t a d Budget u der the
authority of the Paperwork Reductio 
Act of 1980 (44 U.S.C. 3501  ts q.).

VI. Regulatory Impact Stateme t
This fi al rule impleme ts sectio s of

OBRA 1986, sectio s of the Medicare
a d Medicaid Patie t a d Program
Protectio Act of 1987, sectio s of the
Medicare Catastrophic Coverage Act of
1988, a d a sectio of OBRA 1989. This
fi al rule will impleme t the Secretary’s
broade ed authority to impose
i termediate sa ctio s a d civil mo ey
pe alties o HMOs a d other prepaid
health pla s co tracti g u derMedicare
or Medicaid that substa tially fail to
provide a e rolled i dividual with
required medically  ecessary items a d
services, e gage certai marketi g,
e rollme t, reporti g, or claims
payme t abuses, or, i  the case of
Medicare, employ or co tract with,
either directly or i directly, a 
i dividual or e tity excluded from
participatio i Medicare.
This regulatio is the result of

statutory cha ges a d serves to clarify
departme tal policy with respect to the
impositio of i termediate sa ctio s
a d civil mo ey pe alties. We believe
the majority of pla s, practitio ers a d
providers do  ot e gage i  the
prohibited activities a d practices
discussed i this fi al rule. I additio ,
we believe this fi al rule will have a
deterre t effect upo providers a d
practitio ers. Therefore, we expect that
the aggregate eco omic impact would be
mi imal, affecti g o ly those e gaged i 
the prohibited behavior i violatio of
this fi al rule.
The Office of Ma ageme t a d Budget

has reviewed this fi al rule i 
accorda ce with the provisio s of
Executive Order 12866.
We ge erally prepare a regulatory

flexibility a alysis that is co siste t

— 
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with the Regulatory Flexibility Act
(RFA) (5 U.S.C. 601 through 612) u less
the Secretary certifies that a rule will
 ot have a sig ifica t eco omic impact
o  a substa tial  umber of small
e tities. For purposes of the RFA, we
co sider all HMOs, competitive medical
pla s a d other co tracti g
orga izatio s to be small e tities.
I  additio , sectio 1102(b) of the Act

requires the Secretary to prepare a
regulatory impact a alysis if a fi al rule
may have a sig ifica t impact o the
operatio s of a substa tial  umber of
small rural hospitals. This a alysis must
co form to the provisio s of sectio 604
of the RFA. For purposes oTsectio 
1102(b) of the Act, we defi e a small
rural hospital as a hospital that is
located outside of a Metropolita 
Statistical Area a d has fewer tha  50
beds.
We do  ot have data to assist us i 

estimati g the  umber of co tracti g
orga izatio s that will be affected by
this fi al rule or the mag itude of a y
pe alties that will be imposed.
Nevertheless, a y impact will be
mi imal because we believe the  umber
of providers a d practitio ers e gaged
i prohibited activities are few.
Therefore, we are  ot prepari g a alyses
for either the RFA or sectio 1102(b) of
the Act si ce we have determi ed, a d
the Secretary certifies, that this fi al
rule will  ot result i a sig ifica t
eco omic impact o a substa tial
 umber of small e tities a d will  ot
have a sig ifica t impact o the
operatio s of a substa tial  umber of
small rural hospitals.
List of Subjects

42 CFB Part 417
Admi istrative practice a d

procedure; Gra t programs health;
Health care; Health facilities; Health
i sura ce; Health Mai te a ce
Orga izatio s (HMO); Loa programs—
health; Medicare; Reporti g a d
recordkeepi g requireme ts.
42 CFB Part 431
Gra t Programs—Health; Health

facilities; Medicaid; Privacy; Reporti g
a d recordkeepi g requireme ts.
42 CFB Part 434
Gra t Programs—Health; Health

Mai te a ce Orga izatio s (HMO);
Medicaid; Reporti g a d recordkeepi g
requireme ts.

42 CFB 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.
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A. 42 CFR part 417 is ame ded as set
forth below:

PART 417 HEALTH MAINTENANCE
ORGANIZATIONS, COMPETITIVE
MEDICAL PLANS, AND HEALTH CARE
PREPAYMENT PLANS

1. The authority citatio for part 417
is revised to read as follows:
Authority: Secs. 1102,1833(a)(1)(A), 

1861(s)(2)(H), 1871,1874, and 1876 of the 
Social Secu ity Act (42 U.S.C. 1302,
13951(a)(1)(A), 1395x(s)(2)(H), 1395hh,
1395kk, and 1395mm); sec. 114(c) of Pub! L.
97 248 (42 U.S.C. 1395mm note); section 
9312(c) of Pub. L. 99 509 (42 U.S.C. 1395mm 
note); and secs. 215, 353, and 1301 th ough
1318 of the Public Health Se vice Act (42
U.S.C. 216, 263af and 300e th ough 30Ge-17) 
and 31 U.S.C. 9701, unless othe wise noted.

Subpart L M e ica re Contrac t
Requirements

2. I subpart L, a  ew sectio 417.500
is added to read as follows:

§ 417.500 Sanctions against HMOs an 
CMPs.

(а) Basis fo r imposition of sanctions.
HCFA may impose the i termediate
sa ctio s specified i paragraph (d) of
this sectio , as a  alter ative to
termi atio , if HCFA determi es that a 
HMO or CMP with a co tract u der this
subpart does o e or more of the
followi g:
(1) Fails substa tially to provide the

medically  ecessary services required to
be provided to a Medicare e rollee a d
the failure adversely affects (or has a
substa tial likelihood of adversely
affecti g) the e rollee.
(2) Requires Medicare e rollees to pay

amou ts i  excess of premiums
permitted.

(3) Acts, i violatio  of the provisio s
of this part, to expel or to refuse to
ree roll a i dividual.
(4) E gages i  a y practice that could

reaso ably be expected to have the
effect of de yi g or discouragi g
e rollme t (except as permitted by this
part) by eligible i dividuals whose
medical co ditio s or histories i dicate
a  eed for substa tial future medical
services.
(5) Misreprese ts or falsifies

i formatio that it fur ishes u der this
part to HCFA, a i dividual, or to a y
other e tity.
(б) Fails to comply with the

requireme ts of sectio 1876(g)(6)(A) of
the Act relati g to the prompt payme t
of claims.
(7) Fails to meet the requireme t i 

sectio 1876(f)(1) of the Act that  ot
more tha 50 perce t of the
orga izatio ’s e rollme t be Medicare
be eficiaries a d Medicaid recipie ts.
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(8) Has a Medicare risk co tract a d
(i) Employs or co tracts with

i dividuals or e tities excluded from
participatio i Medicare u der sectio 
1128 or sectio 1128A of the Act for the
provisio of health care, utilizatio 
review, medical social work, or
admi istrative services; or
(ii) Employs or co tracts with a y

e tity for the provisio of those services
(directly or i directly) through a 
excluded i dividual or e tity.
(b) Notic of sanction. (1) Before

imposi g the i termediate sa ctio s
specified i  paragraph (d) of this
sectio , HCFA
(1) Se ds a writte  otice to the HMO

or CMP stati g the  ature a d basis of
the proposed sa ctio ; a d
(ii) Se ds the OIG a copy of the  otice

(other tha a  otice regardi g the
restrictio o Medicare a d Medicaid
e rollees as described i paragraph
(a)(7) of this sectio ), o ce the sa ctio 
has bee co firmed followi g the  otice
period or the reco sideratio .
(2) HCFA allows the HMO or CMP 15

days from receipt of the  otice to
provide evide ce that it has  ot
committed a act or failed to comply
with a requireme t described i 
paragraph (a) of this sectio , as
applicable. HCFA may allow a 15 day
additio to the origi al 15 days upo 
receipt of a writte request from the
HMO or CMP. To be approved, the
request must provide a credible
expla atio of why additio al time is
 ecessary a d be received by HCFA
before the e d of the 15 day period
followi g the date of receipt of the
sa ctio  otice. HCFA does  ot gra t a 
exte sio if it determi es that the
IIMO’s or CMP’s co duct poses a threat
to a e rollee's health a d safety.
(c) Informal r consid ration. If,

co siste t with paragraph (b)(2) of this
sectio , the HMO or CMP submits a
timely respo se to HCFA’s  otice of
sa ctio , HCFA co ducts a  i formal
reco sideratio that:
(1) Co sists of a review of the

evide ce by a HCFA official who did
 ot participate i the i itial decisio to
impose a sa ctio ; a d
(2) Gives the HMO or CMP a co cise

writte decisio setti g forth the factual
a d legal basis for the decisio that
affirms or resci ds the origi al
determi atio .
(d) Sp cific sanctions. If HCFA

determi es that a  HMO or CMP has
acted or failed to act as specified i 
paragraph (a) of this sectio a d affirms
this determi atio i accorda ce with
paragraph (c) of this sectio , HCFA
may
(1) Require the HMO or CMP to

suspe d accepta ce of applicatio s for

— 
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e rollme t made by Medicare
be eficiaries dari g the sa ctio period;
(2) Suspe d payme ts to the HMO or

CMP for Medicare be eficiaries e rolled
duri g the sa ctio period; a d
(3) Require the HMO or CMP to

suspe d all marketi g activities to
Medicare e rollees.
(e) Eff ctiv dat and duration of

sanctions { 1) Eff ctiv dat . Except as
provided i paragraph (e)(2) of this
sectio , a sa ctio is effective 15 days
after the date that the orga izatio is
 otified of the decisio to impose the
sa ctio or, if the HMO or CMP timely
seeks reco sideratio u der paragraph
(c) of this sectio , o the date specified
i  the  otice of HCFA’s reco sidered
determi atio .
(2) Exc ption. If HCFA determi es

that the HMO’s or CMP’s co duct poses
a serious threat to a  e rollee’s health
a d safety, HCFA may make the
sa ctio effective o a date before
issua ce of HCFA’s reco sidered
determi atio .
(3) Duration of sanction. The sa ctio 

remai s i effect u til HCFA  otifies
the HMO or CMP that HCFA is satisfied
that the basis for imposi g the sa ctio 
has bee corrected a d is  ot likely to
recur.
(f) T rmination by HCFA. I additio 

to or as a alter ative to the sa ctio s
described i paragraph (d) of this
sectio , HCFA may decli e to re ew a
HMO’s or CMP’s co tract i  accorda ce
with § 417.492(b). or termi ate the
co tract i  accorda ce with
§ 417.494(b).
(g) Civil mon y p nalti s. If HCFA

determi es that a HMO or CMP has
committed a  act or failed to comply
with a requireme t described i 
paragraph (a) of this sectio (with the
exceptio of the requireme t to limit the
perce tage ofMedicare a d Medicaid
e rollees described i  paragraph (a)(7)
of this sectio ), HCFA  otifies the OIG
of that determi atio . HCFA also
co veys to the OIG i formatio whe it
reverses or termi ates a sa ctio 
imposed u der this subpart. I 
accorda ce with the provisio s of 42
CFR part 1003, the OIG may impose
civil mo ey pe alties o the HMO or
CMP i additio to or i  place of the
sa ctio s that HCFA may impose u der
paragraph (d) of this sectio .
B. 42 CFR part 431 is ame ded as set

forth below;

PART 431 STATE ORGANIZATION
AND GENERAL ADMINISTRATION

1. The authority citatio for part 431
co ti ues to read as follows:
Authority: Sec. 1102 of the Social Secu ity

Act (42 U.S.C. 1302).

2. Sectio 431.55 is ame ded by
addi g a se te ce at the e d of
paragraph (a) a d addi g  ew paragraph
(h) to read as follows:

§431.55 Waiver of other Me icai 
requirements.
(a) Statutory basis. * * *. Sectio 

1902(p)(2) of the Act co ditio s FFP i 
payme ts to a e tity u der a sectio 
1915(b)(1) waiver o the State’s
provisio for exclusio of certai 
e tities from participatio .
* * * * *
(h) Waiv rs approv d und r s ction

1915(b)(1) of th Act— (1) Basic Rules.
(i) A age cy must submit, as part of it’s
waiver request, assura ce that the
e tities described i  paragraph (h)(2) of
this sectio will be excluded from
participatio u der a approved waiver.
(ii) FFP is available i  payme ts to a 

e tity that fur ishes services u der a
sectio 1915(b)(1) waiver o ly if the
age cy excludes from participatio a y
e tity described i paragraph (h)(2) of
this sectio .
(2) E tities that must be excluded.

The age cy must exclude a e tity that
meets a y of the followi g co ditio s;
(i) Could be excluded u der sectio 

1128(b)(8) of the Act as bei g co trolled
by a sa ctio ed i dividual.
(ii) Has a substa tial co tractual

relatio ship (direct or i direct) with a 
i dividual co victed of certai crimes,
as described i  sectio 1128(b)(8)(B) of
the Act.
(iii) Employs or co tracts directly or

i directly with o e of the followi g:
(A) A y i dividual or e tity that,

u der sectio 1128 or sectio 1128A of
the Act, is precluded from fur ishi g
health care, utilizatio review, medical
social services, or admi istrative
services.
(B) A y e tity described i paragraph

(h)(2)(i) of this sectio .
(3) Defi itio s. As used i this

sectio , substa tial co tractual
relatio ship mea s a y co tractual
relatio ship that provides for o e or
more of the followi g services;
(i) The admi istratio , ma ageme t,

or provisio of medical services.
(ii) The establishme t of policies, or

the provisio of operatio al support, for
the admi istratio , ma ageme t, or
provisio of medical services.
C. 42 CFR part 434 is ame ded as set

forth below:

PART 434 CONTRACTS

1. The authority citatio for part 434
co ti ues to read as follows;
Authority: Sec. 1102 of the Social Secu ity

Act (42 U.S.C. 1302).

Subpart C Contracts with HMOs an 
PHPs: Contract Requirements

2. I subpart C, a  ew §434.22 is
added to read as follows;

§ 434.22 Application of sanctions to risk
comprehensive contracts.
A risk comprehe sive co tract must

provide that payme ts provided for
u der the co tract will be de ied for
 ew e rollees whe , a d for so lo g as,
payme t for those e rollees is de ied by
HCFA u der § 434.67(e).

Subpart D Contracts With Health
Insuring Organizations

3. I  subpart D, a  ew § 434.42 is
added to read as follows;

§ 434.42 Application of sanctions to ris k /
comprehensive contracts.
A risk comprehe sive co tract must

provide that payme ts provided for
u der the co tract will be de ied for
 ew e rollees whe , a d for so lo g as,
payme t for those e rollees is de ied by
HCFA u der § 434.67(e).

Subpart E Contracts With HMOs an 
PHPs: Me icai Agency
Responsibilities

4. I  subpart E, § 434.63 is revised to
read as follows:

§ 434.63 Monitoring proce ures.
The age cy must have procedures to

do the followi g:
(a) Mo itor e rollme t a d

termi atio practices.
(b) E sure proper impleme tatio of

the co tractor’s grieva ce procedures.
(c) Mo itor for violatio s of the

requireme ts specified i § 434.67 a d
the co ditio s  ecessary for FFP i 
co tracts with HMOs specified i 
§434.80.

Subpart E Contracts With HMOs an 
PHPs: Me icai Agency
Responsibilities

5. I subpart E, a  ew § 434.67 is
added to read as follows:

§ 434.67 Sanctions against HMOs with risk
comprehensive contracts.
(a) Basis for imposition of sanctions.

The age cy may recomme d that the
i termediate sa ctio specified i 
paragraph (e) of this sectio be imposed
if the age cy determi es that a HMO
with a risk comprehe sive co tract does
o e or more of the followi g:
(1) Fails substa tially to provide the

medically  ecessary items a d services
required u der law or u der the
co tract to be provided to a e rolled
recipie t a d the failure has adversely

— 
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affected (or has substa tial likelihood of
adversely affecti g) the i dividual.
(2) Imposes o  Medicaid e rollees

premium amou ts i excess of
premiums permitted.
(3) E gages i a y practice that

discrimi ates amo g i dividuals o the
basis of their health status or
requireme ts for health care services,
i cludi g expulsio or refusal to
ree roll a  i dividual, or a y practice
that could reaso ably be expected to
have the effect of de yi g or
discouragi g e rollme t (except as
permitted by sectio 1903(m) of the Act)
by eligible i dividuals whose medical
co ditio s or histories i dicate a  eed
for substa tial future medical services.
(4) Misreprese ts or falsifies

i formatio that it fur ishes, u der
sectio 1903(m) of the Act to HCFA, the
State age cy, a i dividual, or a y other
e tity.
(b) Eff ct o f an ag ncy d t rmination.

(1) Whe the age cy determi es that a 
HMO with a risk comprehe sive
co tract has committed o e of the
violatio s ide tified i  paragraph (a) of
this sectio , the age cy must forward
this determi atio to HCFA. This
determi atio  becomes HCFA’s
determi atio for purposes of sectio 
1903(m)(5)(A) of the Act, u less HCFA
reverses or modifies the determi atio 
withi 15 days.
(2) Whe the age cy decides to

recomme d impositio of the sa ctio 
specified i paragraph (e) of this
sectio , this recomme datio becomes
HCFA’s decisio , for purposes of
sectio 1903(m)(5)(B)(ii) of the Act,
u less HCFA rejects this
recomme datio withi 15 days.
(c) Notic  of sanction. If a

determi atio to impose a sa ctio 
becomes HCFA’s determi atio u der
paragraph (b)(2) of this sectio , the
age cy must se d a writte  otice to the
HMO stati g the  ature a d basis of the
proposed sa ctio . A copy of the  otice
is forwarded to the OIG at the same time
it is se t to the HMO. The age cy allows
the HMO 15 days from the date it
receives the  otice to provide evide ce
that it has  ot committed a  act or failed
to comply with a requireme t described
i paragraph (a) of this sectio , as
applicable. The age cy may allow a 15
day additio to the origi al 15 days
upo receipt of a writte request from
the orga izatio . To be approved, the
request must provide a credible
expla atio of why additio al time is
 ecessary a d be received by HCFA
before the e d of the 15 day period
followi g the date the orga izatio 
received the sa ctio  otice. A 
exte sio is  ot gra ted if HCFA
determi es that the orga izatio ’s
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co duct poses a threat to a e rollee’s
health a d safety.
(d) Informal r consid ration. U) If the

HMO submits a timely respo s^o the
age cy’s  otice of sa ctio , the age cy
co ducts a i formal reco sideratio 
that i cludes—
(1) Review of the evide ce by a 

age cy official who did  ot participate
i the i itial recomme datio to impose
the sa ctio ; a d
(ii) A co cise writte decisio setti g

forth the factual a d legal basis for the
decisio .
(2) The age cy decisio u der

paragraph (d)(l)(ii) of this sectio is
forwarded to HCFA a d becomes
HCFA’s decisio u less HCFA reverses
or modifies the decisio withi 15 days
from the date of HCFA’s receipt of the
age cy determi atio . I  the eve t
HCFA modifies or reverses the age cy
decisio , the age cy se ds the HMO a
copy of HCFA’s decisio u der this
paragraph.
(e) D nial o f paym nt. If a HCFA

determi atio that a HMO has
committed a violatio described i 
paragraph (a) of this sectio is affirmed
o review u der paragraph (d) of this
sectio , or is  ot timely co tested by the
HMO u der paragraph (c) of this
sectio , HCFA, based upo the
recomme datio of the age cy, may
de y payme t for  ew e rollees of the
HMO u der sectio 1903(m)(5)(B)(ii) of
the Act. U der §§434.22 a d 434.42,
HCFA’s de ial of payme t for  ew
e rollees automatically results i  a
de ial of age cy payme ts to the HMO
for the same e rollees. A  ew e rollee
is a e rollee that applies for
e rollme t after the effective date i 
paragraph (f)(1) of this sectio .
(f) Eff ctiv dat and duration of

sanction. (1) Except as specified i 
paragraphs (f)(2) a d (f)(3) of this
sectio , a sa ctio is effective 15 days
after the date the HMO is  otified of the
decisio to impose the sa ctio u der
paragraph (c) of this sectio .
(2) If the HMO seeks reco sideratio 

u der paragraph (d) of this sectio , the
sa ctio is effective o the date
specified i HCFA’s reco sideratio 
 otice.
(3) If HCFA, i  co sultatio with the

age cy, determi es that the HMO’s
co duct poses a serious threat to a 
e rollee’s health a d safety, the
sa ctio may be made effective o a
date prior to issua ce of the decisio 
u der paragraph (d)(l)(ii) of this
sectio .
(g) Civil mon y p nalti s. If a

determi atio that a orga izatio has
committed a violatio u der paragraph
(a) of this sectio becomes HCFA’s
determi atio u der paragraph (b)(1) of
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this sectio , HCFA co veys the
determi atio to the OIG. I accorda ce
with the provisio s of 42 CFR part 1003,
the OIGmay impose civil mo ey
pe alties o  the orga izatio i 
additio to or i  place of the sa ctio s
that may be imposed u der this sectio .
(h) HCFA’s rol . HCFA retai s the

right to i depe de tly perform the
fu ctio s assig ed to the age cy i 
paragraphs (a) through (f) of this sectio .
(i) Stat  Plan r quir m nts. The State

Pla must i clude a pla to mo itor for
violatio s specified i  paragraph (a) of
this sectio a d for impleme ti g the
provisio s of this sectio .
6. I subpart F, a  ew § 434.80 is

added to read as follows:

Subpart F Fe eral Financial
Participation

§434.80 Con ition for FFP in contracts
with KMOs.
(a) Basic rul . FFP i payme ts to a 

HMO is available o ly if the age cy
excludes from participatio as such a 
e tity a y e tity described i  paragraph
(b) of this sectio .
(b) Entiti s that must b  xclud d. (1)

A e tity that could be excluded u der
sectio 1128(b)(8) of the Act as bei g
co trolled by a sa ctio ed i dividual.
(2) A e tity that has a substa tial

co tractual relatio ship as defi ed i 
§ 431.55(h)(2), either directly or
i directly, with a i dividual co victed
of certai crimes as described i  sectio 
1128(b)(8)(B) of the Act.
(3) A e tity that employs or

co tracts, directly or i directly, with
o e of the followi g:
(i) A y i dividual or e tity excluded

from Medicaid participatio u der
sectio 1128 or sectio 1128A of the Act
for the fur ishi g of health care,
utilizatio review, medical social work,
or admi istrative services.
(ii) A y e tity for the provisio 

through a excluded i dividual or
e tity of services described i  paragraph
(b)(3)(i) of this sectio .
D. 42 CFR part 1003 is ame ded as set

forth below:

PART 1003—CIVIL MONEY
PENALTIES, ASSESSMENTS, AND
EXCLUSIONS

1. The authority citatio for part 1003
is revised to read as follows:
Authority: 42 U.S.C. 1 3 0 2 ,1320a 7,

1320a 7a, 1320b 10,1395mm , 1395ss(d),
1395u(j), 1395u(k), 1396b(m), 11131(c) a d
11137(b)(2).

2. Sectio 1003.100 is ame ded by
revisi g paragraph (a); republishi g
paragraph (b)(1) i troductory text;
revisi g paragraphs (b)(l)(iv) a d

- -

— 

-

-
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(b)(l)(v); a d addi g a  ew paragraph
(b)(l)(vi) to read as follows:

§ 1003.100 Basis an purpose.

(a) Basis. This part impleme ts
sectio s 1128 ,1128(c), 1128A, 1140,
1842(j), 1842(k), 1876(i)(6), 1882(d), a d
1903(m)(5) 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. 1320a 7,
1320a 7a, 1320a 7(c), 1320b 10,
1395mm, 1395ss(d), 1395u(j), 1395u(k),
1396b(m), 11131(c) a d 11137(b)(2)).
(b) Purpos . * * *
(1) Provides for the impositio of civil

mo ey pe alties a d, as applicable,
assessme ts agai st perso s who
★ * * * *
(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
Public Law 99 660, a d regulatio s
specified i  45 CFR part 60;
(v) Misuse certai Medicare a d

social security program we ds, letters,
symbols a d emblems; or
(vi) Substa tially fail to provide a 

e rollee with required medically
 ecessary items a d services, or that
e gage i  certai marketi g, e rollme t,
reporti g, claims payme t, employme t,
or co tracti g abuses.
* * * * *
3. Sectio 1003.101 is ame ded by

addi g, i  alphabetical order,
defi itio s for the terms “adverse
effect,” “co tracti g orga izatio ,” a d
“e rollee” to read as follows:

§1003.101 Definitions.
* * * * *

Adv rs   ff ct mea s medical care has
 ot bee provided a d the failure to
provide such  ecessary medical care has
prese ted a immi e t da ger to the
health, safety, or well-bei g of the
patie t or has placed the patie t
u  ecessarily i a high-risk situatio .
* fc t ft t

Contracting organization mea s a
public or private e tity, i cludi g of a
health mai te a ce orga izatio 
(HMO), competitive medical pla , or
health i suri g orga izatio (HIO)
which meets the requireme ts of sectio 
1876(b) of die Act or is subject to the
requireme ts i  sectio 1903(m)(2)(A)
of the Act a d which has co tracted
with the Departme t or a State to
fur ish services to Medicare
be eficiaries or Medicaid recipie ts.

Enroll   mea s a i dividual who is
eligible for Medicare or Medicaid a d
who e ters i to a agreeme t to receive
services from a co tracti g orga izatio 

that co tracts with the Departme t
u der title XVIII or title XIX of the Act.
★ a . ★ * ★
4. Sectio 1003.102, paragraph (b)

i troductory text is republished a d a
 ew paragraph (b)(8) is added to read as
follows:

§ 1003.102 Basis for civil money penalties
an assessments.
* * * * *
(b) The DIGmay impose a pe alty,

a d where authorized, a  assessme t
agai st a y perso (i cludi g a 
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
* * * *k *
(8) Is a co tracti g orga izatio that

HCFA determi es has committed a act
or failed to comply with the
requireme ts set forth i § 417.500(a) or
§ 434.67(a) of this title or failed to
comply with the requireme t set forth
i § 434.80(c) of this title.
* ★ ♦ ' t *
5. Sectio 1003.103 is ame ded by

revisi g paragraph (a) a d addi g  ew
paragraph (e) to read as follows:

§1003.103 Amount of penalty.
(a) Except as provided i  paragraphs

(b) through (e) 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.
t -k f r * *

(e)(1) The OIGmay, i  additio to or
i  lieu of other remedies available u der
law, impose a pe alty of up to $25,000
for each determi atio by HCFA that a
co tracti g orga izatio has:
(1) Failed substa tially to provide a 

e rollee with required medically
 ecessary items a d services a d the
failure adversely affects (or has the
likelihood of adversely affecti g) the
e rollee;
(ii) Imposed premiums o  e rollees i 

excess of amou ts permitted u der
sectio 1876 or Title XIX of the Act;
. (iii) Acted to expel or to refuse to re

e roll a Medicare be eficiary i 
violatio of the provisio s of sectio 
1876 of the Act a d for reaso s other
tha the be eficiary’s health status or
requireme ts for health care services;
(iv) Misreprese ted or falsified

i formatio fur ished to a i dividual
or a y other e tity u der sectio 1876
or sectio 1903(m) of the Act; or
(v) Failed to comply with the

requireme ts of sectio 1876(gX6)(A) of
the Act regardi g prompt payme t of
claims-
(2) The OIG may, i additio  to or i 

lieu of other remedies available u der

law, impose a pe alty of up to $25,000
for each determi atio by HCFA that a
co tracti g orga izatio with a co tract
u der sectio 1876 of the Act:
(i) Employs or co tracts with

i dividuals or e tities excluded, u der
sectio 1128 or sectio 112SA of the
Act, from participatio i Medicare for
the provisio of health care, utilizatio 
review, medical social work, or
admi istrative services; or
(ii) Employs or co tracts with a y

e tity for the provisio of services
(directly or i directly) through a 
excluded i dividual or e tity.
(3) The OIGmay, i  additio to or i 

lieu of other remedies available u der
law, impose a pe alty of up to $100,000
for each determi atio that a
co tracti g orga izatio has:
(i) Misreprese ted or falsified

i formatio fur ished to the Secretary
u der sectio 1876 of the Act or to the
State u der sectio 19Q3(m) of the Act;
or
(ii) Acted to expel or to refuse to

ree roll a Medicaid recipie t because of
the i dividual’s health status or
requireme ts for health care services, or
e gaged i  a y practice that would
reaso ably be expected to have the
effect of de yi g or discouragi g
e rollme t (except as permitted by
sectio 1876 or sectio 1903(m) of the
Act) with the co tracti g orga izatio 
by Medicare be eficiaries a d Medicaid
recipie ts whose medical co ditio or
history i dicates a  eed for substa tial
future medical services.
(4) If e rollees are charged more tha 

the allowable premium, the OIGwill
impose a additio al pe alty equal to
double the amou t of excess premium
charged by the co tracti g orga izatio .
The excess premium amou t will be
deducted from the pe alty a d retur ed
to the e rollee.
(5) TheTDIGwill impose a additio al

$15,000 pe alty for each i dividual  ot
e rolled whe HCFA determi es that a
co tracti g orga izatio has committed
a violatio described i paragraph
(e)(3)(ii) of this sectio .
(6) For purposes of paragraph (e) of

this sectio , a violatio is each i cide t
where a parso has committed a act
listed i  § 417.500(a) or § 434.67(a) of
this title or failed to comply with a
requireme t set forth i § 434.80(c) of
this title.
6. Sectio 1003.106 is ame ded by

addi g  ew paragraph (a)(4);
redesig ati g paragraph (d) as
paragraph (e) a d republishi g it; a d
addi g a  ew paragraph (d) to read as
follows:

- -
- - -
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§1003.106 Determinations regar ing the
amount of the penalty, an assessment.
(a) * * *
(4) I . determi i g the appropriate

amou t of a y pe alty i accorda ce
with § 1003.103(e), the OIGwill
co sider as appropriate—
(i) The  ature a d scope of the

required medically  ecessary item or
service  ot provided a d the
circumsta ces u der which it was, ot
provided;
(ii) The degree of,culpability of the

co tracti g orga izatio ;
(iii) The serious ess of the adverse

effect that resulted or could,have
resulted from the failure to provide
required medically  ecessary care;
(iv) The Barm which resulted or could

have resulted from the provisio of care
by a perso that the co tracti g,
orga izatio  is expressly prohibited,
u der sectio 1876(i)(6). or sectio 
19Q3(p){2) of the Act,, from co tracti g
with or employi g;
(y) The harm which resulted or could

have resulted from the co tracti g
orga izatio ’s expulsio or refusal to
ree roll a Medicare be eficiary or
Medicaid recipie t;
(vi) The  ature of the

misreprese tatio or fallacious
i formatio fur ished by the
co tracti g orga izatio to the
Secretary, State, e rolTee, or other e tity
u der sectio 1876 or sectio 1903(m)
of the Act;
(vii) The history of prior offe ses by

the co tracti g orga izatio or
pri cipals of the co tracti g
orga izatio , i cludi g whether, at a y
time prior to determi atio of the
curre t violatio or violatio s, the
co tracti g orga izatio or a y of its
pri cipals was co victed of a crimi al
charge or was held liable for civil or
admi istrative sa ctio s i  co  ectio 
with a program covered by this part or
a y other puhlic or private program of
payme t for medical services; a d
(viii) Such other matters as Justice

may require.
★ * * * *
(d) I co sideri g the factors listed i 

paragraph (a)(4) of this sectio , for
violatio s subject to a determi atio 
u der § 1003.103(e), the followi g
circumsta ces are to be co sidered , as
appropriate, i  determi i g the amou t
of a y pe alty
(1) Nature a d circumsta ces of the

i cide t. It would be co sidered a
mitigati g circumsta ce i t where more
tha o e. violatio exists, the
appropriate items or services  ot
provided were:.
(if Few i i umber, or
(ii) Of the same type a d occurred

withi  a short period of time.

It would be co sidered a  aggravati g
circumsta ce if such items or services
were of several types a d occurred over
a le gthy period of time, or if there were
ma y such' items or services (or the
 ature a d circumsta ces i dicate a
patter of such items or services  ot
bei g provided).
(2) Degree of culpability. It would be .

co sidered a mitigati g circumsta ce if
the violatio  was the result of a 
u i te tio al, u recog ized error, a d
corrective actio was take promptly
after discovery of the error.
(3) Failure to provide required care. It

would be co sidered a . aggravati g
circumsta ce if the failure to provide
required care was attributable to a 
i dividual or e tity that the co tracti g
orga izatio is expressly prohibited by
law from co tracti g with or employi g.
(4) Use of excluded i dividuals. It

would be co sidered a aggravati g
factor if the co tracti g orga izatio 
k owi gly or routi ely, e gages i the
prohibited practice of co tracti g or
employi g, either directly or i directly,
i dividuals or e tities excluded from
the Medicare program u der sectio 
1128 or sectio 1128A of the Act.
(5) Routi e practices. It would be

co sidered amaggravati g factor if the
co tracti g orga izatio k owi gly or
routi ely e gages i a y discrimi atory
or other prohibited practicewhich has
the effect of de yi g or discouragi g
e rollme t by i dividuals whose
medical co ditio or history i dicates a
 eed for substa tial future medical
services.
(6) Prior offe ses. It would be

co sidered a aggravati g circumsta ce
if at a y time prior to determi atio of
the curre t violatio or violatio s, the
co tracti g orga izatio or a y of its
pri cipals was co victed o . crimi al
charges or held liable for 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
payme t for medical services. The lack
of prior liability for crimi al, civil, or
admi istrative sa ctio s by the
co tracti g orga izatio , or the
pri cipals of the co tracti g
orga izatio , would  ot  ecessarily be
co sidered a mitigati g circumsta ce i 
determi i g civil mo ey pe alty
amou ts.
(e) (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.
Dated: March 30,1994.

Ju e Gibbs Brow ,
Insp ctor G n ral.
Dated: April 12,1994.

Bruce C. Vladeck,
Administrator, H alth Car  Financing
Administra tion.
Approved: July 7 ,1994 .

Do  a E. Shalala,
S cr tary, D partm nt ofH alth and Human
S rvic s.
[FR Doc. 94 17221 Filed 7 14 94 ; 8:45 am}
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FEDERAL EMERGENCY
MANAGEMENT AGENCY

44 CFR Part 322

RIN 3067 AC27

Defense Pro uction: Priorities an 
Allocations Authority; Removal of CFR
Part

AGENCY: Federal Emerge cy
Ma ageme t Age cy (FEMA).
ACTION: Fi al rule.

SUMMARY: This rule removes 44 CFR
322, Defe se Productio s Priorities a d
Allocatio s Authority (DMO 3),the
authority for which was superseded by
Executive Order 12919 of Ju e 3 ,1994 .
EFFECTIVE DATE: July 1 5 ,1994.
FOR FURTHER INFORMATION CONTACT:
Larry Hall, Prepared ess, Trai i g a d
Exercises Directorate, Federal
Emerge cy Ma ageme t Age cy, 500 C
Street, SW„ Washi gto , DC 20472,
(202) 646 3520.
SUPPLEMENTARY INFORMATION: O  Ju e 3,
1994, the Preside t sig ed Executive
Order 12919, Natio al Defe se
I dustrial Resources Prepared ess, 59
FR 29525, Ju e 7,1994 , which delegated
authorities u der the Defe se
Productio Act a d revoked a d
superseded certai authorities that were
the basis for 44 CFR part 322. This rule
removes part 322 to comply with
Executive Order 12919.

Listo fSubjects i  44 CFR Part 322
Authority delegatio s (Gover me t

age cies), Natio al defe se.
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