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provide for participation, by Social Security Adminis-
tration, in a demonstration project relating to the ter-
minally ill then being conducted within the Depart-
ment of Health and Human Services, the purpose of
such participation to be to study impact on terminally
ill of provisions of disability programs administered by
Social Security Administration and to determine how
best to provide services needed by persons who were
terminally ill through programs over which the Social
Security Administration had administrative respon-
sibility, and authorized to be appropriated necessary
sums not in excess of $2,000,000 for any fiscal year.

REPORT TO CONGRESS WITH RESPECT TO URBAN OR
RURAL COMPREHENSIVE MENTAL HEALTH CENTERS
AND CENTERS FOR TREATMENT OF ALCOHOLISM AND
DRUG ABUSE; SUBMISSION NO LATER THAN JUNE 13,
1978

Pub. L. 95-210, §4, Dec. 13, 1977, 91 Stat. 1490, directed
Secretary of Health, Education, and Welfare to submit
to Congress, no later than six months after Dec. 13,
1977, a report on the advantages and disadvantages of
extending coverage under this subchapter to urban or
rural comprehensive mental health centers and to cen-
ters for treatment of alcoholism and drug abuse.

STUDY AND REVIEW BY COMPTROLLER GENERAL OF AD-
MINISTRATIVE STRUCTURE FOR PROCESSING MEDICARE
CLAIMS; REPORT TO CONGRESS

Pub. L. 95-142, §12, Oct. 25, 1977, 91 Stat. 1197, directed
Comptroller General to conduct a comprehensive study
and review of administrative structure established for
processing of claims under this subchapter for purpose
of determining whether and to what extent more effi-
cient claims administration under this subchapter
could be achieved and directed Comptroller General to
submit to Congress no later than July 1, 1979, a com-
plete report with respect to such study and review.

REPORT BY SECRETARY OF HEALTH, EDUCATION, AND
WELFARE ON DELIVERY OF HOME HEALTH AND OTHER
IN-HOME SERVICES; CONTENTS; CONSULTATION RE-
QUIREMENTS; SUBMISSION TO CONGRESS

Pub. L. 95-142, §18, Oct. 25, 1977, 91 Stat. 1202, directed
Secretary of Health, Education, and Welfare, not later
than one year after Oct. 25, 1977, to submit to appro-
priate committees of Congress a report analyzing, eval-
uating, and making recommendations with respect to
all aspects of delivery of home health and other in-
home services authorized to be provided under sub-
chapters XVIII, XIX, and XX of this chapter.

§1395mm. Payments to health maintenance orga-
nizations and competitive medical plans

(a) Rates and adjustments

(1)(A) The Secretary shall annually determine,
and shall announce (in a manner intended to
provide notice to interested parties) not later
than September 7 before the calendar year con-
cerned—

(i) a per capita rate of payment for each
class of individuals who are enrolled under
this section with an eligible organization
which has entered into a risk-sharing contract
and who are entitled to benefits under part A
of this subchapter and enrolled under part B of
this subchapter, and

(ii) a per capita rate of payment for each
class of individuals who are so enrolled with
such an organization and who are enrolled
under part B of this subchapter only.

For purposes of this section, the term ‘‘risk-
sharing contract’ means a contract entered into
under subsection (g) of this section and the term
‘“‘reasonable cost reimbursement contract”
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means a contract entered into under subsection
(h) of this section.

(B) The Secretary shall define appropriate
classes of members, based on age, disability
status, and such other factors as the Secretary
determines to be appropriate, so as to ensure ac-
tuarial equivalence. The Secretary may add to,
modify, or substitute for such classes, if such
changes will improve the determination of actu-
arial equivalence.

(C) The annual per capita rate of payment for
each such class shall be equal to 95 percent of
the adjusted average per capita cost (as defined
in paragraph (4)) for that class.

(D) In the case of an eligible organization with
a risk-sharing contract, the Secretary shall
make monthly payments in advance and in ac-
cordance with the rate determined under sub-
paragraph (C) and except as provided in sub-
section (g)(2) of this section, to the organization
for each individual enrolled with the organiza-
tion under this section.

(E)(i) The amount of payment under this para-
graph may be retroactively adjusted to take
into account any difference between the actual
number of individuals enrolled in the plan under
this section and the number of such individuals
estimated to be so enrolled in determining the
amount of the advance payment.

(ii)(I) Subject to subclause (II), the Secretary
may make retroactive adjustments under clause
(i) to take into account individuals enrolled dur-
ing the period beginning on the date on which
the individual enrolls with an eligible organiza-
tion (which has a risk-sharing contract under
this section) under a health benefit plan oper-
ated, sponsored, or contributed to by the indi-
vidual’s employer or former employer (or the
employer or former employer of the individual’s
spouse) and ending on the date on which the in-
dividual is enrolled in the plan under this sec-
tion, except that for purposes of making such
retroactive adjustments under this clause, such
period may not exceed 90 days.

(IT) No adjustment may be made under sub-
clause (I) with respect to any individual who
does not certify that the organization provided
the individual with the explanation described in
subsection (¢)(3)(E) of this section at the time
the individual enrolled with the organization.

(F)({) At least 45 days before making the an-
nouncement under subparagraph (A) for a year
(beginning with the announcement for 1991), the
Secretary shall provide for notice to eligible or-
ganizations of proposed changes to be made in
the methodology or benefit coverage assump-
tions from the methodology and assumptions
used in the previous announcement and shall
provide such organizations an opportunity to
comment on such proposed changes.

(ii) In each announcement made under sub-
paragraph (A) for a year (beginning with the an-
nouncement for 1991), the Secretary shall in-
clude an explanation of the assumptions (includ-
ing any benefit coverage assumptions) and
changes in methodology used in the announce-
ment in sufficient detail so that eligible organi-
zations can compute per capita rates of payment
for classes of individuals located in each county
(or equivalent area) which is in whole or in part
within the service area of such an organization.
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(2) With respect to any eligible organization
which has entered into a reasonable cost reim-
bursement contract, payments shall be made to
such plan in accordance with subsection (h)(2) of
this section rather than paragraph (1).

(3) Subject to subsections (¢)(2)(B)(ii) and (c)(7)
of this section, payments under a contract to an
eligible organization under paragraph (1) or (2)
shall be instead of the amounts which (in the ab-
sence of the contract) would be otherwise pay-
able, pursuant to sections 1395f(b) and 13951(a) of
this title, for services furnished by or through
the organization to individuals enrolled with the
organization under this section.

(4) For purposes of this section, the term ‘ad-
justed average per capita cost’ means the aver-
age per capita amount that the Secretary esti-
mates in advance (on the basis of actual experi-
ence, or retrospective actuarial equivalent based
upon an adequate sample and other information
and data, in a geographic area served by an eli-
gible organization or in a similar area, with ap-
propriate adjustments to assure actuarial
equivalence) would be payable in any contract
year for services covered under parts A and B of
this subchapter, or part B only, and types of ex-
penses otherwise reimbursable under parts A
and B of this subchapter, or part B only (includ-
ing administrative costs incurred by organiza-
tions described in sections 1395h and 1395u of
this title), if the services were to be furnished by
other than an eligible organization or, in the
case of services covered only under section
1395x(s)(2)(H) of this title, if the services were to
be furnished by a physician or as an incident to
a physician’s service.

(5) The payment to an eligible organization
under this section for individuals enrolled under
this section with the organization and entitled
to benefits under part A of this subchapter and
enrolled under part B of this subchapter shall be
made from the Federal Hospital Insurance Trust
Fund and the Federal Supplementary Medical
Insurance Trust Fund. The portion of that pay-
ment to the organization for a month to be paid
by each trust fund shall be determined as fol-
lows:

(A) In regard to expenditures by eligible or-
ganizations having risk-sharing contracts, the
allocation shall be determined each year by
the Secretary based on the relative weight
that benefits from each fund contribute to the
adjusted average per capita cost.

(B) In regard to expenditures by eligible or-
ganizations operating under a reasonable cost
reimbursement contract, the initial allocation
shall be based on the plan’s most recent budg-
et, such allocation to be adjusted, as needed,
after cost settlement to reflect the distribu-
tion of actual expenditures.

The remainder of that payment shall be paid by
the former trust fund.

(6) Subject to subsections (¢)(2)(B)(ii) and (c)(7)
of this section, if an individual is enrolled under
this section with an eligible organization having
a risk-sharing contract, only the eligible organi-
zation shall be entitled to receive payments
from the Secretary under this subchapter for
services furnished to the individual.
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(b) Definitions; requirements

For purposes of this section, the term ‘‘eligi-
ble organization’ means a public or private en-
tity (which may be a health maintenance orga-
nization or a competitive medical plan), orga-
nized under the laws of any State, which—

(1) is a qualified health maintenance organi-
zation (as defined in section 300e-9(d)! of this
title), or

(2) meets the following requirements:

(A) The entity provides to enrolled mem-
bers at least the following health care serv-
ices:

(i) Physicians’ services performed by
physicians (as defined in section 1395x(r)(1)
of this title).

(ii) Inpatient hospital services.

(iii) Laboratory, X-ray, emergency, and
preventive services.

(iv) Out-of-area coverage.

(B) The entity is compensated (except for
deductibles, coinsurance, and copayments)
for the provision of health care services to
enrolled members by a payment which is
paid on a periodic basis without regard to
the date the health care services are pro-
vided and which is fixed without regard to
the frequency, extent, or kind of health care
service actually provided to a member.

(C) The entity provides physicians’ serv-
ices primarily (i) directly through physi-
cians who are either employees or partners
of such organization, or (ii) through con-
tracts with individual physicians or one or
more groups of physicians (organized on a
group practice or individual practice basis).

(D) The entity assumes full financial risk
on a prospective basis for the provision of
the health care services listed in subpara-
graph (A), except that such entity may—

(i) obtain insurance or make other ar-
rangements for the cost of providing to
any enrolled member health care services
listed in subparagraph (A) the aggregate
value of which exceeds $5,000 in any year,

(ii) obtain insurance or make other ar-
rangements for the cost of health care
service listed in subparagraph (A) provided
to its enrolled members other than
through the entity because medical neces-
sity required their provision before they
could be secured through the entity,

(iii) obtain insurance or make other ar-
rangements for not more than 90 percent
of the amount by which its costs for any of
its fiscal years exceed 115 percent of its in-
come for such fiscal year, and

(iv) make arrangements with physicians
or other health professionals, health care
institutions, or any combination of such
individuals or institutions to assume all or
part of the financial risk on a prospective
basis for the provision of basic health serv-
ices by the physicians or other health pro-
fessionals or through the institutions.

(E) The entity has made adequate provi-
sion against the risk of insolvency, which
provision is satisfactory to the Secretary.

1See References in Text note below.
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Paragraph (2)(A)(ii) shall not apply to an entity
which had contracted with a single State agency
administering a State plan approved under sub-
chapter XIX of this chapter for the provision of
services (other than inpatient hospital services)
to individuals eligible for such services under
such State plan on a prepaid risk basis prior to
1970.

(c) Enrollment in plan; duties of organization to

enrollees

(1) The Secretary may not enter into a con-
tract under this section with an eligible organi-
zation unless it meets the requirements of this
subsection and subsection (e) of this section
with respect to members enrolled under this sec-
tion.

(2)(A) The organization must provide to mem-
bers enrolled under this section, through provid-
ers and other persons that meet the applicable
requirements of this subchapter and part A of
subchapter XI of this chapter—

(i) only those services covered under parts A
and B of this subchapter, for those members
entitled to benefits under part A of this sub-
chapter and enrolled under part B of this sub-
chapter, or

(ii) only those services covered under part B
of this subchapter, for those members enrolled
only under such part,

which are available to individuals residing in
the geographic area served by the organization,
except that (I) the organization may provide
such members with such additional health care
services as the members may elect, at their op-
tion, to have covered, and (II) in the case of an
organization with a risk-sharing contract, the
organization may provide such members with
such additional health care services as the Sec-
retary may approve. The Secretary shall ap-
prove any such additional health care services
which the organization proposes to offer to such
members, unless the Secretary determines that
including such additional services will substan-
tially discourage enrollment by covered individ-
uals with the organization.

(B) If there is a national coverage determina-
tion made in the period beginning on the date of
an announcement under subsection (a)(1)(A) of
this section and ending on the date of the next
announcement under such subsection that the
Secretary projects will result in a significant
change in the costs to the organization of pro-
viding the benefits that are the subject of such
national coverage determination and that was
not incorporated in the determination of the per
capita rate of payment included in the an-
nouncement made at the beginning of such pe-
riod—

(i) such determination shall not apply to
risk-sharing contracts under this section until
the first contract year that begins after the
end of such period; and

(ii) if such coverage determination provides
for coverage of additional benefits or under ad-
ditional circumstances, subsection (a)(3) of
this section shall not apply to payment for
such additional benefits or benefits provided
under such additional circumstances until the
first contract year that begins after the end of
such period,
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unless otherwise required by law.

(3)(A)(1) Each eligible organization must have
an open enrollment period, for the enrollment of
individuals under this section, of at least 30 days
duration every year and including the period or
periods specified under clause (ii), and must pro-
vide that at any time during which enrollments
are accepted, the organization will accept up to
the limits of its capacity (as determined by the
Secretary) and without restrictions, except as
may be authorized in regulations, individuals
who are eligible to enroll under subsection (d) of
this section in the order in which they apply for
enrollment, unless to do so would result in fail-
ure to meet the requirements of subsection (f) of
this section or would result in the enrollment of
enrollees substantially nonrepresentative, as de-
termined in accordance with regulations of the
Secretary, of the population in the geographic
area served by the organization.

(ii)(I) If a risk-sharing contract under this sec-
tion is not renewed or is otherwise terminated,
eligible organizations with risk-sharing con-
tracts under this section and serving a part of
the same service area as under the terminated
contract are required to have an open enroll-
ment period for individuals who were enrolled
under the terminated contract as of the date of
notice of such termination. If a risk-sharing
contract under this section is renewed in a man-
ner that discontinues coverage for individuals
residing in part of the service area, eligible or-
ganizations with risk-sharing contracts under
this section and enrolling individuals residing in
that part of the service area are required to
have an open enrollment period for individuals
residing in the part of the service area who were
enrolled under the contract as of the date of no-
tice of such discontinued coverage.

(IT) The open enrollment periods required
under subclause (I) shall be for 30 days and shall
begin 30 days after the date that the Secretary
provides notice of such requirement.

(ITII) Enrollment under this clause shall be ef-
fective 30 days after the end of the open enroll-
ment period, or, if the Secretary determines
that such date is not feasible, such other date as
the Secretary specifies.

(B) An individual may enroll under this sec-
tion with an eligible organization in such man-
ner as may be prescribed in regulations and may
terminate his enrollment with the eligible orga-
nization as of the beginning of the first calendar
month following the date on which the request
is made for such termination (or, in the case of
financial insolvency of the organization, as may
be prescribed by regulations) or, in the case of
such an organization with a reasonable cost re-
imbursement contract, as may be prescribed by
regulations. In the case of an individual’s termi-
nation of enrollment, the organization shall pro-
vide the individual with a copy of the written
request for termination of enrollment and a
written explanation of the period (ending on the
effective date of the termination) during which
the individual continues to be enrolled with the
organization and may not receive benefits under
this subchapter other than through the organi-
zation.

(C) The Secretary may prescribe the proce-
dures and conditions under which an eligible or-
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ganization that has entered into a contract with
the Secretary under this subsection may inform
individuals eligible to enroll under this section
with the organization about the organization, or
may enroll such individuals with the organiza-
tion. No brochures, application forms, or other
promotional or informational material may be
distributed by an organization to (or for the use
of) individuals eligible to enroll with the organi-
zation under this section unless (i) at least 45
days before its distribution, the organization
has submitted the material to the Secretary for
review and (ii) the Secretary has not dis-
approved the distribution of the material. The
Secretary shall review all such material submit-
ted and shall disapprove such material if the
Secretary determines, in the Secretary’s discre-
tion, that the material is materially inaccurate
or misleading or otherwise makes a material
misrepresentation.

(D) The organization must provide assurances
to the Secretary that it will not expel or refuse
to re-enroll any such individual because of the
individual’s health status or requirements for
health care services, and that it will notify each
such individual of such fact at the time of the
individual’s enrollment.

(E) Each eligible organization shall provide
each enrollee, at the time of enrollment and not
less frequently than annually thereafter, an ex-
planation of the enrollee’s rights under this sec-
tion, including an explanation of—

(i) the enrollee’s rights to benefits from the
organization,

(ii) the restrictions on payments under this
subchapter for services furnished other than
by or through the organization,

(iii) out-of-area coverage provided by the or-
ganization,

(iv) the organization’s coverage of emer-
gency services and urgently needed care, and

(v) appeal rights of enrollees.

(F) Bach eligible organization that provides
items and services pursuant to a contract under
this section shall provide assurances to the Sec-
retary that in the event the organization ceases
to provide such items and services, the organiza-
tion shall provide or arrange for supplemental
coverage of benefits under this subchapter relat-
ed to a pre-existing condition with respect to
any exclusion period, to all individuals enrolled
with the entity who receive benefits under this
subchapter, for the lesser of six months or the
duration of such period.

(G)(i) Bach eligible organization having a risk-
sharing contract under this section shall notify
individuals eligible to enroll with the organiza-
tion under this section and individuals enrolled
with the organization under this section that—

(I) the organization is authorized by law to
terminate or refuse to renew the contract, and

(IT) termination or nonrenewal of the con-
tract may result in termination of the enroll-
ments of individuals enrolled with the organi-
zation under this section.

(ii) The notice required by clause (i) shall be
included in—
(I) any marketing materials described in
subparagraph (C) that are distributed by an el-
igible organization to individuals eligible to
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enroll under this section with the organiza-
tion, and

(IT) any explanation provided to enrollees by
the organization pursuant to subparagraph
(BE).

(4) The organization must—

(A) make the services described in paragraph
(2) (and such other health care services as such
individuals have contracted for) (i) available
and accessible to each such individual, within
the area served by the organization, with rea-
sonable promptness and in a manner which as-
sures continuity, and (ii) when medically nec-
essary, available and accessible twenty-four
hours a day and seven days a week, and

(B) provide for reimbursement with respect
to services which are described in subpara-
graph (A) and which are provided to such an
individual other than through the organiza-
tion, if (i) the services were medically nec-
essary and immediately required because of an
unforeseen illness, injury, or condition and (ii)
it was not reasonable given the circumstances
to obtain the services through the organiza-
tion.

(5)(A) The organization must provide meaning-
ful procedures for hearing and resolving griev-
ances between the organization (including any
entity or individual through which the organiza-
tion provides health care services) and members
enrolled with the organization under this sec-
tion.

(B) A member enrolled with an eligible organi-
zation under this section who is dissatisfied by
reason of his failure to receive any health serv-
ice to which he believes he is entitled and at no
greater charge than he believes he is required to
pay is entitled, if the amount in controversy is
$100 or more, to a hearing before the Secretary
to the same extent as is provided in section
405(b) of this title, and in any such hearing the
Secretary shall make the eligible organization a
party. If the amount in controversy is $1,000 or
more, the individual or eligible organization
shall, upon notifying the other party, be enti-
tled to judicial review of the Secretary’s final
decision as provided in section 405(g) of this
title, and both the individual and the eligible or-
ganization shall be entitled to be parties to that
judicial review. In applying sections 405(b) and
405(g) of this title as provided in this subpara-
graph, and in applying section 405(1) of this title
thereto, any reference therein to the Commis-
sioner of Social Security or the Social Security
Administration shall be considered a reference
to the Secretary or the Department of Health
and Human Services, respectively. The provi-
sions of section 1395ff(b)(1)(E)(iii) of this title
shall apply with respect to dollar amounts speci-
fied in the first 2 sentences of this subparagraph
in the same manner as they apply to the dollar
amounts specified in section 1395ff(b)(1)(E)(i) of
this title.

(6) The organization must have arrangements,
established in accordance with regulations of
the Secretary, for an ongoing quality assurance
program for health care services it provides to
such individuals, which program (A) stresses
health outcomes and (B) provides review by phy-
sicians and other health care professionals of
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the process followed in the provision of such
health care services.

(7) A risk-sharing contract under this section
shall provide that in the case of an individual
who is receiving inpatient hospital services from
a subsection (d) hospital (as defined in section
1395ww(d)(1)(B) of this title) as of the effective
date of the individual’s—

(A) enrollment with an eligible organization
under this section—

(i) payment for such services until the
date of the individual’s discharge shall be
made under this subchapter as if the individ-
ual were not enrolled with the organization,

(ii) the organization shall not be finan-
cially responsible for payment for such serv-
ices until the date after the date of the indi-
vidual’s discharge, and

(iii) the organization shall nonetheless be
paid the full amount otherwise payable to
the organization under this section; or

(B) termination of enrollment with an eligi-
ble organization under this section—

(i) the organization shall be financially re-
sponsible for payment for such services after
such date and until the date of the individ-
ual’s discharge,

(ii) payment for such services during the
stay shall not be made under section
1395ww(d) of this title, and

(iii) the organization shall not receive any
payment with respect to the individual
under this section during the period the in-
dividual is not enrolled.

(8) A contract under this section shall provide
that the eligible organization shall meet the re-
quirement of section 1395cc(f) of this title (relat-
ing to maintaining written policies and proce-
dures respecting advance directives).

(d) Right to enroll with contracting organization
in geographic area

Subject to the provisions of subsection (¢)(3) of
this section, every individual entitled to bene-
fits under part A of this subchapter and enrolled
under part B of this subchapter or enrolled
under part B of this subchapter only (other than
an individual medically determined to have end-
stage renal disease) shall be eligible to enroll
under this section with any eligible organization
with which the Secretary has entered into a con-
tract under this section and which serves the ge-
ographic area in which the individual resides.

(e) Limitation on charges; election of coverage;
“adjusted community rate” defined; work-
men’s compensation and insurance benefits

(1) In no case may—

(A) the portion of an eligible organization’s
premium rate and the actuarial value of its
deductibles, coinsurance, and copayments
charged (with respect to services covered
under parts A and B of this subchapter) to in-
dividuals who are enrolled under this section
with the organization and who are entitled to
benefits under part A of this subchapter and
enrolled under part B of this subchapter, or

(B) the portion of its premium rate and the
actuarial value of its deductibles, coinsurance,
and copayments charged (with respect to serv-
ices covered under part B of this subchapter)
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to individuals who are enrolled under this sec-
tion with the organization and enrolled under
part B of this subchapter only

exceed the actuarial value of the coinsurance
and deductibles that would be applicable on the
average to individuals enrolled under this sec-
tion with the organization (or, if the Secretary
finds that adequate data are not available to de-
termine that actuarial value, the actuarial
value of the coinsurance and deductibles appli-
cable on the average to individuals in the area,
in the State, or in the United States, eligible to
enroll under this section with the organization,
or other appropriate data) and entitled to bene-
fits under part A of this subchapter and enrolled
under part B of this subchapter, or enrolled
under part B only, respectively, if they were not
members of an eligible organization.

(2) If the eligible organization provides to its
members enrolled under this section services in
addition to services covered under parts A and B
of this subchapter, election of coverage for such
additional services (unless such services have
been approved by the Secretary under sub-
section (c)(2) of this section) shall be optional
for such members and such organization shall
furnish such members with information on the
portion of its premium rate or other charges ap-
plicable to such additional services. In no case
may the sum of—

(A) the portion of such organization’s pre-
mium rate charged, with respect to such addi-
tional services, to members enrolled under
this section, and

(B) the actuarial value of its deductibles, co-
insurance, and copayments charged, with re-
spect to such services to such members

exceed the adjusted community rate for such
services.

(3) For purposes of this section, the term ‘‘ad-
justed community rate’’ for a service or services
means, at the election of an eligible organiza-
tion, either—

(A) the rate of payment for that service or
services which the Secretary annually deter-
mines would apply to a member enrolled under
this section with an eligible organization if
the rate of payment were determined under a
“‘community rating system’’ (as defined in sec-
tion 300e-1(8) of this title, other than subpara-
graph (C)), or

(B) such portion of the weighted aggregate
premium, which the Secretary annually esti-
mates would apply to a member enrolled under
this section with the eligible organization, as
the Secretary annually estimates is attrib-
utable to that service or services,

but adjusted for differences between the utiliza-
tion characteristics of the members enrolled
with the eligible organization under this section
and the utilization characteristics of the other
members of the organization (or, if the Sec-
retary finds that adequate data are not avail-
able to adjust for those differences, the dif-
ferences between the utilization characteristics
of members in other eligible organizations, or
individuals in the area, in the State, or in the
United States, eligible to enroll under this sec-
tion with an eligible organization and the utili-
zation characteristics of the rest of the popu-
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lation in the area, in the State, or in the United
States, respectively).

(4) Notwithstanding any other provision of
law, the eligible organization may (in the case
of the provision of services to a member enrolled
under this section for an illness or injury for
which the member is entitled to benefits under
a workmen’s compensation law or plan of the
United States or a State, under an automobile
or liability insurance policy or plan, including a
self-insured plan, or under no fault insurance)
charge or authorize the provider of such services
to charge, in accordance with the charges al-
lowed under such law or policy—

(A) the insurance carrier, employer, or other
entity which under such law, plan, or policy is
to pay for the provision of such services, or

(B) such member to the extent that the
member has been paid under such law, plan, or
policy for such services.

(f) Membership requirements

(1) For contract periods beginning before Jan-
uary 1, 1999, each eligible organization with
which the Secretary enters into a contract
under this section shall have, for the duration of
such contract, an enrolled membership at least
one-half of which consists of individuals who are
not entitled to benefits under this subchapter.

(2) Subject to paragraph (4), the Secretary
may modify or waive the requirement imposed
by paragraph (1) only—

(A) to the extent that more than 50 percent
of the population of the area served by the or-
ganization consists of individuals who are en-
titled to benefits under this subchapter or
under a State plan approved under subchapter
XIX of this chapter, or

(B) in the case of an eligible organization
that is owned and operated by a governmental
entity, only with respect to a period of three
years beginning on the date the organization
first enters into a contract under this section,
and only if the organization has taken and is
making reasonable efforts to enroll individ-
uals who are not entitled to benefits under
this subchapter or under a State plan approved
under subchapter XIX of this chapter.

(3) If the Secretary determines that an eligible
organization has failed to comply with the re-
quirements of this subsection, the Secretary
may provide for the suspension of enrollment of
individuals under this section or of payment to
the organization under this section for individ-
uals newly enrolled with the organization, after
the date the Secretary notifies the organization
of such noncompliance.

(4) Effective for contract periods beginning
after December 31, 1996, the Secretary may
waive or modify the requirement imposed by
paragraph (1) to the extent the Secretary finds
that it is in the public interest.

(g) Risk-sharing contract

(1) The Secretary may enter a risk-sharing
contract with any eligible organization, as de-
fined in subsection (b) of this section, which has
at least 5,000 members, except that the Sec-
retary may enter into such a contract with an
eligible organization that has fewer members if
the organization primarily serves members re-
siding outside of urbanized areas.
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(2) Each risk-sharing contract shall provide
that—

(A) if the adjusted community rate, as de-
fined in subsection (e)(3) of this section, for
services under parts A and B of this sub-
chapter (as reduced for the actuarial value of
the coinsurance and deductibles under those
parts) for members enrolled under this section
with the organization and entitled to benefits
under part A of this subchapter and enrolled in
part B of this subchapter, or

(B) if the adjusted community rate for serv-
ices under part B of this subchapter (as re-
duced for the actuarial value of the coinsur-
ance and deductibles under that part) for
members enrolled under this section with the
organization and entitled to benefits under
part B of this subchapter only

is less than the average of the per capita rates
of payment to be made under subsection (a)(1) of
this section at the beginning of an annual con-
tract period for members enrolled under this
section with the organization and entitled to
benefits under part A of this subchapter and en-
rolled in part B of this subchapter, or enrolled in
part B of this subchapter only, respectively, the
eligible organization shall provide to members
enrolled under a risk-sharing contract under
this section with the organization and entitled
to benefits under part A of this subchapter and
enrolled in part B of this subchapter, or enrolled
in part B of this subchapter only, respectively,
the additional benefits described in paragraph
(3) which are selected by the eligible organiza-
tion and which the Secretary finds are at least
equal in value to the difference between that av-
erage per capita payment and the adjusted com-
munity rate (as so reduced); except that this
paragraph shall not apply with respect to any
organization which elects to receive a lesser
payment to the extent that there is no longer a
difference between the average per capita pay-
ment and adjusted community rate (as so re-
duced) and except that an organization (with the
approval of the Secretary) may provide that a
part of the value of such additional benefits be
withheld and reserved by the Secretary as pro-
vided in paragraph (5). If the Secretary finds
that there is insufficient enrollment experience
to determine an average of the per capita rates
of payment to be made under subsection (a)(1) of
this section at the beginning of a contract pe-
riod, the Secretary may determine such an aver-
age based on the enrollment experience of other
contracts entered into under this section.

(3) The additional benefits referred to in para-
graph (2) are—

(A) the reduction of the premium rate or
other charges made with respect to services
furnished by the organization to members en-
rolled under this section, or

(B) the provision of additional health bene-
fits,

or both.

(4) Repealed. Pub. L. 100-203, title IV, §4012(b),
Dec. 22, 1987, 101 Stat. 1330-61.

(5) An organization having a risk-sharing con-
tract under this section may (with the approval
of the Secretary) provide that a part of the
value of additional benefits otherwise required
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to be provided by reason of paragraph (2) be
withheld and reserved in the Federal Hospital
Insurance Trust Fund and in the Federal Sup-
plementary Medical Insurance Trust Fund (in
such proportions as the Secretary determines to
be appropriate) by the Secretary for subsequent
annual contract periods, to the extent required
to stabilize and prevent undue fluctuations in
the additional benefits offered in those subse-
quent periods by the organization in accordance
with paragraph (3). Any of such value of addi-
tional benefits which is not provided to mem-
bers of the organization in accordance with
paragraph (3) prior to the end of such period,
shall revert for the use of such trust funds.

(6)(A) A risk-sharing contract under this sec-
tion shall require the eligible organization to
provide prompt payment (consistent with the
provisions of sections 1395h(c)(2) and 1395u(c)(2)
of this title) of claims submitted for services
and supplies furnished to individuals pursuant
to such contract, if the services or supplies are
not furnished under a contract between the or-
ganization and the provider or supplier.

(B) In the case of an eligible organization
which the Secretary determines, after notice
and opportunity for a hearing, has failed to
make payments of amounts in compliance with
subparagraph (A), the Secretary may provide for
direct payment of the amounts owed to provid-
ers and suppliers for such covered services fur-
nished to individuals enrolled under this section
under the contract. If the Secretary provides for
such direct payments, the Secretary shall pro-
vide for an appropriate reduction in the amount
of payments otherwise made to the organization
under this section to reflect the amount of the
Secretary’s payments (and costs incurred by the
Secretary in making such payments).

(h) Reasonable cost reimbursement contract; re-
quirements

(1) If—

(A) the Secretary is not satisfied that an eli-
gible organization has the capacity to bear the
risk of potential losses under a risk-sharing
contract under this section, or

(B) the eligible organization so elects or has
an insufficient number of members to be eligi-
ble to enter into a risk-sharing contract under
subsection (g)(1) of this section,

the Secretary may, if he is otherwise satisfied
that the eligible organization is able to perform
its contractual obligations effectively and effi-
ciently, enter into a contract with such organi-
zation pursuant to which such organization is
reimbursed on the basis of its reasonable cost
(as defined in section 1395x(v) of this title) in the
manner prescribed in paragraph (3).

(2) A reasonable cost reimbursement contract
under this subsection may, at the option of such
organization, provide that the Secretary—

(A) will reimburse hospitals and skilled
nursing facilities either for the reasonable
cost (as determined under section 1395x(v) of
this title) or for payment amounts determined
in accordance with section 1395ww of this title,
as applicable, of services furnished to individ-
uals enrolled with such organization pursuant
to subsection (d) of this section, and
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(B) will deduct the amount of such reim-
bursement from payment which would other-
wise be made to such organization.

If such an eligible organization pays a hospital
or skilled nursing facility directly, the amount
paid shall not exceed the reasonable cost of the
services (as determined under section 1395x(v) of
this title) or the amount determined under sec-
tion 1395ww of this title, as applicable, unless
such organization demonstrates to the satisfac-
tion of the Secretary that such excess payments
are justified on the basis of advantages gained
by the organization.

(3) Payments made to an organization with a
reasonable cost reimbursement contract shall be
subject to appropriate retroactive corrective ad-
justment at the end of each contract year so as
to assure that such organization is paid for the
reasonable cost actually incurred (excluding any
part of incurred cost found to be unnecessary in
the efficient delivery of health services) or the
amounts otherwise determined under section
1395ww of this title for the types of expenses
otherwise reimbursable under this subchapter
for providing services covered under this sub-
chapter to individuals described in subsection
(a)(1) of this section.

(4) Any reasonable cost reimbursement con-
tract with an eligible organization under this
subsection shall provide that the Secretary shall
require, at such time following the expiration of
each accounting period of the eligible organiza-
tion (and in such form and in such detail) as he
may prescribe—

(A) that the organization report to him in an
independently certified financial statement its
per capita incurred cost based on the types of
components of expenses otherwise reimburs-
able under this subchapter for providing serv-
ices described in subsection (a)(1) of this sec-
tion, including therein, in accordance with ac-
counting procedures prescribed by the Sec-
retary, its methods of allocating costs be-
tween individuals enrolled under this section
and other individuals enrolled with such orga-
nization;

(B) that failure to report such information
as may be required may be deemed to con-
stitute evidence of likely overpayment on the
basis of which appropriate collection action
may be taken;

(C) that in any case in which an eligible or-
ganization is related to another organization
by common ownership or control, a consoli-
dated financial statement shall be filed and
that the allowable costs for such organization
may not include costs for the types of expense
otherwise reimbursable under this subchapter,
in excess of those which would be determined
to be reasonable in accordance with regula-
tions (providing for limiting reimbursement to
costs rather than charges to the eligible orga-
nization by related organizations and owners)
issued by the Secretary; and

(D) that in any case in which compensation
is paid by an eligible organization substan-
tially in excess of what is normally paid for
similar services by similar practitioners (re-
gardless of method of compensation), such
compensation may as appropriate be consid-
ered to constitute a distribution of profits.
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(5)(A) After August 5, 1997, the Secretary may
not enter into a reasonable cost reimbursement
contract under this subsection (if the contract is
not in effect as of August 5, 1997), except for a
contract with an eligible organization which,
immediately previous to entering into such con-
tract, had an agreement in effect under section
13951(a)(1)(A) of this title.

(B) Subject to subparagraph (C), the Secretary
shall approve an application for a modification
to a reasonable cost contract under this section
in order to expand the service area of such con-
tract if—

(1) such application is submitted to the Sec-
retary on or before September 1, 2003; and

(ii) the Secretary determines that the orga-
nization with the contract continues to meet
the requirements applicable to such organiza-
tions and contracts under this section.

(C)(1) Subject to clause (ii), a reasonable cost
reimbursement contract under this subsection
may be extended or renewed indefinitely.

(ii) For any period beginning on or after Janu-
ary 1, 2013, a reasonable cost reimbursement
contract under this subsection may not be ex-
tended or renewed for a service area insofar as
such area during the entire previous year was
within the service area of—

(I) 2 or more MA regional plans described in
clause (iii), provided that all such plans are
not offered by the same Medicare Advantage
organization; or

(IT) 2 or more MA local plans described in
clause (iii), provided that all such plans are
not offered by the same Medicare Advantage
organization.

(iii) A plan described in this clause for a year
for a service area is a plan described in section
1395w-21(a)(2)(A)(i) of this title if the service
area for the year meets the following minimum
enrollment requirements:

(I) With respect to any portion of the area
involved that is within a Metropolitan Statis-
tical Area with a population of more than
250,000 and counties contiguous to such Metro-
politan Statistical Area that are not in an-
other Metropolitan Statistical Area with a
population of more than 250,000, 5,000 individ-
uals. If the service area includes a portion in
more than 1 Metropolitan Statistical Area
with a population of more than 250,000, the
minimum enrollment determination under the
preceding sentence shall be made with respect
to each such Metropolitan Statistical Area
(and such applicable contiguous counties to
such Metropolitan Statistical Area).

(IT) With respect to any other portion of
such area, 1,500 individuals.

(i) Duration, termination, effective date, and
terms of contract; powers and duties of Sec-
retary

(1) Each contract under this section shall be
for a term of at least one year, as determined by
the Secretary, and may be made automatically
renewable from term to term in the absence of
notice by either party of intention to terminate
at the end of the current term; except that in
accordance with procedures established under
paragraph (9), the Secretary may at any time
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terminate any such contract or may impose the
intermediate sanctions described in paragraph
(6)(B) or (6)(C) (whichever is applicable) on the
eligible organization if the Secretary deter-
mines that the organization—

(A) has failed substantially to carry out the
contract;

(B) is carrying out the contract in a manner
substantially inconsistent with the efficient
and effective administration of this section; or

(C) no longer substantially meets the appli-
cable conditions of subsections (b), (c), (e), and
(f) of this section.

(2) The effective date of any contract executed
pursuant to this section shall be specified in the
contract.

(3) Each contract under this section—

(A) shall provide that the Secretary, or any
person or organization designated by him—

(i) shall have the right to inspect or other-
wise evaluate (I) the quality, appropriate-
ness, and timeliness of services performed
under the contract and (II) the facilities of
the organization when there is reasonable
evidence of some need for such inspection,
and

(ii) shall have the right to audit and in-
spect any books and records of the eligible
organization that pertain (I) to the ability of
the organization to bear the risk of poten-
tial financial losses, or (II) to services per-
formed or determinations of amounts pay-
able under the contract;

(B) shall require the organization with a
risk-sharing contract to provide (and pay for)
written notice in advance of the contract’s
termination, as well as a description of alter-
natives for obtaining benefits under this sub-
chapter, to each individual enrolled under this
section with the organization; and

(C)(i) shall require the organization to com-
ply with subsections (a) and (c) of section
300e-17 of this title (relating to disclosure of
certain financial information) and with the re-
quirement of section 300e(c)(8)! of this title
(relating to liability arrangements to protect
members);

(ii) shall require the organization to provide
and supply information (described in section
1395cc(b)(2)(C)(ii) of this title) in the manner
such information is required to be provided or
supplied under that section;

(iii) shall require the organization to notify
the Secretary of loans and other special finan-
cial arrangements which are made between
the organization and subcontractors, affili-
ates, and related parties; and

(D) shall contain such other terms and con-
ditions not inconsistent with this section (in-
cluding requiring the organization to provide
the Secretary with such information) as the
Secretary may find necessary and appropriate.

(4) The Secretary may not enter into a risk-
sharing contract with an eligible organization if
a previous risk-sharing contract with that orga-
nization under this section was terminated at
the request of the organization within the pre-
ceding five-year period, except in circumstances
which warrant special consideration, as deter-
mined by the Secretary.
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(5) The authority vested in the Secretary by
this section may be performed without regard to
such provisions of law or regulations relating to
the making, performance, amendment, or modi-
fication of contracts of the United States as the
Secretary may determine to be inconsistent
with the furtherance of the purpose of this sub-
chapter.

(6)(A) If the Secretary determines that an eli-
gible organization with a contract under this
section—

(i) fails substantially to provide medically
necessary items and services that are required
(under law or under the contract) to be pro-
vided to an individual covered under the con-
tract, if the failure has adversely affected (or
has substantial likelihood of adversely affect-
ing) the individual;

(ii) imposes premiums on individuals en-
rolled under this section in excess of the pre-
miums permitted;

(iii) acts to expel or to refuse to re-enroll an
individual in violation of the provisions of this
section;

(iv) engages in any practice that would rea-
sonably be expected to have the effect of deny-
ing or discouraging enrollment (except as per-
mitted by this section) by eligible individuals
with the organization whose medical condition
or history indicates a need for substantial fu-
ture medical services;

(v) misrepresents or falsifies information
that is furnished—

(I) to the Secretary under this section, or
(IT) to an individual or to any other entity
under this section;

(vi) fails to comply with the requirements of
subsection (g)(6)(A) of this section or para-
graph (8); or

(vii) in the case of a risk-sharing contract,
employs or contracts with any individual or
entity that is excluded from participation
under this subchapter under section 1320a-7 or
1320a—7a of this title for the provision of health
care, utilization review, medical social work,
or administrative services or employs or con-
tracts with any entity for the provision (di-
rectly or indirectly) through such an excluded
individual or entity of such services;

the Secretary may provide, in addition to any
other remedies authorized by law, for any of the
remedies described in subparagraph (B).

(B) The remedies described in this subpara-
graph are—

(i) civil money penalties of not more than
$25,000 for each determination under subpara-
graph (A) or, with respect to a determination
under clause (iv) or (v)(I) of such subpara-
graph, of not more than $100,000 for each such
determination, plus, with respect to a deter-
mination under subparagraph (A)(ii), double
the excess amount charged in violation of such
subparagraph (and the excess amount charged
shall be deducted from the penalty and re-
turned to the individual concerned), and plus,
with respect to a determination under sub-
paragraph (A)({iv), $15,000 for each individual
not enrolled as a result of the practice in-
volved,

(ii) suspension of enrollment of individuals
under this section after the date the Secretary
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notifies the organization of a determination
under subparagraph (A) and until the Sec-
retary is satisfied that the basis for such de-
termination has been corrected and is not
likely to recur, or

(iii) suspension of payment to the organiza-
tion under this section for individuals enrolled
after the date the Secretary notifies the orga-
nization of a determination under subpara-
graph (A) and until the Secretary is satisfied
that the basis for such determination has been
corrected and is not likely to recur.

(C) In the case of an eligible organization for
which the Secretary makes a determination
under paragraph (1), the basis of which is not de-
scribed in subparagraph (A), the Secretary may
apply the following intermediate sanctions:

(i) Civil money penalties of not more than
$25,000 for each determination under paragraph
(1) if the deficiency that is the basis of the de-
termination has directly adversely affected (or
has the substantial likelihood of adversely af-
fecting) an individual covered under the orga-
nization’s contract.

(ii) Civil money penalties of not more than
$10,000 for each week beginning after the initi-
ation of procedures by the Secretary under
paragraph (9) during which the deficiency that
is the basis of a determination under para-
graph (1) exists.

(iii) Suspension of enrollment of individuals
under this section after the date the Secretary
notifies the organization of a determination
under paragraph (1) and until the Secretary is
satisfied that the deficiency that is the basis
for the determination has been corrected and
is not likely to recur.

(D) The provisions of section 1320a-7a of this
title (other than subsections (a) and (b)) shall
apply to a civil money penalty under subpara-
graph (B)(i) or (C)(i) in the same manner as such
provisions apply to a civil money penalty or pro-
ceeding under section 1320a-7a(a) of this title.

(T)(A) Each risk-sharing contract with an eli-
gible organization under this section shall pro-
vide that the organization will maintain a writ-
ten agreement with a quality improvement or-
ganization (which has a contract with the Sec-
retary under part B of subchapter XI of this
chapter for the area in which the eligible organi-
zation is located) or with an entity selected by
the Secretary under section 1320c-3(a)(4)(C)! of
this title under which the review organization
will perform functions under section
1320c-3(a)(4)(B) of this title and section
1320c-3(a)(14) of this title (other than those per-
formed under contracts described in section
1395cc(a)(1)(F) of this title) with respect to serv-
ices, furnished by the eligible organization, for
which payment may be made under this sub-
chapter.

(B) For purposes of payment under this sub-
chapter, the cost of such agreement to the eligi-
ble organization shall be considered a cost in-
curred by a provider of services in providing cov-
ered services under this subchapter and shall be
paid directly by the Secretary to the review or-
ganization on behalf of such eligible organiza-
tion in accordance with a schedule established
by the Secretary.
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(C) Such payments—

(i) shall be transferred in appropriate pro-
portions from the Federal Hospital Insurance
Trust Fund and from the Supplementary Med-
ical Insurance Trust Fund, without regard to
amounts appropriated in advance in appropria-
tion Acts, in the same manner as transfers are
made for payment for services provided di-
rectly to beneficiaries, and

(ii) shall not be less in the aggregate for
such organizations for a fiscal year than the
amounts the Secretary determines to be suffi-
cient to cover the costs of such organizations’
conducting activities described in subpara-
graph (A) with respect to such eligible organi-
zations under part B of subchapter XI of this
chapter.

(8)(A) Each contract with an eligible organiza-
tion under this section shall provide that the or-
ganization may not operate any physician in-
centive plan (as defined in subparagraph (B)) un-
less the following requirements are met:

(i) No specific payment is made directly or
indirectly under the plan to a physician or
physician group as an inducement to reduce or
limit medically necessary services provided
with respect to a specific individual enrolled
with the organization.

(ii) If the plan places a physician or physi-
cian group at substantial financial risk (as de-
termined by the Secretary) for services not
provided by the physician or physician group,
the organization—

(I) provides stop-loss protection for the
physician or group that is adequate and ap-
propriate, based on standards developed by
the Secretary that take into account the
number of physicians placed at such sub-
stantial financial risk in the group or under
the plan and the number of individuals en-
rolled with the organization who receive
services from the physician or the physician
group, and

(IT) conducts periodic surveys of both indi-
viduals enrolled and individuals previously
enrolled with the organization to determine
the degree of access of such individuals to
services provided by the organization and
satisfaction with the quality of such serv-
ices.

(iii) The organization provides the Secretary
with descriptive information regarding the
plan, sufficient to permit the Secretary to de-
termine whether the plan is in compliance
with the requirements of this subparagraph.

(B) In this paragraph, the term ‘‘physician in-
centive plan’ means any compensation arrange-
ment between an eligible organization and a
physician or physician group that may directly
or indirectly have the effect of reducing or lim-
iting services provided with respect to individ-
uals enrolled with the organization.

(9) The Secretary may terminate a contract
with an eligible organization under this section
or may impose the intermediate sanctions de-
scribed in paragraph (6) on the organization in
accordance with formal investigation and com-
pliance procedures established by the Secretary
under which—

(A) the Secretary first provides the organi-
zation with the reasonable opportunity to de-
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velop and implement a corrective action plan
to correct the deficiencies that were the basis
of the Secretary’s determination under para-
graph (1) and the organization fails to develop
or implement such a plan;

(B) in deciding whether to impose sanctions,
the Secretary considers aggravating factors
such as whether an organization has a history
of deficiencies or has not taken action to cor-
rect deficiencies the Secretary has brought to
the organization’s attention;

(C) there are no unreasonable or unnecessary
delays between the finding of a deficiency and
the imposition of sanctions; and

(D) the Secretary provides the organization
with reasonable notice and opportunity for
hearing (including the right to appeal an ini-
tial decision) before imposing any sanction or
terminating the contract.

() Payment in full and limitation on actual
charges; physicians, providers of services, or
renal dialysis facilities not under contract
with organization

(1)(A) In the case of physicians’ services or
renal dialysis services described in paragraph (2)
which are furnished by a participating physician
or provider of services or renal dialysis facility
to an individual enrolled with an eligible organi-
zation under this section and enrolled under
part B of this subchapter, the applicable partici-
pation agreement is deemed to provide that the
physician or provider of services or renal dialy-
sis facility will accept as payment in full from
the eligible organization the amount that would
be payable to the physician or provider of serv-
ices or renal dialysis facility under part B of
this subchapter and from the individual under
such part, if the individual were not enrolled
with an eligible organization under this section.

(B) In the case of physicians’ services de-
scribed in paragraph (2) which are furnished by
a nonparticipating physician, the limitations on
actual charges for such services otherwise appli-
cable under part B of this subchapter (to serv-
ices furnished by individuals not enrolled with
an eligible organization under this section) shall
apply in the same manner as such limitations
apply to services furnished to individuals not
enrolled with such an organization.

(2) The physicians’ services or renal dialysis
services described in this paragraph are physi-
cians’ services or renal dialysis services which
are furnished to an enrollee of an eligible orga-
nization under this section by a physician, pro-
vider of services, or renal dialysis facility who is
not under a contract with the organization.

(k) Risk-sharing contracts

(1) Except as provided in paragraph (2)—

(A) on or after the date standards for
Medicare+Choice organizations and plans are
first established under section 1395w-26(b)(1) of
this title, the Secretary shall not enter into
any risk-sharing contract under this section
with an eligible organization; and

(B) for any contract year beginning on or
after January 1, 1999, the Secretary shall not
renew any such contract.

(2) An individual who is enrolled in part B of
this subchapter only and is enrolled in an eligi-



§1395mm

ble organization with a risk-sharing contract
under this section on December 31, 1998, may
continue enrollment in such organization in ac-
cordance with regulations described in section
1395w-26(b)(1) of this title.

(3) Notwithstanding subsection (a) of this sec-
tion, the Secretary shall provide that payment
amounts under risk-sharing contracts under this
section for months in a year (beginning with
January 1998) shall be computed—

(A) with respect to individuals entitled to
benefits under both parts A and B of this sub-
chapter, by substituting payment rates under
section 1395w-23(a) of this title for the pay-
ment rates otherwise established under sub-
section (a) of this section, and

(B) with respect to individuals only entitled
to benefits under part B of this subchapter, by
substituting an appropriate proportion of such
rates (reflecting the relative proportion of
payments under this subchapter attributable
to such part) for the payment rates otherwise
established under subsection (a) of this sec-
tion.

(4) The following requirements shall apply to
eligible organizations with risk-sharing con-
tracts under this section in the same manner as
they apply to Medicare+Choice organizations
under part C of this subchapter:

(A) Data collection requirements under sec-
tion 1395w-23(a)(3)(B) of this title.

(B) Restrictions on imposition of premium
taxes under section 1395w-24(g) of this title in
relating to payments to such organizations
under this section.

(C) The requirement to accept enrollment of
new enrollees during November 1998 under sec-
tion 1395w-21(e)(6) of this title.

(D) Payments under section 1395w-27(e)(2) of
this title.

(Aug. 14, 1935, ch. 531, title XVIII, §1876, as added
and amended Pub. L. 92-603, title II, §§226(a),
278(b)(3), Oct. 30, 1972, 86 Stat. 1396, 1453; Pub. L.
93-233, §18(m), (n), Dec. 31, 1973, 87 Stat. 970, 971;
Pub. L. 94-460, title II, §201(a)-(d), Oct. 8, 1976, 90
Stat. 1956, 1957; Pub. L. 95-292, §5, June 13, 1978,
92 Stat. 315; Pub. L. 97-248, title I, §114(a), Sept.
3, 1982, 96 Stat. 341; Pub. L. 97-448, title III,
§309(b)(12), Jan. 12, 1983, 96 Stat. 2409; Pub. L.
98-21, title VI, §§602(g), 606(a)(3)(H), Apr. 20, 1983,
97 Stat. 164, 171; Pub. L. 98-369, div. B, title III,
§§2350(a)(1), (b)(1), (2), (c), 2354(b)(37), (38), July
18, 1984, 98 Stat. 1097, 1098, 1102; Pub. L. 99-272,
title IX, §9211(a)-(d), Apr. 7, 1986, 100 Stat. 178,
179; Pub. L. 99-509, title IX, §§9312(b)(1), (c)(1),
(2), (M)A, (e)), (), 9353(e)(2), Oct. 21, 1986, 100
Stat. 1999-2001, 2048; Pub. L. 99-514, title XVIII,
§1895(b)(11)(A), Oct. 22, 1986, 100 Stat. 2934; Pub.
L. 100-203, title IV, §§4011(a)(1), (b)(1), 4012(b),
4013(a), 4014, 4018(a), 4039(h)(8), Dec. 22, 1987, 101
Stat. 1330-60, 1330-61, 1330-65, as amended Pub. L.
100-360, title IV, §411(c)(3), (e)(3), July 1, 1988, 102
Stat. 773, 7T76; Pub. L. 100-360, title II, §§202(f),
211(c)(3), 224, title IV, §411(c)(1), (4), (6), formerly
(5), July 1, 1988, 102 Stat. 717, 738, 748, 772, 773, as
amended Pub. L. 100-485, title VI, §608(d)(19)(B),
(C), Oct. 13, 1988, 102 Stat. 2419; Pub. L. 100-647,
title VIII, §8412(a)(1), Nov. 10, 1988, 102 Stat. 3801;
Pub. L. 101-234, title II, §§201(a), 202(a), Dec. 13,
1989, 103 Stat. 1981; Pub. L. 101-239, title VI,

TITLE 42—THE PUBLIC HEALTH AND WELFARE

Page 3022

§§6206(a)(1), (b)(1), 6212(b)(1), (c)(2), 6411(A)(B)(A),
Dec. 19, 1989, 103 Stat. 2244, 2250, 2271; Pub. L.
101-508, title IV, §§4204(a)(1), (2), (c)(1), (2), (A)(D),
(e)(1), 4206(b)(1), Nov. 5, 1990, 104 Stat. 1388-108 to
1388-111, 1388-116; Pub. L. 103-296, title I,
§108(c)(6), Aug. 15, 1994, 108 Stat. 1486; Pub. L.
103-432, title I, §157(b)(1), (4), Oct. 31, 1994, 108
Stat. 4442; Pub. L. 104-191, title II, §§215(a), (b),
231(g), Aug. 21, 1996, 110 Stat. 2005-2007, 2014; Pub.
L. 105-33, title IV, §4002(a)—-(b)(2)(A), Aug. 5, 1997,
111 Stat. 328, 329; Pub. L. 106-113, div. B,
1000(a)(6) [title V, §503], Nov. 29, 1999, 113 Stat.
1536, 1501A-380; Pub. L. 106-554, §1(a)(6) [title VI,
§634], Dec. 21, 2000, 114 Stat. 2763, 2763A-568; Pub.
L. 108-173, title II, §234, title VII, §736(d)(2), title
IX, §940(b)(2)(B), Dec. 8, 2003, 117 Stat. 2209, 2357,
2417; Pub. L. 110-173, title I, §109, Dec. 29, 2007,
121 Stat. 2497; Pub. L. 110-275, title I, §167(a)-(c),
July 15, 2008, 122 Stat. 2575, 2576; Pub. L. 111-148,
title III, §3206, Mar. 23, 2010, 124 Stat. 459; Pub.
L. 11240, title II, §261(a)(3)(A), Oct. 21, 2011, 125
Stat. 423.)

REFERENCES IN TEXT

Section 300e-9(d) of this title, referred to in subsec.
(b)(1), was redesignated section 300e-9(c) of this title by
Pub. L. 100-517, §7(b), Oct. 24, 1988, 102 Stat. 2580.

Section 300e(c)(8) of this title, referred to in subsec.
(1)(3)(C)(1), was redesignated section 300e(c)(7) of this
title by Pub. L. 100-517, §5(b), Oct. 24, 1988, 102 Stat.
2579.

Section 1320c-3(a)(4)(C) of this title, referred to in
subsec. (I)(7)(A), was repealed by Pub. L. 112-40, title II,
§261(c)(2)(A)(ii), Oct. 21, 2011, 125 Stat. 425.

AMENDMENTS

2011—Subsec. (@A)T)(A). Pub. L. 11240 substituted
‘“‘quality improvement’ for ‘‘utilization and quality
control peer review’’.

2010—Subsec. (h)(6)(C)(ii). Pub. L. 111-148 substituted
“January 1, 2013 for ‘‘January 1, 2010 in introductory
provisions.

2008—Subsec. (h)(5)(C)(ii). Pub. L. 110-275, §167(a), sub-
stituted ‘“‘January 1, 2010 for ‘“‘January 1, 2009 in in-
troductory provisions.

Subsec. (h)(6)(C)(i1)(D), (IT). Pub. L. 110-275, §167(b), in-
serted ‘‘, provided that all such plans are not offered by
the same Medicare Advantage organization” after
‘‘clause (iii)”.

Subsec. (h)(6)(C)@{dii)(T). Pub. L. 110-275, §167(c), in-
serted ‘‘that are not in another Metropolitan Statis-
tical Area with a population of more than 250,000’ after
‘‘such Metropolitan Statistical Area’ and inserted ‘‘If
the service area includes a portion in more than 1 Met-
ropolitan Statistical Area with a population of more
than 250,000, the minimum enrollment determination
under the preceding sentence shall be made with re-
spect to each such Metropolitan Statistical Area (and
such applicable contiguous counties to such Metropoli-
tan Statistical Area).” at end.

2007—Subsec. (h)(6)(C)(ii). Pub. L. 110-173 substituted
“January 1, 2009’ for ‘‘January 1, 2008’ in introductory
provisions.

2003—Subsec. (¢)(2)(B). Pub. L. 108-173, §736(d)(2)(A),
substituted ‘‘significant’ for ‘‘signifcant’ in introduc-
tory provisions.

Subsec. (¢)(5)(B). Pub. L. 108-173, §940(b)(2)(B), which
directed amendment of subsec. (b)(5)(B) by inserting at
end ‘““The provisions of section 1395ff(b)(1)(E)(iii) of this
title shall apply with respect to dollar amounts speci-
fied in the first 2 sentences of this subparagraph in the
same manner as they apply to the dollar amounts spec-
ified in section 1395ff(b)(1)(E)(i) of this title.”’, was exe-
cuted by making the insertion at end of subsec.
(c)(5)(B), to reflect the probable intent of Congress.
Subsec. (b) does not contain a par. (5)(B).

Subsec. (h)(5)(C). Pub. L. 108-173, §234, amended sub-
par. (C) generally. Prior to amendment, subpar. (C)
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read as follows: ‘“The Secretary may not extend or
renew a reasonable cost reimbursement contract under
this subsection for any period beyond December 31,
2004.”

Subsec. (j)(2). Pub. L. 108-173, §736(d)(2)(B),
stituted ‘‘this section” for ‘‘this setion’.

2000—Subsec. (h)(5)(B), (C). Pub. L. 106-554 added sub-
par. (B) and redesignated former subpar. (B) as (C).

1999—Subsec. (h)(5)(B). Pub. L. 106-113 substituted
2004 for ‘2002°.

1997—Subsec. (f)(1). Pub. L. 105-33, §4002(a)(1), sub-
stituted ‘“For contract periods beginning before Janu-
ary 1, 1999, each’ for ‘“Each” and struck out ‘‘or under
a State plan approved under subchapter XIX of this
chapter” before period at end.

Subsec. (f)(2). Pub. L. 105-33, §4002(a)(2), substituted
‘“‘Subject to paragraph (4), the Secretary’ for ‘“The Sec-
retary’’.

Subsec. (f)(4). Pub. L. 105-33, §4002(a)(3), added par.

sub-

4.
Subsec. (h)(5). Pub. L. 105-33, §4002(b)(2)(A), added par.

5).

Subsec. (k). Pub. L. 105-33, §4002(b)(1), added subsec.
(k).
1996—Subsec. (i)(1). Pub. L. 104-191, §215(a)(1), sub-
stituted ‘‘in accordance with procedures established
under paragraph (9), the Secretary may at any time
terminate any such contract or may impose the inter-
mediate sanctions described in paragraph (6)(B) or
(6)(C) (whichever is applicable) on the eligible organiza-
tion if the Secretary determines that the organiza-
tion—"" for ‘‘the Secretary may terminate any such
contract at any time (after such reasonable notice and
opportunity for hearing to the eligible organization in-
volved as he may provide in regulations), if he finds
that the organization—’’ in introductory provisions,
added subpars. (A) to (C), and struck out former sub-
pars. (A) to (C) which read as follows:

“(A) has failed substantially to carry out the con-
tract,

“(B) is carrying out the contract in a manner incon-
sistent with the efficient and effective administration
of this section, or

‘(C) no longer substantially meets the applicable
conditions of subsections (b), (¢), (e), and (f) of this sec-
tion.”

Subsec. (i1)(6)(B). Pub. L. 104-191, §215(a)(4), struck out
concluding provisions which read as follows: ‘“The pro-
visions of section 1320a-7a of this title (other than sub-
sections (a) and (b)) shall apply to a civil money pen-
alty under clause (i) in the same manner as they apply
to a civil money penalty or proceeding under section
1320a-Ta(a) of this title.”

Subsec. (1)(6)(C). Pub. L. 104-191, §215(a)(2), added sub-
par. (C).

Subsec. (1)(6)(D). Pub. L. 104-191, §231(g), added sub-
par. (D).

Subsec. (I)(T)(A). Pub. L. 104-191, §215(b), substituted
‘“‘a written agreement’’ for ‘‘an agreement’’.

Subsec. (1)(9). Pub. L. 104-191, §215(a)(3), added par.

9.

1994—Subsec. (a)(1)(E)({i)(I). Pub. L. 103-432, §157(b)(4),
struck out comma after “‘contributed to’’.

Subsec. (a)(3). Pub. L. 103-432, §157(b)(1), substituted
“‘subsections (¢)(2)(B)(ii) and (c)(7) of this section” for
“‘subsection (c)(7) of this section”.

Subsec. (¢)(5)(B). Pub. L. 103-296 inserted at end ‘‘In
applying sections 405(b) and 405(g) of this title as pro-
vided in this subparagraph, and in applying section
405(1) of this title thereto, any reference therein to the
Commissioner of Social Security or the Social Security
Administration shall be considered a reference to the
Secretary or the Department of Health and Human
Services, respectively.”

1990—Subsec. (a)(1)(E). Pub. L. 101-508, §4204(e)(1), des-
ignated existing provisions as cl. (i) and added cl. (ii).

Subsec. (a)(6). Pub. L. 101-508, §4204(c)(2), substituted
“‘subsections (¢)(2)(B)(ii) and (c)(7)” for ‘‘subsection
).

Subsec. (¢)(2). Pub. L. 101-508, §4204(c)(1), designated
existing provisions as subpar. (A), redesignated former
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subpars. (A) and (B) and former cls. (i) and (ii) as cls.
(i) and (ii) and subcls. (I) and (II), respectively, and
added subpar. (B).

Subsec. (¢)(8). Pub. L. 101-508, §4206(b)(1), added par.
®.
Subsec. (1)(6)(A)(vi). Pub. L. 101-508, §4204(a)(2), in-
serted ‘‘or paragraph (8)” after ‘‘(g)(6)(A) of this sec-
tion”.

Subsec. (1)(8). Pub. L. 101-508, §4204(a)(1), added par.
(®.

Subsec. (j)(1)(A). Pub. L. 101-508, §4204(d)(1)(A), sub-
stituted ‘‘physicians’ services or renal dialysis serv-
ices” for ‘‘physicians’ services’’, ‘‘physician or provider
of services or renal dialysis facility’ for ‘“‘physician’ in
three places, and ‘‘applicable participation agreement”
for ‘‘participation agreement under section 1395u(h)(1)
of this title”.

Subsec. (j)(2). Pub. L. 101-508, §4204(d)(1)(B), sub-
stituted ‘‘physicians’ services or renal dialysis serv-
ices” for ‘‘physicians’ services’” in two places and
‘“‘which are furnished to an enrollee of an eligible orga-
nization under this setion [sic] by a physician, provider
of services, or renal dialysis facility who is not under
a contract with the organization.” for ‘“‘which—’' and
subpars. (A) and (B) which read as follows:

““‘(A) are emergency services or out-of-area coverage
(described in clauses (iii) and (iv) of subsection
(b)(2)(A) of this section), and

‘(B) are furnished to an enrollee of an eligible orga-
nization under this section by a person who is not
under a contract with the organization.”
1989—Subsec. (a)(1)(F). Pub. L. 101-239, §6206(a)(1),

added subpar. (F).

Subsec. (a)(5). Pub. L. 101-234, §202(a), repealed Pub.
L. 100-360, §211(c)(3)(A), and provided that the provi-
sions of law amended or repealed by such section are
restored or revised as if such section had not been en-
acted, see 1988 Amendment note below.

Subsec. (¢)(3)(A)(1). Pub. L. 101-239, §6206(b)(1)(A), sub-
stituted “‘period or periods” for ‘‘30-day period”.

Subsec. (¢)(3)(A)(ii). Pub. L. 101-239, §6206(b)(1)(B),
added cl. (ii) and struck out former cl. (ii) which read
as follows: ‘““For each area served by more than one eli-
gible organization under this section, the Secretary
(after consultation with such organizations) shall es-
tablish a single 30-day period each year during which
all eligible organizations serving the area must provide
for open enrollment under this section. The Secretary
shall determine annual per capita rates under sub-
section (a)(1)(A) of this section in a manner that as-
sures that individuals enrolling during such a 30-day
period will not have premium charges increased or any
additional benefits decreased for 12 months beginning
on the date the individual’s enrollment becomes effec-
tive. An eligible organization may provide for such
other open enrollment period or periods as it deems ap-
propriate consistent with this section.”

Subsecs. (e)(1), (2)(3)(A). Pub. L. 101-234, §201(a), re-
pealed Pub. L. 100-360, §202(f), and provided that the
provisions of law amended or repealed by such section
are restored or revived as if such section had not been
enacted, see 1988 Amendment notes below.

Subsec. (g)(5). Pub. L. 101-239, §6212(c)(2), struck out
‘“‘and during a period of not longer than four years”
after first reference to ‘‘Secretary’’.

Subsec. (1)(6)(A)(vii). Pub. L. 101-239, §6411(d)(3)(A),
added cl. (vii).

Subsec. (j). Pub. L. 101-239, §6212(b)(1), added subsec.

@.

1988—Subsec. (a)(5). Pub. L. 100-360, §211(c)(3)(B),
amended second sentence generally. Prior to amend-
ment, second sentence read as follows: ‘“The portion of
that payment to the organization for a month to be
paid by the latter trust fund shall be equal to 200 per-
cent of the sum of—

‘“(A) the product of (i) the number of such individ-
uals for the month who have attained age 65, and (ii)
the monthly actuarial rate for supplementary medi-
cal insurance for the month as determined under sec-
tion 1395r(a)(1) of this title, and
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‘“(B) the product of (i) the number of such individ-
uals for the month who have not attained age 65, and
(ii) the monthly actuarial rate for supplementary
medical insurance for the month as determined under
section 1395r(a)(4) of this title.”

Pub. L. 100-360, §211(c)(3)(A), substituted ‘‘, the Fed-
eral Supplementary Medical Insurance Trust Fund, and
the Federal Catastrophic Drug Insurance Trust Fund”
for ‘‘and the Federal Supplementary Medical Insurance
Trust Fund” in first sentence.

Subsec. (¢)(3)(F). Pub. L. 100-360, §411(c)(1), realigned
margin with left margin of subpar. (G).

Subsec. (e)(1). Pub. L. 100-360, §202(f)(1), inserted at
end ‘‘The preceding sentence shall be applied sepa-
rately with respect to covered outpatient drugs.”

Subsec. (f)(3). Pub. L. 100-647 redesignated par. (4) as
(3) and struck out former par. (3) which read as follows:

‘“(A) An eligible organization described in subpara-
graph (B) may elect, for purposes of enrollment and
residency requirements under this section and for de-
termining the compliance of a subdivision, subsidiary,
or affiliate described in subparagraph (B)(iii) with the
requirement of paragraph (1) for the period before Octo-
ber 1, 1992, to have members described in subparagraph
(B)(iii) who receive services through the subdivision,
subsidiary, or affiliate considered to be members of the
parent organization.

‘“(B) An eligible organization described in this sub-
paragraph is an eligible organization which—

‘(i) is described in section 1396b(m)(2)(B)(iii) of this
title;

‘(ii) has members who have a collectively bar-
gained contractual right to obtain health benefits
from the organization;

‘“(iii) elects to provide benefits under a risk-sharing
contract to individuals residing in a service area, who
have a collectively bargained contractual right to ob-
tain benefits from the organization, through a sub-
division, subsidiary, or affiliate which itself is an eli-
gible organization serving the area and which is
owned or controlled by the parent eligible organiza-
tion; and

‘(iv) has assumed any risk of insolvency and qual-
ity assurance with respect to individuals receiving
benefits through such a subdivision, subsidiary, or af-
filiate.”

Subsec. ()(3)(A). Pub. L. 100-360, §411(c)(6), formerly
§411(c)(5), as redesignated by Pub. L. 100-485,
§608(d)(19)(C), inserted ‘‘enrollment and residency re-
quirements under this section and for’ after ‘‘for pur-
poses of”’ and substituted ‘‘described in subparagraph
(B)(iii) who receives services through the subdivision™
for “‘of the subdivision”.

Subsec. (f)(4). Pub. L. 100-647 redesignated par. (4) as
3.
Subsec. (g2)(3)(A). Pub. L. 100-360, §202(f)(2), sub-
stituted ‘‘rates’ for ‘“‘rate’.

Subsec. (g)(5). Pub. L. 100-360, §411(c)(3), amended
Pub. L. 100-203, §4013, see 1987 Amendment note below.

Subsec. (1)(6)(A). Pub. L. 100-360, §411(c)(4)(A), in-
serted ‘‘, in addition to any other remedies authorized
by law,” after ‘‘the Secretary may provide’’ in conclud-
ing provisions.

Subsec. (i)(6)(B). Pub. L. 100-360, §411(c)(4)(C), for-
merly §411(c)(4)(B), as redesignated by Pub. L. 100-485,
§608(d)(19)(B)(ii), substituted ‘‘or proceeding under sec-
tion 1320a-7a(a) of this title” for ‘‘under that section”
in last sentence.

Subsec. (1)(6)(B)(1). Pub. L. 100-360, §411(c)(4)(B), as
added by Pub. L. 100-485, §608(d)(19)(B)(1), (iii), inserted
‘‘of such subparagraph’ after ‘(v)(I)”.

Pub. L. 100-360, §224, inserted at end ‘‘plus, with re-
spect to a determination under subparagraph (A)(ii),
double the excess amount charged in violation of such
subparagraph (and the excess amount charged shall be
deducted from the penalty and returned to the individ-
ual concerned), and plus, with respect to a determina-
tion under subparagraph (A)(iv), $15,000 for each indi-
vidual not enrolled as a result of the practice in-
volved,”’.
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Subsec. (1)(7)(A). Pub. L. 100-360, §411(e)(3), added Pub.
L. 100-203, §4039(h)(8)(A), (B), see 1987 Amendment note
below.

Subsec. (1)(7)(B). Pub. L. 100-360, §411(e)(3), added Pub.
L. 100-203, §4039(h)(8)(C), see 1987 Amendment note
below.

1987—Subsec. (¢)(3)(F).
added subpar. (F).

Subsec. (¢)(3)(G). Pub. L. 100-203, §4011(b)(1), added
subpar. (G).

Subsec. (f)(3), (4). Pub. L. 100-203, §4018(a), added par.
(3) and redesignated former par. (3) as (4).

Subsec. (g)(4). Pub. L. 100-203, §4012(b), struck out
par. (4) which read as follows: ‘‘A risk-sharing contract
under this subsection may, at the option of an eligible
organization, provide that the Secretary—

““(A) will reimburse hospitals and skilled nursing
facilities either for payment amounts determined in
accordance with section 1395ww of this title, or, if ap-
plicable, for the reasonable cost (as determined under
section 13956x(v) of this title) or other appropriate
basis for payment established under this subchapter,
of inpatient services furnished to individuals enrolled
with such organization pursuant to subsection (d) of
this section, and

‘(B) will deduct the amount of such reimbursement
for payment which would otherwise be made to such
organization.”

Subsec. (g)(5). Pub. L. 100-203, §4013, which directed
amendment of par. (5) by substituting ‘‘six years’ for
‘““‘four years’’, was amended generally by Pub. L. 100-360,
§411(c)(3), so that it does not amend this section.

Subsec. (i)(6). Pub. L. 100-203, §4014, amended par. (6)
generally. Prior to amendment, par. (6) read as follows:

‘“(6)(A) Any eligible organization with a risk-sharing
contract under this section that fails substantially to
provide medically necessary items and services that
are required (under law or such contract) to be provided
to individuals covered under such contract, if the fail-
ure has adversely affected (or has a substantial likeli-
hood of adversely affecting) these individuals, is sub-
ject to a civil money penalty of not more than $10,000
for each such failure.

‘(B) The provisions of section 1320a-7a of this title
(other than subsection (a)) shall apply to a civil money
penalty under subparagraph (A) in the same manner as
they apply to a civil money penalty under that sec-
tion.”

Subsec. (I)(T)(A). Pub. L. 100-203, §4039(h)(8)(A), (B), as
added by Pub. L. 100-360, §411(e)(3), substituted ‘‘Each”’
for ‘“Except as provided under section 1320c-3(a)(4)(C) of
this title, each”, inserted ‘‘or with an entity selected
by the Secretary under section 1320c-3(a)(4)(C) of this
title” after ‘‘located)”, and substituted ‘‘which the re-
view organization’ for ‘‘which the peer review organi-
zation”.

Subsec. (I)(7)(B). Pub. L. 100-203, §4039(h)(8)(C), as
added by Pub. L. 100-360, §411(e)(3), substituted ‘‘the re-
view organization’ for ‘‘the peer review organization’.

1986—Subsec. (a)(1)(A). Pub. L. 99-514 substituted “‘an-
nounce (in a manner intended to provide notice to in-
terested parties)” for ‘‘publish’ in introductory provi-
sions.

Pub. L. 99-272, §9211(d), inserted *‘, and shall publish
not later than September 7 before the calendar year
concerned’ after ‘“The Secretary shall annually deter-
mine”’ in introductory provisions.

Subsec. (a)(3). Pub. L. 99-272, §9211(a)(2), substituted
‘“‘Subject to subsection (c)(7) of this section, payments”’
for “Payments’’.

Subsec. (a)(6). Pub. L. 99-272, §9211(a)(3), substituted
‘“Subject to subsection (c)(7) of this section, if”’ for
ST,

Subsec. (¢)(3)(B). Pub. L. 99-272, §9211(b), substituted
‘‘the date on which” for ‘“‘a full calendar month after’’,
and inserted provision at end that in the case of an in-
dividual’s termination of enrollment, the organization
shall provide the individual with a copy of the written
request for termination of enrollment and a written ex-
planation of the period (ending on the effective date of

Pub. L. 100-203, §4011(a)(1),
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the termination) during which the individual continues
to be enrolled with the organization and may not re-
ceive benefits under this subchapter other than
through the organization.

Subsec. (¢)(3)(C). Pub. L. 99-272, §9211(c), inserted pro-
visions at end that no brochures, application forms, or
other promotional or informational material may be
distributed by an organization to (or for the use of) in-
dividuals eligible to enroll with the organization under
this section unless at least 45 days before its distribu-
tion, the organization has submitted the material to
the Secretary for review and the Secretary has not dis-
approved the distribution of the material, and that Sec-
retary shall review all such material submitted and
shall disapprove such material if the Secretary deter-
mines, in the Secretary’s discretion, that the material
is materially inaccurate or misleading or otherwise
makes a material misrepresentation.

Subsec. (c)(7). Pub. L. 99-272, §9211(a)(1), added par.

M.

Subsec. (¢)(3)(E). Pub. L. 99-509, §9312(b)(1), added sub-
par. (E).

Subsec. (£)(2). Pub. L. 99-509, §9312(c)(1), struck out “‘if
the Secretary determines that” after ‘“imposed by
paragraph (1) only”, added new subpars. (A) and (B),
and struck out former subpars. (A) and (B) which read
as follows:

“(A) special circumstances warrant such modifica-
tion or waiver, and

“(B) the eligible organization has taken and is mak-
ing reasonable efforts to enroll individuals who are not
entitled to benefits under this subchapter or under a
State plan approved under subchapter XIX of this chap-
ter.”

Subsec. ()(3). Pub. L. 99-509, §9312(c)(2)(A), added par.
3.
Subsec. (g)(6). Pub. L. 99-509, §9312(d)(1), added par.

(6).

Subsec. (1)(1)(C). Pub. L. 99-509, §9312(c)(3)(B), sub-
stituted ‘‘(e), and (f)”’ for ‘“‘and (e)”’.

Subsec. (1)(3)(C). Pub. L. 99-509, §9312(e)(1), designated
existing provisions as cl. (i) and added cls. (ii) and (iii).
Subsec. (1)(6). Pub. L. 99-509, §9312(f), added par. (6).

Subsec. (1)(7). Pub. L. 99-509, §9353(e)(2), added par. (7).

1984—Subsec. (b)(2)(D). Pub. L. 98-369, §2354(b)(37),
substituted ‘‘subparagraph (A)” for ‘‘paragraph (1)”.

Subsec. (¢)(3)(A). Pub. L. 98-369, §2350(a)(1), des-
ignated existing provisions as cl. (i), inserted ‘‘and in-
cluding the 30-day period specified under clause (ii)”
after ‘30 days duration every year’, and added cl. (ii).

Subsec. (¢)(H)(A)({). Pub. L. 98-369, §2354(b)(38), sub-
stituted ‘“‘with reasonable promptness’ for ‘‘promptly
as appropriate’’.

Subsec. (g)(2). Pub. L. 98-369, §2350(b)(1), inserted
‘“‘and except that an organization (with the approval of
the Secretary) may provide that a part of the value of
such additional benefits be withheld and reserved by
the Secretary as provided in paragraph (5)” at end of
first sentence.

Subsec. (2)(4)(A). Pub. L. 98-369, §2350(c), inserted
“and skilled nursing facilities” after ‘‘hospitals’, in-
serted ‘‘or the appropriate basis for payment estab-
lished under this subchapter’” after ‘‘section 1395x(v) of
this title)”’, and struck out ‘‘hospital’’ before ‘‘services
furnished to individuals’.

Subsec. (g)(5). Pub. L. 98-369, §2350(b)(2), added par.
().
1983—Subsec. (a)(5)(A)({i), (B)({i). Pub. L. 98-21,
§606(a)(3)(H), substituted ‘‘1395r(a)(1)”’ for 1395r(c)(1)”.

Subsec. (g)(1). Pub. L. 97-448 substituted ‘‘subsection
(b)”’ for ‘“‘subsection (b)(1)”’.

Subsec. (g)(4). Pub. L. 98-21, §602(g), added par. (4).

1982—Pub. L. 97-248 completely revised section, ex-
panding its coverage to permit payments to both
health maintenance organizations and competitive
medical plans.

1978—Subsec. (b)(2)(B). Pub. L. 95-292 substituted
“Administrator of the Health Care Financing Adminis-
tration” for ‘‘Commissioner of Social Security”’.

1976—Subsec. (b). Pub. L. 94-460, §201(a), struck out
provisions defining a health maintenance organization
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as a public or private organization which provides phy-
sicians’ services and a sufficient number of primary
care and specialty care physicians, assures its members
access to qualified practitioners in specialties available
in area served by such organization, demonstrates fi-
nancial responsibility and means to provide compre-
hensive health care services, has at least half of its en-
rolled members under age 65, assures prompt and quali-
fied health service, and has an open enrollment period
at least every year, and revised the definition and re-
quirements of an health maintenance organization to
conform to those set forth in the Public Health Service
Act, except that the services which such an organiza-
tion must provide are those covered in parts A and B of
this subchapter rather than the basic health services
defined in the Public Health Service Act, and inserted
provisions requiring Secretary to administer deter-
minations of whether an organization is a health main-
tenance organization through and in the office of the
Assistant Secretary for Health, to integrate the admin-
istration of such functions and duties with the adminis-
tration of provisions requiring the continued regula-
tion of health maintenance organizations under the
Public Health Service Act, and to administer other pro-
visions of this section through the Commissioner of So-
cial Security.

Subsec. (h). Pub. L. 94-460, §201(b), substituted provi-
sions that each health maintenance organization with
which the Secretary enters into a contract under this
section have an enrolled membership at least half of
which consists of individuals who have not attained age
65, with the Secretary empowered to waive that re-
quirement for a period of not more than three years
from the date a health maintenance organization first
enters into an agreement with the Secretary pursuant
to subsection (i) of this section for provisions that such
requirement not apply with respect to any health
maintenance organization for such period not to exceed
three years from the date such organization enters into
an agreement with the Secretary pursuant to sub-
section (i) of this section, as the Secretary might per-
mit.

Subsec. (1)(6)(B). Pub. L. 94-460, §201(c), substituted
‘‘(other than costs with respect to out-of-area services
and, in the case of an organization which has entered
into a risk-sharing contract with the Secretary pursu-
ant to paragraph (2)(A), the cost of providing any mem-
ber with basic health services the aggregate value of
which exceeds $5,000 in any year)” for ‘(Other than
those with respect to out-of-area services)”’.

Subsec. (k). Pub. L. 94460, §201(d), added subsec. (k).

1973—Subsec. (a)(3)(A)@{di). Pub. L. 93-233, §18(m),
struck out ‘‘, with the apportionment of savings being
proportional to the losses absorbed and not yet offset’
at end.

Subsec. (g)(2). Pub. L. 93-233, §18(n), substituted ‘‘por-
tion of its premium rate or other charges’ for ‘‘por-
tion” and ‘‘shall not exceed” for ‘‘may not exceed”’, and
struck out cl. (i) designation preceding ‘‘the actuarial
value’ and provisions reading ‘‘less (ii) the actuarial
value of other charges made in lieu of such deductible
and coinsurance’’, respectively.

1972—Subsec. (i). Pub. L. 92-603, §278(b)(3), substituted
“skilled nursing facility’ for ‘‘extended care facility”
and ‘‘skilled nursing facilities” for ‘‘extended care fa-
cilities”.

CHANGE OF NAME

References to Medicare+Choice deemed to refer to
Medicare Advantage or MA, subject to an appropriate
transition provided by the Secretary of Health and
Human Services in the use of those terms, see section
201 of Pub. L. 108-173, set out as a note under section
1395w—21 of this title.

EFFECTIVE DATE OF 2011 AMENDMENT

Amendment by Pub. L. 112-40 applicable to contracts
entered into or renewed on or after Jan. 1, 2012, see sec-
tion 261(e) of Pub. L. 11240, set out as a note under sec-
tion 1320c of this title.
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EFFECTIVE DATE OF 1996 AMENDMENT

Section 215(c) of Pub. L. 104-191 provided that: ‘“The
amendments made by this section [amending this sec-
tion] shall apply with respect to contract years begin-
ning on or after January 1, 1997.”

Amendment by section 231(g) of Pub. L. 104-191 appli-
cable to acts or omissions occurring on or after Jan. 1,
1997, see section 231(i) of Pub. L. 104-191, set out as a
note under section 1320a-7a of this title.

EFFECTIVE DATE OF 1994 AMENDMENTS

Amendment by Pub. L. 103-432 effective as if included
in the enactment of Pub. L. 101-508, see section 157(b)(8)
of Pub. L. 103-432, set out as a note under section 1395y
of this title.

Amendment by Pub. L. 103-296 effective Mar. 31, 1995,
see section 110(a) of Pub. L. 103-296, set out as a note
under section 401 of this title.

EFFECTIVE DATE OF 1990 AMENDMENT

Section 4204(a)(4) of Pub. L. 101-508 provided that:
“The amendments made by paragraphs (1) and (2)
[amending this section] shall apply with respect to con-
tract years beginning on or after January 1, 1992, and
the amendments made by paragraph (3) [amending sec-
tion 1320a-Ta of this title] shall take effect on the date
of the enactment of this Act [Nov. 5, 1990].”

Section 4204(c)(3) of Pub. L. 101-508, as amended by
Pub. L. 103432, title I, §157(b)(2), Oct. 31, 1994, 108 Stat.
4442, provided that: ‘“The amendments made by this
subsection [amending this section] shall apply with re-
spect to national coverage determinations that are not
incorporated in the determination of the per capita
rate of payment for individuals enrolled for years be-
ginning with 1991 with an eligible organization which
has entered into a risk-sharing contract under section
1876 of the Social Security Act [this section].”

Section 4204(d)(2) of Pub. L. 101-508, as amended by
Pub. L. 103-432, title I, §157(b)(3), Oct. 31, 1994, 108 Stat.
4442, provided that: ‘“The amendments made by para-
graph (1) [amending this section] shall apply with re-
spect to items and services furnished on or after Janu-
ary 1, 1991.”

Section 4204(e)(2) of Pub. L. 101-508, as amended by
Pub. L. 103-432, title I, §157(b)(5), Oct. 31, 1994, 108 Stat.
4442, provided that: ‘““The amendments made by para-
graph (1) [amending this section] shall apply with re-
spect to individuals enrolling with an eligible organiza-
tion under a health benefit plan operated, sponsored, or
contributed to, by the individual’s employer or former
employer (or the employer or former employer of the
individual’s spouse) on or after January 1, 1991.”

Amendment by section 4206(b)(1) of Pub. L. 101-508 ap-
plicable to contracts under this section and payments
under section 1395/(a)(1)(A) of this title as of the first
day of the first month beginning more than 1 year after
Nov. 5, 1990, see section 4206(e)(2) of Pub. L. 101-508, set
out as a note under section 1395/ of this title.

EFFECTIVE DATE OF 1989 AMENDMENTS

Section 6206(b)(2) of Pub. L. 101-239 provided that:
“The amendments made by paragraph (1) [amending
this section] shall take effect 60 days after the date of
the enactment of this Act [Dec. 19, 1989].”’

Section 6212(b)(2) of Pub. L. 101-239 provided that:
“The amendment made by paragraph (1) [amending this
section] shall apply to services furnished on or after
April 1, 1990.”

Section 6212(c)(3) of Pub. L. 101-239 provided that:
“The amendments made by this subsection [amending
this section and repealing provisions set out as notes
below] shall take effect on the date of the enactment of
this Act [Dec. 19, 1989].”

Section 6411(d)(4)(B) of Pub. L. 101-239 provided that:
“The amendments made by paragraph (3) [amending
this section and section 1396a of this title] shall apply
to employment and contracts as of 90 days after the
date of the enactment of this Act [Dec. 19, 1989].”

Amendment by section 201(a) of Pub. L. 101-234 effec-
tive Jan. 1, 1990, see section 201(c) of Pub. L. 101-234, set
out as a note under section 1320a—7a of this title.
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Amendment by section 202(a) of Pub. L. 101-234 effec-
tive Jan. 1, 1990, and applicable to premiums for
months beginning after Dec. 31, 1989, see section 202(b)
of Pub. L. 101-234, set out as a note under section 401 of
this title.

EFFECTIVE DATE OF 1988 AMENDMENTS

Section 8412(b) of Pub. L. 100-647 provided that: ‘“The
amendments made by subsection (a) [amending this
section] shall not apply to contracts in effect on the
date of the enactment of this Act [Nov. 10, 1988] or ex-
tensions (not exceeding 90 days) thereof.”

Amendment by Pub. L. 100-485 effective as if included
in the enactment of the Medicare Catastrophic Cov-
erage Act of 1988, Pub. L. 100-360, see section 608(g)(1) of
Pub. L. 100-485, set out as a note under section 704 of
this title.

Amendment by section 202(f) of Pub. L. 100-360 appli-
cable to enrollments effected on or after Jan. 1, 1990,
see section 202(m)(3) of Pub. L. 100-360, set out as a note
under section 1395u of this title.

Amendment by section 211(c)(3) of Pub. L. 100-360 ap-
plicable, except as specified in such amendment, to
monthly premiums for months beginning with January
1989, see section 211(d) of Pub. L. 100-360, set out as a
note under section 1395r of this title.

Except as specifically provided in section 411 of Pub.
L. 100-360, amendment by section 411(c)(1), (3), (4), (6),
(e)(3) of Pub. L. 100-360, as it relates to a provision in
the Omnibus Budget Reconciliation Act of 1987, Pub. L.
100203, effective as if included in the enactment of that
provision in Pub. L. 100-203, see section 411(a) of Pub. L.
100-360, set out as a Reference to OBRA; Effective Date
note under section 106 of Title 1, General Provisions.

EFFECTIVE DATE OF 1987 AMENDMENT

Section 4011(a)(2) of Pub. L. 100203 provided that:
“The amendment made by paragraph (1) [amending this
section] shall apply with respect to contracts entered
into or renewed on or after the date of enactment of
this Act [Dec. 22, 1987].”

Section 4011(b)(2) of Pub. L. 100-203 provided that:
““The amendment made by paragraph (1) [amending this
section] shall apply to contracts entered into or re-
newed on or after the date of the enactment of this Act
[Dec. 22, 1987].”

Section 4012(d) of Pub. L. 100-203 provided that: ‘“The
amendments made by subsections (a) and (b) [amending
this section and section 1395cc this title] shall apply to
admissions occurring on or after April 1, 1988, or, if
later, the earliest date the Secretary can provide the
information required under subsection (c) [set out as a
note below] in machine readable form.”

Section 4013(b) of Pub. L. 100-203, which provided the
effective date for amendment made by section 4013(a) of
Pub. L. 100-203, was omitted in the general amendment
of section 4013 of Pub. L. 100-203 by Pub. L. 100-360, title
IV, §411(c)(3), July 1, 1988, 102 Stat. 773.

EFFECTIVE DATE OF 1986 AMENDMENTS

Section 1895(b)(11)(B) of Pub. L. 99-514 provided that:
“The amendment made by subparagraph (A) [amending
this section] shall apply to determinations of per cap-
ita payment rates for 1987 and subsequent years.”’

Section 9312(b)(2) of Pub. L. 99-509 provided that:
““The amendment made by paragraph (1) [amending this
section] shall take effect on January 1, 1987, and shall
apply to enrollments effected on or after such date.”

Section 9312(c)(3) of Pub. L. 99-509, as amended by
Pub. L. 100-203, title IV, §4018(d), Dec. 22, 1987, 101 Stat.
1330-66; Pub. L. 101-239, title VI, §6212(a), Dec. 19, 1989,
103 Stat. 2249; Pub. L. 103-66, title XIII, §13569, Aug. 10,
1993, 107 Stat. 608, provided that:

‘““(A) NEW RESTRICTION.—The amendment made by
paragraph (1) [amending this section] shall apply to
modifications and waivers granted after the date of the
enactment of this Act [Oct. 21, 1986].

‘(B) SANCTIONS FOR NONCOMPLIANCE.—The amend-
ments made by paragraph (2) [amending this section]
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shall take effect on the date of the enactment of this
Act.

¢(C) TREATMENT OF CURRENT WAIVERS.—In the case of
an eligible organization (or successor organization)
that—

‘(i) as of the date of the enactment of this Act, has
been granted, under paragraph (2) of section 1876(f) of
the Social Security Act [subsec. (f)(2) of this section],
a modification or waiver of the requirement imposed
by paragraph (1) of that section, but

‘“(ii) does not meet the requirement for such modi-
fication or waiver under the amendment made by
paragraph (1) of this subsection,

the organization shall make, and continue to make,
reasonable efforts to meet scheduled enrollment goals,
consistent with a schedule of compliance approved by
the Secretary of Health and Human Services. If the
Secretary determines that the organization has com-
plied, or made significant progress towards compliance,
with such schedule of compliance, the Secretary may
extend such waiver. If the Secretary determines that
the organization has not complied with such schedule,
the Secretary may provide for a sanction described in
section 1876(f)(3) of the Social Security Act [subsec.
(f)(3) of this section] (as amended by this section) effec-
tive with respect to individuals enrolling with the orga-
nization after the date the Secretary notifies the orga-
nization of such noncompliance.

‘(D) TREATMENT OF CERTAIN WAIVERS.—In the case of
an eligible organization (or successor organization)
that is described in clauses (i) and (ii) of subparagraph
(C) and that received a grant or grants totaling at least
$3,000,000 in fiscal year 1987 under section 329(d)(1)(A) or
330(d)(1) of the Public Health Service Act [42 U.S.C.
254b(d)(1)(A), 2564c(d)(1)]—

‘(i) before January 1, 1996, section 1876(f) of the So-
cial Security Act [subsec. (f) of this section] shall not
apply to the organization;

‘‘(ii) beginning on January 1, 1990, the Secretary of
Health and Human Services shall conduct an annual
review of the organization to determine the organiza-
tion’s compliance with the quality assurance require-
ments of section 1876(c)(6) of such Act [subsec. (c)(6)
of this section]; and

““(iii) after January 1, 1990, if the organization re-
ceives an unfavorable review under clause (ii), the
Secretary, after notice to the organization of the un-
favorable review and an opportunity to correct any
deficiencies identified during the review, may provide
for the sanction described in section 1876(f)(3) of such
Act [subsec. (£)(3) of this section] effective with re-
spect to individuals enrolling with the organization
after the date the Secretary notifies the organization
that the organization is not in compliance with the
requirements of section 1876(c)(6) of such Act.”
Section 9312(d)(2) of Pub. L. 99-509 provided that:

“The amendment made by paragraph (1) [amending this
section] shall apply to risk-sharing contracts under
section 1876 of the Social Security Act [this section]
with respect to services furnished on or after January
1, 1987.”

Section 9312(e)(2) of Pub. L. 99-509 provided that:
“The amendments made by paragraph (1) [amending
this section] shall apply to contracts as of January 1,
1987.”

Section 9353(e)(3)(B) of Pub. L. 99-509, as amended by
Pub. L. 100-203, title IV, §4039(h)(9)(C), as added by Pub.
L. 100-360, title IV, §411(e)(3), July 1, 1988, 102 Stat. 776,
provided that: “The amendment made by paragraph (2)
[amending this section] shall apply to risk-sharing con-
tracts with eligible organizations, under section 1876 of
the Social Security Act [this section], as of April 1,
1987. The provisions of section 1876(i)(7) of the Social
Security Act [subsec. (i)(7) of this section] (added by
such amendment) shall apply to health maintenance
organizations with contracts in effect under section
1876 of such Act (as in effect before the date of the en-
actment of Public Law 97-248 [Sept. 3, 1982]) in the
same manner as it applies to eligible organizations
with risk-sharing contracts in effect under section 1876
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of such Act (as in effect on the date of the enactment
of this Act [Dec. 22, 1987]).”

Section 9211(e) of Pub. L. 99-272 provided that:

‘(1) FINANCIAL RESPONSIBILITY.—The amendments
made by subsection (a) [amending this section] shall
apply to enrollments and disenrollments that become
effective on or after the date of the enactment of this
Act [Apr. 7, 1986].

‘“(2) DISENROLLMENTS.—The amendments made by
subsection (b) [amending this section] shall apply to re-
quests for termination of enrollment submitted on or
after May 1, 1986.

‘(3) MATERIAL REVIEW.—(A) The amendment made by
subsection (c¢) [amending this section] shall not apply
to material which has been distributed before July 1,
1986.

‘“(B) Such amendment also shall not apply so as to re-
quire the submission of material which is distributed
before July 1, 1986.

“(C) Such amendment shall also not apply to mate-
rial which the Secretary determines has been prepared
before the date of the enactment of this Act [Apr. 7,
1986] and for which a commitment for distribution has
been made, if the application of such amendment would
constitute a hardship for the organization involved.

‘“(4) PUBLICATION.—The amendment made by sub-
section (d) [amending this section] shall apply to deter-
minations of per capita rates of payment for 1987 and
subsequent years.

‘“(5) NECESSARY MODIFICATION OF CONTRACTS.—The
Secretary of Health and Human Services shall provide
for such changes in the risk-sharing contracts which
have been entered into under section 1876 of the Social
Security Act [this section] as may be necessary to con-
form to the requirements imposed by the amendments
made by this section [amending this section] on a time-
ly basis.”

EFFECTIVE DATE OF 1984 AMENDMENT

Section 2350(d) of Pub. L. 98-369 provided that: ‘““The
amendments made by this section [amending this sec-
tion and enacting provisions set out as notes under this
section] shall become effective on the date of the enact-
ment of this Act [July 18, 1984].”

Amendment by section 2354(b)(37), (38) of Pub. L.
98-369 effective July 18, 1984, but not to be construed as
changing or affecting any right, liability, status, or in-
terpretation which existed (under the provisions of law
involved) before that date, see section 2354(e)(1) of Pub.
L. 98-369, set out as a note under section 1320a-1 of this
title.

EFFECTIVE DATE OF 1983 AMENDMENTS; TRANSITIONAL
RULE

Amendment by section 602(g) of Pub. L. 98-21 applica-
ble to items and services furnished by or under arrange-
ment with a hospital beginning with its first cost re-
porting period that begins on or after Oct. 1, 1983, any
change in a hospital’s cost reporting period made after
November 1982 to be recognized for such purposes only
if the Secretary finds good cause therefor, see section
604(a)(1) of Pub. L. 98-21, set out as a note under section
1395ww of this title.

Amendment by section 606(a)(3)(H) of Pub. L. 98-21
applicable to premiums for months beginning with Jan-
uary 1984, but for months after June 1983 and before
January 1984, the monthly premium for June 1983 shall
apply to individuals enrolled under parts A and B of
this subchapter, see section 606(c) of Pub. L. 98-21, set
out as a note under section 1395r of this title.

Amendment by section 309(b)(12) of Pub. L. 97-448 ef-
fective as if originally included as a part of this section
as this section was amended by the Tax Equity and Fis-
cal Responsibility Act of 1982, Pub. L. 97-248, see sec-
tion 309(c)(2) of Pub. L. 97448, set out as a note under
section 426-1 of this title.

EFFECTIVE DATE OF 1982 AMENDMENT

Section 114(c) of Pub. L. 97-248, as amended by Pub.
L. 98-369, div. B, title III, §2354(c)(3)(A), (B), July 18,
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1984, 98 Stat. 1102; Pub. L. 98-617, §3(a)(5), Nov. 8, 1984,
98 Stat. 3295; Pub. L. 99-509, title IX, §9312(a), Oct. 21,
1986, 100 Stat. 1999, provided that:

‘(1) Subject to paragraph (2), the amendment made
by subsection (a) [amending this section] shall apply
with respect to services furnished on or after the initial
effective date (as defined in paragraph (4)), except that
such amendment shall not apply—

‘“(A) with respect to services furnished by an eligi-
ble organization to any individual who is enrolled
with that organization under an existing cost con-
tract (as defined in paragraph (3)(A)) and entitled to
benefits under part A, or enrolled in part B, of title
XVIII of the Social Security Act [this subchapter] at
the time the organization first enters into a new risk-
sharing contract (as defined in paragraph (3)(D)) un-
less—

‘(1) the individual requests at any time that the
amendment apply, or

‘‘(ii) the Secretary determines at any time that
the amendment should apply to all members of the
organization because of administrative costs or
other administrative burdens involved and so in-
forms in advance each affected member of the eligi-
ble organization;

‘“(B) with respect to services furnished by an eligi-
ble organization during the five-year period begin-
ning on the initial effective date, if—

‘(i) the organization has an existing risk-sharing
contract (as defined in paragraph (3)(B)) on the ini-
tial effective date, or

‘(i) on the date of the enactment of this Act
[Sept. 3, 1982] the organization was furnishing serv-
ices pursuant to an existing demonstration project
(as defined in paragraph (3)(C)), such demonstration
project is concluded before the initial effective
date, and before such initial effective date the orga-
nization enters into an existing risk-sharing con-
tract,

unless the organization requests that the amendment

apply earlier; or

‘(C) with respect to services furnished by an eligi-
ble organization during the period of an existing dem-
onstration project if on the initial effective date the
organization was furnishing services pursuant to the
project and if the project concludes after such date.
““(2)(A) In the case of an eligible organization which

has in effect an existing cost contract (as defined in
paragraph (3)(A)) on the initial effective date, the orga-
nization may receive payment under a new risk-sharing
contract with respect to a current, nonrisk medicare
enrollee (as defined in subparagraph (C)) only to the ex-
tent that the organization enrolls, for each such en-
rollee, two new medicare enrollees (as defined in sub-
paragraph (D)). The selection of those current nonrisk
medicare enrollees with respect to whom payment may
be so received under a new risk-sharing contract shall
be made in a nonbiased manner.

‘“(B) Subparagraph (A) shall not be construed to pre-
vent an eligible organization from providing for enroll-
ment, on a basis described in subsection (a)(6) of sec-
tion 1876 of the Social Security Act [subsec. (a)(6) of
this section] (as amended by this Act [Pub. L. 97-248],
other than under a reasonable cost reimbursement con-
tract), of current, nonrisk medicare enrollees and from
providing such enrollees with some or all of the addi-
tional benefits described in section 1876(g)(2) of the So-
cial Security Act [subsec. (g)(2) of this section] (as
amended by this Act [Pub. L. 97-248]), but (except as
provided in subparagraph (A))—

‘(i) payment to the organization with respect to
such enrollees shall only be made in accordance with
the terms of a reasonable cost reimbursement con-
tract, and

‘“(ii) no payment may be made under section 1876 of
such Act [this section] with respect to such enrollees
for any such additional benefits.

Individuals enrolled with the organization under this
subparagraph shall be considered to be individuals en-
rolled with the organization for the purpose of meeting
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the requirement of section 1876(g)(2) of the Social Secu-
rity Act [subsec. (g)(2) of this section] (as amended by
this Act [Pub. L. 97-248]).

“(C) For purposes of this paragraph, the term ‘cur-
rent, nonrisk medicare enrollee’ means, with respect to
an organization, an individual who on the initial effec-
tive date—

‘(1) is enrolled with that organization under an ex-
isting cost contract, and

‘“(ii) is entitled to benefits under part A and en-
rolled under part B, or enrolled in part B, of title
XVIII of the Social Security Act [this subchapter].
‘(D) For purposes of this paragraph, the term ‘new

medicare enrollee’ means, with respect to an organiza-
tion, an individual who—

‘(i) is enrolled with the organization after the date
the organization first enters into a new risk-sharing
contract,

‘“(ii) at the time of such enrollment is entitled to
benefits under part A, or enrolled in part B, of title
XVIII of the Social Security Act [this subchapter],
and

‘(iii) was not enrolled with the organization at the
time the individual became entitled to benefits under
part A, or to enroll in part B, of such title [this sub-
chapter].

‘‘(B) The preceding provisions of this paragraph
shall not to [sic] apply to payments made for current,
nonrisk medicare enrollees for months beginning
with April 1987.

‘“(38) For purposes of this subsection:

‘“(A) The term ‘existing cost contract’ means a con-
tract which is entered into under section 1876 of the
Social Security Act [this section], as in effect before
the initial effective date, or reimbursement on a rea-
sonable cost basis under section 1833(a)(1)(A) of such
Act [section 13951(a)(1)(A) of this title], and which is
not an existing risk-sharing contract or an existing
demonstration project.

‘“(B) The term ‘existing risk-sharing contract’
means a contract entered into under section
1876(1)(2)(A) of the Social Security Act [subsec.
(1)(2)(A) of this section], as in effect before the initial
effective date.

‘“(C) The term ‘existing demonstration project’
means a demonstration project under section 402(a) of
the Social Security Amendments of 1967 [section
1395b-1(a) of this title] or under section 222(a) of the
Social Security Amendments of 1972 [section 222(a) of
Pub. L. 92-603, set out as a note under section 1395b-1
of this title], relating to the provision of services for
which payment may be made under title XVIII of the
Social Security Act [this subchapter].

‘(D) The term ‘new risk-sharing contract’ means a
contract entered into under section 1876(g) of the So-
cial Security Act [subsec. (g) of this section], as
amended by this Act [Pub. L. 97-248].

‘“(E) The term ‘reasonable cost reimbursement con-
tract’ means a contract entered into under section
1876(h) of such Act [subsec. (h) of this section], as
amended by this Act, or reimbursement on a reason-
able cost basis under section 1833(a)(1)(A) of such Act
[section 13951(a)(1)(A) of this title].

‘(4) As used in this section, the term ‘initial effective
date’ means—

‘““(A) the first day of the thirteenth month which
begins after the date of the enactment of this Act
[Sept. 3, 1982], or

‘“(B) the first day of the first month [Feb. 1, 1985]
after the month in which the Secretary of Health and
Human Services notifies the Committee on Finance
of the Senate and the Committees on Ways and
Means and on Energy and Commerce of the House of
Representatives that he is reasonably certain that
the methodology to make appropriate adjustments
(referred to in section 1876(a)(4) of the Social Security
Act [subsec. (a)(4) of this section], as amended by this
Act [Pub. L. 97-248]) has been developed and can be
implemented to assure actuarial equivalence in the
estimation of adjusted average per capita costs under
that section,
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whichever is later.”
EFFECTIVE DATE OF 1978 AMENDMENT

Amendment by Pub. L. 95-292 effective with respect
to services, supplies, and equipment furnished after the
third calendar month beginning after June 13, 1978, ex-
cept that provisions for the implementation of an in-
centive reimbursement system for dialysis services fur-
nished in facilities and providers to become effective
with respect to a facility’s or provider’s first account-
ing period beginning after the last day of the twelfth
month following the month of June 1978, and except
that provisions for reimbursement rates for home dial-
ysis to become effective on Apr. 1, 1979, see section 6 of
Pub. L. 95-292, set out as a note under section 426 of
this title.

EFFECTIVE DATE OF 1976 AMENDMENT

Section 201(e) of Pub. L. 94-460 provided that: ‘“The
amendments made by this section [amending this sec-
tion] shall be effective with respect to contracts en-
tered into between the Secretary and health mainte-
nance organizations under section 1876 of the Social Se-
curity Act [this section] on and after the first day of
the first calendar month which begins more than 30
days after the date of enactment of this Act [Oct. 8,
1976].”

EFFECTIVE DATE OF 1973 AMENDMENT

Section 18(z-3)(3) of Pub. L. 93-233 provided that:
“The amendments made by subsections (m) and (n)
[amending this section] shall be effective with respect
to services provided after June 30, 1973.”

EFFECTIVE DATE

Section 226(f) of Pub. L. 92-603 provided that: ‘“The
amendments made by this section [enacting this sec-
tion, amending sections 13956f, 13957, 13951/, and 1396b of
this title, and enacting provisions set out as notes
under this section] shall be effective with respect to
services provided on or after July 1, 1973.”

REPORT ON IMPACT

Section 4002(b)(2)(B) of Pub. L. 105-33 provided that:
“By not later than January 1, 2001, the Secretary of
Health and Human Services shall submit to Congress a
report that analyzes the potential impact of termi-
nation of reasonable cost reimbursement contracts,
pursuant to the amendment made by subparagraph (A),
on medicare beneficiaries enrolled under such contracts
and on the medicare program. The report shall include
such recommendations regarding any extension or
transition with respect to such contracts as the Sec-
retary deems appropriate.”

TRANSITION RULE FOR PSO ENROLLMENT

Section 4002(h) of Pub. L. 105-33 provided that: ‘“‘In ap-
plying subsection (g)(1) of section 1876 of the Social Se-
curity Act (42 U.S.C. 1395mm) to a risk-sharing con-
tract entered into with an eligible organization that is
a provider-sponsored organization (as defined in section
1855(d)(1) of such Act [section 1395w-25(d)(1) of this
title], as inserted by section 5001 [4001]) for a contract
year beginning on or after January 1, 1998, there shall
be substituted for the minimum number of enrollees
provided under such section the minimum number of
enrollees permitted under section 1857(b)(1) of such Act
[1395w—27(b)(1) of this title] (as so inserted).”

REQUIREMENTS WITH RESPECT TO ACTUARIAL
EQUIVALENCE OF AAPCC

Section 4204(b) of Pub. L. 101-508, as amended by Pub.
L. 103-432, title I, §157(a), Oct. 31, 1994, 108 Stat. 4441;
Pub. L. 104-316, title I, §122(g), Oct. 19, 1996, 110 Stat.
3837, provided that:

“(1(A) Not later than October 1, 1995, the Secretary
of Health and Human Services (in this subsection re-
ferred to as the ‘Secretary’) shall submit a proposal to
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the Congress that provides for revisions to the payment
method to be applied in years beginning with 1997 for
organizations with a risk-sharing contract under sec-
tion 1876(g) of the Social Security Act [subsec. (g) of
this section].

‘“(B) In proposing the revisions required under sub-
paragraph (A), the Secretary shall consider—

‘(i) the difference in costs associated with medicare
beneficiaries with differing health status and demo-
graphic characteristics; and

‘“(ii) the effects of using alternative geographic
classifications on the determinations of costs associ-
ated with beneficiaries residing in different areas.
‘“(2) Not later than 3 months after the date of submit-

tal of the proposal under paragraph (1), the Comptroller
General shall review the proposal and shall report to
Congress on the appropriateness of the proposed modi-
fications.”

[Amendment by section 122(g) of Pub. L. 104-316 to
section 4204(b)(4), (b) of Pub. L. 101-508, set out above,
could not be executed, because section 4204(b) of Pub. L.
101-508 did not contain pars. (4) and (5) subsequent to
amendment by Pub. L. 103-432.]

STUDY OF CHIROPRACTIC SERVICES

Section 4204(f) of Pub. L. 101-508, as amended by Pub.
L. 103-432, title I, §157(b)(6), Oct. 31, 1994, 108 Stat. 4442,
directed Secretary to conduct a study of the extent to
which health maintenance organizations with con-
tracts under section 1876 of the Social Security Act
(this section) make available to enrollees entitled to
benefits under title XVIII of such Act (this subchapter)
chiropractic services that are covered under such title,
such study to examine the arrangements under which
such services are made available and the types of prac-
titioners furnishing such services to such enrollees and
to be based on contracts entered into or renewed on or
after Jan. 1, 1991, and before Jan. 1, 1993, with Secretary
to issue a report to Congress on results of the study not
later than Jan. 1, 1993, including recommendations with
respect to any legislative and regulatory changes de-
termined necessary by Secretary to ensure access to
such services.

EFFECT ON STATE LAW

Conscientious objections of health care provider
under State law unaffected by enactment of subsec.
(c)(8) of this section, see section 4206(c) of Pub. L.
101-508, set out as a note under section 1395cc of this
title.

NOTICE OF METHODOLOGY USED IN MAKING
ANNOUNCEMENTS UNDER SUBSECTION (a)(1)(A)

Section 6206(a)(2) of Pub. L. 101-239 provided that:
‘“Before July 1, 1990, the Secretary of Health and
Human Services shall provide for notice to eligible or-
ganizations of the methodology used in making the an-
nouncement under section 1876(a)(1)(A) of the Social
Security Act [subsec. (a)(1)(A) of this section] for 1990.”"

ADJUSTMENT OF CONTRACTS WITH PREPAID HEALTH
PLANS

Section 203(b) of Pub. L. 101-234 provided that: ‘‘Not-
withstanding any other provision of this Act [see
Tables for classification], the amendments made by
this Act (other than the repeal of sections 1833(c)(5) and
1834(c)(6) of the Social Security Act [sections 13951(c)(b)
and 1395m(c)(6) of this title]) shall not apply to risk-
sharing contracts, for contract year 1990—

‘(1) with eligible organizations under section 1876
of the Social Security Act [this section], or

‘“(2) with health maintenance organizations under

section 1876(i)(2)(A) of such Act [subsec. (i)(2)(A) of
this section] (as in effect before February 1, 1985),
under section 402(a) of the Social Security Amend-
ments of 1967 [section 1395b-1(a) of this title], or
under section 222(a) of the Social Security Amend-
ments of 1972 [Pub. L. 92-603, set out as a note under
section 1395b-1 of this title].”
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ADJUSTMENT OF CONTRACTS WITH PREPAID HEALTH
PLANS

Section 222 of Pub. L. 100-360, as amended by Pub. L.
100485, title VI, §608(d)(13), Oct. 13, 1988, 102 Stat. 2415,
provided that: ‘“The Secretary of Health and Human
Services shall—

‘(1) modify contracts under section 1876 of the So-
cial Security Act [this section], for portions of con-
tract years occurring after December 31, 1988, to take
into account the amendments made by this Act [see
Short Title of 1988 Amendment note under section
1305 of this title]; and

“(2) require such organizations and organizations
paid under section 1833(a)(1)(A) of such Act [section
13951(a)(1)(A) of this title] to make appropriate ad-
justments (including adjustments in premiums and
benefits) in the terms of their agreements with medi-
care beneficiaries to take into account such amend-
ments.

The Secretary shall also provide for appropriate modi-
fications of contracts with health maintenance organi-
zations under section 1876(i)(2)(A) of the Social Secu-
rity Act [subsec. (1)(2)(A) of this section] (as in effect
before February 1, 1985), under section 402(a) of the So-
cial Security Amendments of 1967 [section 1395b-1(a) of
this title], or under section 222(a) of the Social Security
Amendments of 1972 [42 U.S.C. 1395b-1 note], for por-
tions of contract years occurring after December 31,
1988, so as to apply to such organizations and contracts
the requirements imposed by the amendments made by
this Act upon an organization with a risk-sharing con-
tract under section 1876 of the Social Security Act.”

PROVISION OF MEDICARE DRG RATES FOR CERTAIN
PAYMENTS AND DATA ON INPATIENT COST PASS-
THROUGH ITEMS

Section 4012(c) of Pub. L. 100-203, as amended by Pub.
L. 100-360, title IV, §411(c)(2)(B), July 1, 1988, 102 Stat.
773, provided that: “The Secretary of Health and
Human Services shall provide (in machine readable
form) to eligible organizations under section 1876 of the
Social Security Act [this section] medicare DRG rates
for payments required by the amendment made by sub-
section (a) [amending section 1395cc of this title] and
data on cost pass-through items for all inpatient serv-
ices provided to medicare beneficiaries enrolled with
such organizations.”’

MEDICARE PAYMENT DEMONSTRATION PROJECTS

Pub. L. 100-203, title IV, §4015, Dec. 22, 1987, 101 Stat.
1330-62, as amended by Pub. L. 100-360, title IV,
§411(c)(b), as added by Pub. L. 100-485, title VI,
§608(d)(19)(C), Oct. 13, 1988, 102 Stat. 2419, provided that:

‘“(a) MEDICARE INSURED GROUP DEMONSTRATION
PROJECTS.—

‘(1) The Secretary of Health and Human Services
(in this subsection referred to as the ‘Secretary’) may
provide for capitation demonstration projects (in this
subsection referred to as ‘projects’) with an entity
which is an eligible organization with a contract with
the Secretary under section 1876 of the Social Secu-
rity Act [this section] or which meets the restrictions
and requirements of this subsection. The Secretary
may not approve a project unless it meets the re-
quirements of this subsection.

‘(2) The Secretary may not conduct more than 3
projects and may not expend, from funds under title
XVIII of the Social Security Act [this subchapter],
more than $600,000,000 in any fiscal year for all such
projects.

‘“(3) The per capita rate of payment under a
project—

‘“(A) may be based on the adjusted average per
capita cost (as defined in section 1876(a)(4) of the
Social Security Act [subsec. (a)(4) of this section])
determined only with respect to the group of indi-
viduals involved (rather than with respect to medi-
care beneficiaries generally), but

““(B) the rate of payment may not exceed the less-
er of—
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‘(1) 95 percent of the adjusted average per cap-
ita cost described in subparagraph (A), or
“(ii)(T) in the 4th year or 5th year of a project,

115 percent of the adjusted average per capita cost

(as defined in section 1876(a)(4) of such Act [sub-

sec. (a)(4) of this section]) for classes of individ-

uals described in section 1876(a)(1)(B) of that Act

[subsec. (a)(1)(B) of this section], or

‘(IT) in any subsequent year of a project, 95 per-
cent of the adjusted average per capita cost (as
defined in section 1876(a)(4) [subsec. (a)(4) of this
section]) for such classes.

‘“(4) If the payment amounts made to a project are
greater than the costs of the project (as determined
by the Secretary or, if applicable, on the basis of ad-
justed community rates described in section 1876(e)(3)
of the Social Security Act [subsec. (e)(3) of this sec-
tion]), the project—

““(A) may retain the surplus, but not to exceed 5
percent of the average adjusted per capita cost de-
termined in accordance with paragraph (3)(A), and

“(B) with respect to any additional surplus not
retained by the project, shall apply such surplus to
additional benefits for individuals served by the
project or return such surplus to the Secretary.

‘“(56) Enrollment under the project shall be vol-
untary. Individuals enrolled with the project may
terminate such enrollment as of the beginning of the
first calendar month following the date on which the
request is made for such termination. Upon such ter-
mination, such individuals shall retain the same
rights to other health benefits that such individuals
would have had if they had never enrolled with the
project without any exclusion or waiting period for
pre-existing conditions.

‘“(6) The requirements of—

““(A) subsection (c)(3)(C) (relating to dissemina-
tion of information),

‘“(B) subsection (c)(3)(E) (annual statement of
rights),

““(C) subsection (c)(b) (grievance procedures),

‘(D) subsection (c)(6) (on-going quality),

“(E) subsection (g)(6) (relating to prompt pay-
ment of claims),

“(F) subsection (1)(3)(A) and (B) (relating to ac-
cess to information and termination notices),

“(G) subsection (i)(6) (relating to providing nec-
essary services), and

“(H) subsection (i)(7) (relating to agreements
with peer review [now ‘‘quality improvement’’] or-
ganizations),

of section 1876 of the Social Security Act [this sec-
tion] shall apply to a project in the same manner as
they apply to eligible organizations with risk-sharing
contracts under such section.

‘“(7T) The benefits provided under a project must be
at least actuarially equivalent to the combination of
the benefits available under title XVIII of the Social
Security Act [this subchapter] and the benefits avail-
able through any alternative plans in which the indi-
vidual can enroll through the employer. The project
shall guarantee the actuarial value of benefits avail-
able under the employer plan for the duration of the
project.

‘“(8) A project shall comply with all applicable
State laws.

‘“(9) The Secretary may not authorize a project un-
less the entity offering the project demonstrates to
the satisfaction of the Secretary that it has the nec-
essary financial reserves to pay for any liability for
benefits under the project (including those liabilities
for health benefits under medicare and any supple-
mental benefits).

‘(10) The Comptroller General shall monitor
projects under this subsection and shall report peri-
odically (not less often than once every year) to the
Committee on Finance of the Senate and the Com-
mittee on Energy and Commerce and Committee on
Ways and Means of the House of Representatives on
the status of such projects and the effect on such
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projects of the requirements of this section and shall

submit a final report to each such committee on the

results of such projects.

“(b) PAYMENT METHODOLOGY REFORM DEMONSTRA-
TIONS PROJECTS.—

‘(1) The Secretary of Health and Human Services
(in this subsection referred to as the ‘Secretary’) is
specifically authorized to conduct demonstration
projects under this subsection for the purpose of test-
ing alternative payment methodologies pertaining to
capitation payments under title XVIII of the Social
Security Act [this subchapter], including—

‘““(A) computing adjustments to the average per
capita cost under section 1876 of such Act [this sec-
tion] on the basis of health status or prior utiliza-
tion of services, and

‘“(B) accounting for geographic variations in cost
in the adjusted average per capita costs applicable
to an eligible organization under such section
which differs from payments currently provided on
a county-by-county basis.

‘(2) No project may be conducted under this sub-
section—

‘“(A) with an entity which is not an eligible orga-
nization (as defined in section 1876(b) of the Social
Security Act [subsec. (b) of this section]), and

‘(B) unless the project meets all the require-
ments of subsections (¢) and (i)(3) of section 1876 of
such Act [subsecs. (c) and (i)(3) of this section].

‘“(83) There are authorized to be appropriated to
carry out projects under this subsection $5,000,000 in
each of fiscal years 1989 and 1990.

‘‘(c) APPLICATION OF PROVISIONS.—The provisions of
subsection (a)(2) and the first sentence of subsection (b)
of section 402 of the Social Security Amendments of
1967 [section 1395b-1(a)(2), (b) of this title] shall apply
to the demonstration projects under this section in the
same manner as they apply to experiments under sub-
section (a)(1) of that section.”

[For termination, effective May 15, 2000, of provisions
of law requiring submittal to Congress of any annual,
semiannual, or other regular periodic report listed in
House Document No. 103-7 (in which the requirement to
report not less than once every year to certain commit-
tees of Congress under section 4015(a)(10) of Pub. L.
100203, set out above, is listed on page 9), see section
3003 of Pub. L. 104-66, as amended, set out as a note
under section 1113 of Title 31, Money and Finance.]

GAO STUDY AND REPORTS ON MEDICARE CAPITATION

Section 4017 of Pub. L. 100-203 directed Comptroller
General to conduct a study on medicare capitation
rates that would include an analysis and assessment of
the current method for computing per capita rates of
payment under section 1876 of the Social Security Act
(this section), including the method for determining
the United States per capita cost; the method for estab-
lishing relative costs for geographic areas and the data
used to establish age, sex, and other weighting factors;
ways to refine the calculation of adjusted average per
capita costs under section 1876 of such Act, including
making adjustments for health status or prior utiliza-
tion of services and improvements in the definition of
geographic areas; the extent to which individuals en-
rolled with organizations with a risk-sharing contract
with the Secretary under section 1876 of such Act differ
in utilization and cost from fee-for-service beneficiaries
and ways for modifying enrollment patterns through
program changes or for reflecting the differences in
rates through group experience rating or other means;
approaches for limiting the liability of the contracting
organization under section 1876 of such Act in cata-
strophic cases; ways of establishing capitation rates on
a basis other than fee-for-service experience in areas
with high prepaid market penetration; and methods for
providing the rate levels necessary to maintain access
to quality prepaid services in rural or medically under-
served areas, while maintaining cost savings; and di-
rected Comptroller General, not later than January 1 of
1989 and 1990, to submit to Congress interim reports on
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the progress of the study and, not later than Jan. 1,
1991, a final report on the results of such study.

DEMONSTRATION PROJECTS TO PROVIDE PAYMENT ON A
PREPAID, CAPITATED BASIS FOR COMMUNITY NURSING
AND AMBULATORY CARE FURNISHED TO MEDICARE
BENEFICIARIES

Pub. L. 106-113, div. B, §1000(a)(6) [title V, §532], Nov.
29, 1999, 113 Stat. 15636, 1501A-388, as amended by Pub. L.
106-554, §1(a)(6) [title VI, §632(a)], Dec. 21, 2000, 114 Stat.
2763, 2763A-566, provided that:

‘‘(a) EXTENSION.—Notwithstanding any other provi-
sion of law, any demonstration project conducted under
section 4079 of the Omnibus Budget Reconciliation Act
of 1987 (Public Law 100-123 [Pub. L. 100-203]; 42 U.S.C.
1395mm note) and conducted for the additional period
of 2 years as provided for under section 4019 of BBA
[Pub. L. 105-33, set out as a note below], shall be con-
ducted for an additional period of 2 years.

““(b) TERMS AND CONDITIONS.—

(1) JANUARY THROUGH SEPTEMBER 2000.—For the 9-
month period beginning with January 2000, any such
demonstration project shall be conducted under the
same terms and conditions as applied to such dem-
onstration during 1999.

““(2) OCTOBER 2000 THROUGH DECEMBER 2001.—For the
15-month period beginning with October 2000, any
such demonstration project shall be conducted under
the same terms and conditions as applied to such
demonstration during 1999, except that the following
modifications shall apply:

‘“‘(A) BASIC CAPITATION RATE.—The basic capita-
tion rate paid for services covered under the project
(other than case management services) per enrollee
per month and furnished during—

‘(i) the period beginning with October 1, 2000,
and ending with December 31, 2000, shall be deter-
mined by actuarially adjusting the actual capita-
tion rate paid for such services in 1999 for infla-
tion, utilization, and other changes to the CNO
service package, and by reducing such adjusted
capitation rate by 10 percent in the case of the
demonstration sites located in Arizona, Min-
nesota, and Illinois, and 15 percent for the dem-
onstration site located in New York; and

“‘(ii) 2001 shall be determined by actuarially ad-
justing the capitation rate determined under
clause (i) for inflation, utilization, and other
changes to the CNO service package.

“(B) TARGETED CASE MANAGEMENT FEE.—Effective
October 1, 2000—

‘(i) the case management fee per enrollee per
month for—

‘() the period described in subparagraph

(A)(i) shall be determined by actuarially adjust-

ing the case management fee for 1999 for infla-

tion; and

‘(IT) 2001 shall be determined by actuarially
adjusting the amount determined under sub-
clause (I) for inflation; and

‘(i) such case management fee shall be paid
only for enrollees who are classified as mod-
erately frail or frail pursuant to criteria estab-
lished by the Secretary.

*(C) GREATER UNIFORMITY IN CLINICAL FEATURES
AMONG SITES.—Each project shall implement for
each site—

‘(i) protocols for periodic telephonic contact
with enrollees based on—

‘() the results of such standardized written
health assessment; and

‘“(IT) the application of appropriate care plan-
ning approaches;

‘“(ii) disease management programs for targeted
diseases (such as congestive heart failure, arthri-
tis, diabetes, and hypertension) that are highly
prevalent in the enrolled populations;

“(iii) systems and protocols to track enrollees
through hospitalizations, including pre-admission
planning, concurrent management during inpa-



§1395mm

tient hospital stays, and post-discharge assess-

ment, planning, and follow-up; and

‘“(iv) standardized patient educational mate-
rials for specified diseases and health conditions.
‘(D) QUALITY IMPROVEMENT.—Each project shall

implement at each site once during the 15-month

period—

‘(i) enrollee satisfaction surveys; and

‘“(i1) reporting on specified quality indicators
for the enrolled population.

‘‘(c) EVALUATION.—

‘(1) PRELIMINARY REPORT.—Not later than July 1,
2001, the Secretary of Health and Human Services
shall submit to the Committees on Ways and Means
and Commerce [now Energy and Commerce] of the
House of Representatives and the Committee on Fi-
nance of the Senate a preliminary report that—

“(A) evaluates such demonstration projects for
the period beginning July 1, 1997, and ending De-
cember 31, 1999, on a site-specific basis with respect
to the impact on per beneficiary spending, specific
health utilization measures, and enrollee satisfac-
tion; and

‘“(B) includes a similar evaluation of such
projects for the portion of the extension period that
occurs after September 30, 2000.

‘“(2) FINAL REPORT.—The Secretary shall submit a
final report to such Committees on such demonstra-
tion projects not later than July 1, 2002. Such report
shall include the same elements as the preliminary
report required by paragraph (1), but for the period
after December 31, 1999.

“(3) METHODOLOGY FOR SPENDING COMPARISONS.—
Any evaluation of the impact of the demonstration
projects on per beneficiary spending included in such
reports shall include a comparison of—

‘“(A) data for all individuals who—

‘“(i) were enrolled in such demonstration
projects as of the first day of the period under
evaluation; and

‘“(ii) were enrolled for a minimum of 6 months
thereafter; with
‘(B) data for a matched sample of individuals who

are enrolled under part B of title XVIII of the So-

cial Security Act [part B of this subchapter] and

are not enrolled in such a project, or in a

Medicare+Choice plan under part C of such title

[part C of this subchapter], a plan offered by an eli-

gible organization under section 1876 of such Act

[this section], or a health care prepayment plan

under section 1833(a)(1)(A) of such Act [section

1395(a)(1)(A) of this title].”

[Pub. L. 106-554, §1(a)(6) [title VI, §632(b)], Dec. 21,
2000, 114 Stat. 2763, 2763A-568, provided that: “The
amendments made by subsection (a) [amending section
1000(a)(6) [title V, §532] of Pub. L. 106-113, set out above]
shall be effective as if included in the enactment of sec-
tion 532 of BBRA [Pub. L. 106-113, §1000(a)(6) [title V,
§532] (113 Stat. 1501A-388).”’]

Section 4019 of Pub. L. 105-33 provided that: ‘‘Not-
withstanding any other provision of law, demonstra-
tion projects conducted under section 4079 of the Omni-
bus Budget Reconciliation Act of 1987 [Pub. L. 100-203,
set out as a note below] may be conducted for an addi-
tional period of 2 years, and the deadline for any report
required relating to the results of such projects shall be
not later than 6 months before the end of such addi-
tional period.”

Section 4079 of Pub. L. 100-203, as amended by Pub. L.
100-360, title IV, §411(h)(8), July 1, 1988, 102 Stat. 787,
provided that:

‘““(a) IN GENERAL.—The Secretary of Health and
Human Services (in this section referred to as the ‘Sec-
retary’) shall enter into an agreement with not less
than four eligible organizations submitting applica-
tions under this section to conduct demonstration
projects to provide payment on a prepaid, capitated
basis for community nursing and ambulatory care fur-
nished to any individual entitled to benefits under part
A and enrolled under part B of title XVIII of the Social
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Security Act [part A and part B of this subchapter]
(other than an individual medically determined to have
end-stage renal disease) who resides in the geographic
area served by the organization and enrolls with such
organization (in accordance with subsection (c)(2)).

“(b) DEFINITIONS OF COMMUNITY NURSING AND AMBU-
LATORY CARE AND ELIGIBLE ORGANIZATION.—As used in
this section:

‘(1) The term ‘community nursing and ambulatory
care’ means the following services:

‘“(A) Part-time or intermittent nursing care fur-
nished by or under the supervision of registered
professional nurses.

‘(B) Physical, occupational, or speech therapy.

“(C) Social and related services supportive of a
plan of ambulatory care.

‘(D) Part-time or intermittent services of a home
health aide.

‘“(B) Medical supplies (other than drugs and
biologicals) and durable medical equipment while
under a plan of care.

““(F) Medical and other health services described
in paragraphs (2)(H)(ii) and (5) through (9) of section
1861(s) of the Social Security Act [section
1395x(s)(2)(H)(ii), (5)—(9) of this title].

‘(&) Rural health clinic services described in sec-
tion 1861(aa)(1)(C) of such Act [section
1395x(aa)(1)(C) of this title].

‘““(H) Certain other related services listed in sec-
tion 1915(c)(4)(B) of such Act [section 1396n(c)(4)(B)
of this title] to the extent the Secretary finds such
services are appropriate to prevent the need for in-
stitutionalization of a patient.

‘(2) The term ‘eligible organization’ means a public
or private entity, organized under the laws of any
State, which meets the following requirements:

““(A) The entity (or a division or part of such en-
tity) is primarily engaged in the direct provision of
community nursing and ambulatory care.

‘“(B) The entity provides directly, or through ar-
rangements with other qualified personnel, the
services described in paragraph (1).

“(C) The entity provides that all nursing care (in-
cluding services of home health aids) is furnished
by or under the supervision of a registered nurse.

‘(D) The entity provides that all services are fur-
nished by qualified staff and are coordinated by a
registered professional nurse.

‘“(BE) The entity has policies governing the fur-
nishing of community nursing and ambulatory care
that are developed by registered professional nurses
in cooperation with (as appropriate) other profes-
sionals.

“(F') The entity maintains clinical records on all
patients.

“(G) The entity has protocols and procedures to
assure, when appropriate, timely referral to or con-
sultation with other health care providers or pro-
fessionals.

“(H) The entity complies with applicable State
and local laws governing the provision of commu-
nity nursing and ambulatory care to patients.

“(I) The requirements of subparagraphs (B), (D),
and (E) of section 1876(b)(2) of the Social Security
Act [42 U.S.C. 1395mm(b)(2)(B), (D), (E)].

“(c) AGREEMENTS WITH ELIGIBLE ORGANIZATIONS TO
CONDUCT DEMONSTRATION PROJECTS.—

‘(1) The Secretary may not enter into an agree-
ment with an eligible organization to conduct a dem-
onstration project under this section unless the orga-
nization meets the requirements of this subsection
and subsection (e) with respect to members enrolled
with the organization under this section.

‘“(2) The organization shall have an open enroll-
ment period for the enrollment of individuals under
this section. The duration of such period of enroll-
ment and any other requirement pertaining to enroll-
ment or termination of enrollment shall be specified
in the agreement with the organization.

‘“(3) The organization must provide to members en-
rolled with the organization under this section,
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through providers and other persons that meet the
applicable requirements of titles XVIII and XIX of
the Social Security Act [this subchapter and sub-
chapter XIX of this chapter], community nursing and
ambulatory care (as defined in subsection (b)(1))
which is generally available to individuals residing in
the geographic area served by the organization, ex-
cept that the organization may provide such mem-
bers with such additional health care services as the
members may elect, at their option, to have covered.

‘“(4) The organization must make community nurs-
ing and ambulatory care (and such other health care
services as such individuals have contracted for)
available and accessible to each individual enrolled
with the organization under this section, within the
area served by the organization, with reasonable
promptness and in a manner which assures continu-
ity.

“(b) Section 1876(c)(5) of the Social Security Act
[subsec. (¢)(5) of this section] shall apply to organiza-
tions under this section in the same manner as it ap-
plies to organizations under section 1876 of such Act.

‘“(6) The organization must have arrangements, es-
tablished in accordance with regulations of the Sec-
retary, for an ongoing quality assurance program for
health care services it provides to such individuals
under the demonstration project conducted under
this section, which program (A) stresses health out-
comes and (B) provides review by health care profes-
sionals of the process followed in the provision of
such health care services.

‘(T Under a demonstration project under this sec-
tion—

‘“(A) the Secretary could require the organization
to provide financial or other assurances (including
financial risk-sharing) that minimize the inappro-
priate substitution of other services under title
XVIII of such Act [this subchapter] for community
nursing services; and

‘Y(B) if the Secretary determines that the organi-
zation has failed to perform in accordance with the
requirements of the project (including meeting fi-
nancial responsibility requirements under the
project, any pattern of disproportionate or inappro-
priate institutionalization) the Secretary shall,
after notice, terminate the project.

‘(d) DETERMINATION OF PER CAPITA PAYMENT

RATES.—

‘(1) The Secretary shall determine for each 12-
month period in which a demonstration project is
conducted under this section, and shall announce (in
a manner intended to provide notice to interested
parties) not later than three months before the begin-
ning of such period, with respect to each eligible or-
ganization conducting a demonstration project under
this section, a per capita rate of payment for each
class of individuals who are enrolled with such orga-
nization who are entitled to benefits under part A
and enrolled under part B of title XVIII of the Social
Security Act [part A and part B of this subchapter].

‘“(2)(A) Except as provided in paragraph (3), the per
capita rate of payment under paragraph (1) shall be
determined in accordance with this paragraph.

‘“(B) The Secretary shall define appropriate classes
of members, based on age, disability status, and such
other factors as the Secretary determines to be ap-
propriate, so as to ensure actuarial equivalence. The
Secretary may add to, modify, or substitute for such
classes, if such changes will improve the determina-
tion of actuarial equivalence.

‘“(C) The per capita rate of payment under para-
graph (1) for each such class shall be equal to 95 per-
cent of the adjusted average per capita cost (as de-
fined in subparagraph (D)) for that class.

‘(D) For purposes of subparagraph (C), the term
‘adjusted average per capita cost’ means the average
per capita amount that the Secretary estimates in
advance (on the basis of actual experience, or retro-
spective actuarial equivalent based upon an adequate
sample and other information and data, in a geo-
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graphic area served by an eligible organization or in
a similar area, with appropriate adjustments to as-
sure actuarial equivalence) would be payable in any
contract year for those services covered under parts
A and B of title XVIII of the Social Security Act
[parts A and B of this subchapter] and types of ex-
penses otherwise reimbursable under such parts A
and B which are described in subparagraphs (A)
through (G) of subsection (b)(1) (including adminis-
trative costs incurred by organizations described in
sections 1816 and 1842 of such Act [sections 1395h and
1395u of this title]), if the services were to be fur-
nished by other than an eligible organization.

‘“(3) The Secretary shall, in consultation with pro-
viders, health policy experts, and consumer groups
develop capitation-based reimbursement rates for
such classes of individuals entitled to benefits under
part A and enrolled under part B of the Social Secu-
rity Act [probably means parts A and B of title XVIII
of that Act, this subchapter] as the Secretary shall
determine. Such rates shall be applied in determining
per capita rates of payment under paragraph (1) with
respect to at least one eligible organization conduct-
ing a demonstration project under this section.

““(4)(A) In the case of an eligible organization con-
ducting a demonstration project under this section,
the Secretary shall make monthly payments in ad-
vance and in accordance with the rate determined
under paragraph (2) or (3), except as provided in sub-
section (e)(3)(B), to the organization for each individ-
ual enrolled with the organization.

‘(B) The amount of payment under paragraph (2) or
(3) may be retroactively adjusted to take into ac-
count any difference between the actual number of
individuals enrolled in the plan under this section
and the number of such individuals estimated to be so
enrolled in determining the amount of the advance
payment.

‘() The payment to an eligible organization under
this section for individuals enrolled under this sec-
tion with the organization and entitled to benefits
under part A and enrolled under part B of the Social
Security Act shall be made from the Federal Hospital
Insurance Trust Fund and the Federal Supple-
mentary Medical Insurance Trust Fund established
under such Act [this chapter] in such proportions
from each such trust fund as the Secretary deems to
be fair and equitable taking into consideration bene-
fits attributable to such parts A and B, respectively.

“(6) During any period in which an individual is en-
rolled with an eligible organization conducting a
demonstration project under this section, only the el-
igible organization (and no other individual or per-
son) shall be entitled to receive payments from the
Secretary under this title [probably means title
XVIII of the Social Security Act, this subchapter] for
community nursing and ambulatory care (as defined
in subsection (b)(1)) furnished to the individual.

‘“(e) RESTRICTION ON PREMIUMS, DEDUCTIBLES, COPAY-

MENTS, AND COINSURANCE.—

‘(1) In no case may the portion of an eligible orga-
nization’s premium rate and the actuarial value of its
deductibles, coinsurance, and copayments charged
(with respect to community nursing and ambulatory
care) to individuals who are enrolled under this sec-
tion with the organization, exceed the actuarial value
of the coinsurance and deductibles that would be ap-
plicable on the average to individuals enrolled under
this section with the organization (or, if the Sec-
retary finds that adequate data are not available to
determine that actuarial value, the actuarial value of
the coinsurance and deductibles applicable on the av-
erage to individuals in the area, in the State, or in
the United States, eligible to enroll under this sec-
tion with the organization, or other appropriate data)
and entitled to benefits under part A and enrolled
under part B of the Social Security Act [probably
means parts A and B of title XVIII of that Act, this
subchapter], if they were not members of an eligible
organization.
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‘“(2) If the eligible organization provides to its
members enrolled under this section services in addi-
tion to community nursing and ambulatory care,
election of coverage for such additional services shall
be optional for such members and such organization
shall furnish such members with information on the
portion of its premium rate or other charges applica-
ble to such additional services. In no case may the
sum of—

‘“(A) the portion of such organization’s premium
rate charged, with respect to such additional serv-
ices, to members enrolled under this section, and

‘“(B) the actuarial value of its deductibles, coin-
surance, and copayments charged, with respect to
such services to such members

exceed the adjusted community rate for such services

(as defined in section 1876(e)(3) of the Social Security

Act [subsec. (e)(3) of this section]).

“(3)(A) Subject to subparagraphs (B) and (C), each
agreement to conduct a demonstration project under
this section shall provide that if—

‘(i) the adjusted community rate, referred to in
paragraph (2), for community nursing and ambula-
tory care covered under parts A and B of title XVIII
of the Social Security Act [parts A and B of this
subchapter] (as reduced for the actuarial value of
the coinsurance and deductibles under those parts)
for members enrolled under this section with the
organization,

is less than

‘‘(ii) the average of the per capita rates of pay-
ment to be made under subsection (d)(1) at the be-
ginning of the 12-month period (as determined on
such basis as the Secretary determines appropriate)
described in such subsection for members enrolled
under this section with the organization,

the eligible organization shall provide to such mem-

bers the additional benefits described in section

1876(g)(3) of the Social Security Act [subsec. (2)(3) of

this section] which are selected by the eligible orga-

nization and which the Secretary finds are at least
equal in value to the difference between that average
per capita payment and the adjusted community rate

(as so reduced).

“(B) Subparagraph (A) shall not apply with respect
to any organization which elects to receive a lesser
payment to the extent that there is no longer a dif-
ference between the average per capita payment and
adjusted community rate (as so reduced).

“(C) An organization conducting a demonstration
project under this section may provide (with the ap-
proval of the Secretary) that a part of the value of
such additional benefits under subparagraph (A) be
withheld and reserved by the Secretary as provided in
section 1876(g)(5) of the Social Security Act [subsec.
(2)(5) of this section].

‘“(4) The provisions of paragraphs (3), (5), and (6) of
section 1876(g) of the Social Security Act [subsec.
(2)(3), (5), and (6) of this section] shall apply in the
same manner to agreements under this section as
they apply to risk-sharing contracts under section
1876 of such Act, and, for this purpose, any reference
in such paragraphs to paragraph (2) is deemed a ref-
erence to paragraph (3) of this subsection.

““(5) Section 1876(e)(4) of the Social Security Act
[subsec. (e)(4) of this section] shall apply to eligible
organizations under this section in the same manner
as it applies to eligible organizations under section
1876 of such Act.

“(fy COMMENCEMENT AND DURATION OF PROJECTS.—
Each demonstration project under this section shall
begin not later than July 1, 1989, and shall be conducted
for a period of three years.

‘() REPORT.—Not later than January 1, 1992, the Sec-
retary shall submit to the Congress a report on the re-
sults of the demonstration projects conducted under
this section.”

STUDY OF AAPCC AND ACR

Section 9312(g) of Pub. L. 99-509 directed Secretary of
Health and Human Services to provide, through con-
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tract with an appropriate organization, for a study of
the methods by which the adjusted average per capita
cost (‘“‘AAPCC”, as defined in subsec. (a)(4) of this sec-
tion) can be refined to more accurately reflect the av-
erage cost of providing care to different classes of pa-
tients, and the adjusted community rate (‘‘ACR”, as
defined in subsec. (e)(3) of this section) can be refined,
with Secretary to submit to Congress, by not later than
Jan. 1, 1988, specific legislative recommendations con-
cerning methods by which the calculation of the
AAPCC and the ACR could be refined.

ALLOWING MEDICARE BENEFICIARIES TO DISENROLL AT
LOCAL SOCIAL SECURITY OFFICES

Section 9312(h) of Pub. L. 99-509 provided that: ‘“The
Secretary of Health and Human Services shall provide
that individuals enrolled with an eligible organization
under section 1876 of the Social Security Act [this sec-
tion] may disenroll, on and after June 1, 1987, at any
local office of the Social Security Administration.”

USE OF RESERVE FUNDS

Section 9312(i) of Pub. L. 99-509 provided that: ‘“‘Not-
withstanding any provision of section 1876(g)(5) of the
Social Security Act (42 U.S.C. 1395mm(g)(5)) to the con-
trary, funds reserved by an eligible organization under
such section before the date of the enactment of this
Act [Oct. 21, 1986] may be applied, at the organization’s
option, to offset the amount of any reduction in pay-
ment amounts to the organization effected under Pub-
lic Law 99-177 [Dec. 12, 1985, 99 Stat. 1037, see Tables for
classification] during fiscal year 1986.”

PHASE-IN OF ENROLLMENT PERIOD BY SECRETARY

Section 2350(a)(2) of Pub. L. 98-369 provided that:
““The Secretary of Health and Human Services may
phase in, over a period of not longer than three years,
the application of the amendments made by paragraph
(1) [amending this section] to all applicable areas in the
United States if the Secretary determines that it is not
administratively feasible to establish a single 30-day
open enrollment period for all such applicable areas be-
fore the end of the period.”

STABILIZATION FUND; ESTABLISHMENT LIMITATION;
USES; REPORT TO CONGRESS

Section 2350(b)(3), (4) of Pub. L. 98-369, as amended by
Pub. L. 100-203, title IV, §4013, Dec. 22, 1987, 101 Stat.
1330-61; Pub. L. 100-360, title IV, §411(c)(3), July 1, 1988,
102 Stat. 773, prohibited Secretary of Health and
Human Services from approving the establishment of a
stabilization fund by an eligible organization under
subsec. (g)(5) of this section for any contract period be-
ginning later than Sept. 30, 1990, and directed Secretary
to report to Congress with respect to use of stabiliza-
tion funds by eligible organizations under subsec. (g)(b)
of this section and to assess the need for such funds not
later than 54 months after July 1984, prior to repeal by
Pub. L. 101-239, title VI, §6212(c)(1), Dec. 19, 1989, 103
Stat. 2250.

STUDY OF ADDITIONAL BENEFITS SELECTED BY
ELIGIBLE ORGANIZATIONS

Section 114(d) of Pub. L. 97-248 directed Secretary of
Health and Human Services to conduct a study of the
additional benefits selected by eligible organizations
pursuant to subsec. (g)(2) of this section, with Sec-
retary to report to Congress within 24 months of the
initial effective date (as defined in subsec. (c¢)(4) of sec-
tion 114 of Pub. L. 97-248) with respect to the findings
and conclusions made as a result of such study.

STUDY EVALUATING THE EXTENT OF, AND REASONS FOR,
TERMINATION BY MEDICARE BENEFICIARIES OF MEM-
BERSHIP IN ORGANIZATIONS WITH CONTRACTS UNDER
THIS SECTION

Section 114(e) of Pub. L. 97-248 directed Secretary of
Health and Human Services to conduct a study evaluat-
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ing the extent of, and reasons for, the termination by
medicare beneficiaries of their memberships in organi-
zations with contracts under section 1876 of the Social
Security Act (this section), with Secretary to submit
an interim report to Congress, within two years after
the initial effective date (as defined in subsec. (c)(4) of
section 114 of Pub. L. 97-248), and a final report within
five years after such date containing the respective in-
terim and final findings and conclusions made as a re-
sult of such study.

REIMBURSEMENT FOR SERVICES

Section 226(b) of Pub. L. 92-603 provided that:

‘(1) Notwithstanding the provisions of section 1814
and section 1833 of the Social Security Act [sections
1395f and 1395/ of this title], any health maintenance or-
ganization which has entered into a contract with the
Secretary pursuant to section 1876 of such Act [this
section] shall, for the duration of such contract, (ex-
cept as provided in paragraph (2)) be entitled to reim-
bursement only as provided in section 1876 of such Act
[this section] for individuals who are members of such
organizations.

‘(2) With respect to individuals who are members of
organizations which have entered into a risk-sharing
contract with the Secretary pursuant to subsection
(i1)(2)(A) [of this section] prior to July 1, 1973, and who,
although eligible to have payment made pursuant to
section 1876 of such Act [this section] for services ren-
dered to them, chose (in accordance with regulations)
not to have such payment made pursuant to such sec-
tion, the Secretary shall, for a period not to exceed
three years commencing on July 1, 1973, pay to such or-
ganization on the basis of an interim per capita rate,
determined in accordance with the provisions of sec-
tion 1876(a)(2) of such Act [subsec. (a)(2) of this section],
with appropriate actuarial adjustments to reflect the
difference in utilization of out-of-plan services, which
would have been considered sufficiently reasonable and
necessary under the rules of the health maintenance
organization to be provided by that organization, be-
tween such individuals and individuals who are en-
rolled with such organization pursuant to section 1876
of such Act [this section]. Payments under this para-
graph shall be subject to retroactive adjustment at the
end of each contract year as provided in paragraph (3).

““(8) If the Secretary determines that the per capita
cost of any such organization in any contract year for
providing services to individuals described in paragraph
(2), when combined with the cost of the Federal Hos-
pital Insurance Trust Fund and the Federal Supple-
mentary Medical Insurance Trust Fund in such year for
providing out-of-plan services to such individuals, is
less than or greater than the adjusted average per cap-
ita cost (as defined in section 1876(a)(3) of such Act)
[subsec. (a)(3) of this section] of providing such serv-
ices, the resulting savings shall be apportioned between
such organization and such Trust Funds, or the result-
ing losses shall be absorbed by such organization, in
the manner prescribed in section 1876(a)(3) of such Act
[subsec. (a)(3) of this section].”

§1395nn. Limitation on certain physician refer-
rals

(a) Prohibition of certain referrals
(1) In general

Except as provided in subsection (b) of this
section, if a physician (or an immediate family
member of such physician) has a financial re-
lationship with an entity specified in para-
graph (2), then—

(A) the physician may not make a referral
to the entity for the furnishing of designated
health services for which payment otherwise
may be made under this subchapter, and

(B) the entity may not present or cause to
be presented a claim under this subchapter

TITLE 42—THE PUBLIC HEALTH AND WELFARE

§1395nn

or bill to any individual, third party payor,
or other entity for designated health serv-
ices furnished pursuant to a referral prohib-
ited under subparagraph (A).

(2) Financial relationship specified

For purposes of this section, a financial rela-
tionship of a physician (or an immediate fam-
ily member of such physician) with an entity
specified in this paragraph is—

(A) except as provided in subsections (c¢)
and (d) of this section, an ownership or in-
vestment interest in the entity, or

(B) except as provided in subsection (e) of
this section, a compensation arrangement
(as defined in subsection (h)(1) of this sec-
tion) between the physician (or an imme-
diate family member of such physician) and
the entity.

An ownership or investment interest described
in subparagraph (A) may be through equity,
debt, or other means and includes an interest
in an entity that holds an ownership or invest-
ment interest in any entity providing the des-
ignated health service.

(b) General exceptions to both ownership and

compensation arrangement prohibitions

Subsection (a)(1) of this section shall not
apply in the following cases:

(1) Physicians’ services

In the case of physicians’ services (as defined
in section 1395x(q) of this title) provided per-
sonally by (or under the personal supervision
of) another physician in the same group prac-
tice (as defined in subsection (h)(4) of this sec-
tion) as the referring physician.

(2) In-office ancillary services

In the case of services (other than durable
medical equipment (excluding infusion pumps)
and parenteral and enteral nutrients, equip-
ment, and supplies)—

(A) that are furnished—

(i) personally by the referring physician,
personally by a physician who is a member
of the same group practice as the referring
physician, or personally by individuals
who are directly supervised by the physi-
cian or by another physician in the group
practice, and

(ii)(T) in a building in which the referring
physician (or another physician who is a
member of the same group practice) fur-
nishes physicians’ services unrelated to
the furnishing of designated health serv-
ices, or

(IT) in the case of a referring physician
who is a member of a group practice, in an-
other building which is used by the group
practice—

(aa) for the provision of some or all of
the group’s clinical laboratory services,
or

(bb) for the centralized provision of the
group’s designated health services (other
than clinical laboratory services),

unless the Secretary determines other
terms and conditions under which the pro-
vision of such services does not present a
risk of program or patient abuse, and
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