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PROHIBITION AGAINST ANY FEDERAL INTERFERENCE

SeEc. 1801. [42 U.S.C. 1395] Nothing in this title shall be con-
strued to authorize any Federal officer or employee to exercise any
supervision or control over the practice of medicine or the manner
in which medical services are provided, or over the selection, ten-
ure, or compensation of any officer or employee of any institution,
agency, or person providing health services; or to exercise any su-
pervision or control over the administration or operation of any
such institution, agency, or person.

FREE CHOICE BY PATIENT GUARANTEED

SEc. 1802. [42 U.S.C. 1395a] (a) Basic FREEDOM OF CHOICE.—
Any individual entitled to insurance benefits under this title may
obtain health services from any institution, agency, or person quali-
fied to participate under this title if such institution, agency, or
person undertakes to provide him such services.

(b) USE OF PRIVATE CONTRACTS BY MEDICARE BENEFICIARIES.—

(1) IN GENERAL.—Subject to the provisions of this sub-
section, nothing in this title shall prohibit a physician or prac-
titioner from entering into a private contract with a medicare
beneficiary for any item or service—

(A) for which no claim for payment is to be submitted
under this title, and
(B) for which the physician or practitioner receives—

(i) no reimbursement under this title directly or
on a capitated basis, and

(i) receives no amount for such item or service
from an organization which receives reimbursement
for such item or service under this title directly or on
a capitated basis.

(2) BENEFICIARY PROTECTIONS.—

(A) IN GENERAL.—Paragraph (1) shall not apply to any
contract unless—

(i) the contract is in writing and is signed by the
medicare beneficiary before any item or service is pro-
vided pursuant to the contract;

(i1) the contract contains the items described in
subparagraph (B); and

(iii) the contract is not entered into at a time
when the medicare beneficiary is facing an emergency
or urgent health care situation.

(B) ITEMS REQUIRED TO BE INCLUDED IN CONTRACT.—
Any contract to provide items and services to which para-
graph (1) applies shall clearly indicate to the medicare
beneficiary that by signing such contract the beneficiary—

(i) agrees not to submit a claim (or to request that
the physician or practitioner submit a claim) under
this title for such items or services even if such items
or services are otherwise covered by this title;

(i1) agrees to be responsible, whether through in-
surance or otherwise, for payment of such items or
services and understands that no reimbursement will
be provided under this title for such items or services;
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(iii) acknowledges that no limits under this title
(including the limits under section 1848(g)) apply to
amounts that may be charged for such items or serv-
ices;

(iv) acknowledges that Medigap plans under sec-
tion 1882 do not, and other supplemental insurance
plans may elect not to, make payments for such items
and services because payment is not made under this
title; and

(v) acknowledges that the medicare beneficiary
has the right to have such items or services provided
by other physicians or practitioners for whom payment
would be made under this title.

Such contract shall also clearly indicate whether the physi-
cian or practitioner is excluded from participation under
the medicare program under section 1128.

(3) PHYSICIAN OR PRACTITIONER REQUIREMENTS.—

(A) IN GENERAL.—Paragraph (1) shall not apply to any
contract entered into by a physician or practitioner unless
an affidavit described in subparagraph (B) is in effect dur-
ing the period any item or service is to be provided pursu-
ant to the contract.

(B) AFFIDAVIT.—An affidavit is described in this sub-
paragraph if—

(1) the affidavit identifies the physician or practi-
tioner and is in writing and is signed by the physician
or practitioner;

(i) the affidavit provides that the physician or
practitioner will not submit any claim under this title
for any item or service provided to any medicare bene-
ficiary (and will not receive any reimbursement or
amount described in paragraph (1)(B) for any such
item or service) during the 2-year period beginning on
the date the affidavit is signed; and

(iii) a copy of the affidavit is filed with the Sec-
retary no later than 10 days after the first contract to
which such affidavit applies is entered into.

(C) ENFORCEMENT.—If a physician or practitioner
signing an affidavit under subparagraph (B) knowingly
and willfully submits a claim under this title for any item
or service provided during the 2-year period described in
subparagraph (B)(ii) (or receives any reimbursement or
amount described in paragraph (1)(B) for any such item or
service) with respect to such affidavit—

(i) this subsection shall not apply with respect to
any items and services provided by the physician or
practitioner pursuant to any contract on and after the
date of such submission and before the end of such pe-
riod; and

(i) no payment shall be made under this title for
any item or service furnished by the physician or prac-
titioner during the period described in clause (i) (and
no reimbursement or payment of any amount de-
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scribed in paragraph (1)(B) shall be made for any such

item or service).

(4) LIMITATION ON ACTUAL CHARGE AND CLAIM SUBMISSION
REQUIREMENT NOT APPLICABLE.—Section 1848(g) shall not
apply with respect to any item or service provided to a medi-
care beneficiary under a contract described in paragraph (1).

(5) DEFINITIONS.—In this subsection:

(A) MEDICARE BENEFICIARY.—The term “medicare ben-
eficiary” means an individual who is entitled to benefits
under part A or enrolled under part B.

(B) PHYSICIAN.—The term “physician” has the mean-
ing given such term by paragraphs (1), (2), (3), and (4) of
section 1861(r).

(C) PRACTITIONER.—The term “practitioner” has the
meaning given such term by section 1842(b)(18)(C).

OPTION TO INDIVIDUALS TO OBTAIN OTHER HEALTH INSURANCE
PROTECTION

SEC. 1803. [42 U.S.C. 1395b] Nothing contained in this title
shall be construed to preclude any State from providing, or any in-
dividual from purchasing or otherwise securing, protection against
the cost of any health services.

NOTICE OF MEDICARE BENEFITS; MEDICARE AND MEDIGAP
INFORMATION

SEC. 1804. [42 U.S.C. 1395b-2] (a) The Secretary shall pre-
pare (in consultation with groups representing the elderly and with
health insurers) and provide for distribution of a notice con-
taining—

(1) a clear, simple explanation of the benefits available
under this title and the major categories of health care for
which benefits are not available under this title,

(2) the limitations on payment (including deductibles and
coinsurance amounts) that are imposed under this title, and

(3) a description of the limited benefits for long-term care
services available under this title and generally available
under State plans approved under title XIX.

Such notice shall be mailed annually to individuals entitled to ben-
efits under part A or part B of this title and when an individual
applies for benefits under part A or enrolls under part B.

(b) The Secretary shall provide information via a toll-free tele-
phone number on the programs under this title. The Secretary
shall provide, through the toll-free telephone number 1-800-MEDI-
CARE, for a means by which individuals seeking information
about, or assistance with, such programs who phone such toll-free
number are transferred (without charge) to appropriate entities for
the provision of such information or assistance. Such toll-free num-
ber shall be the toll-free number listed for general information and
assistance in the annual notice under subsection (a) instead of the
listing of numbers of individual contractors.

(c) The notice provided under subsection (a) shall include—

(1) a statement which indicates that because errors do
occur and because medicare fraud, waste, and abuse is a sig-
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nificant problem, beneficiaries should carefully check any ex-
planation of benefits or itemized statement furnished pursuant
to section 1806 for accuracy and report any errors or question-
able charges by calling the toll-free phone number described in
paragraph (4);

(2) a statement of the beneficiary’s right to request an
itemized statement for medicare items and services (as pro-
vided in section 1806(b));

(3) a description of the program to collect information on
medicare fraud and abuse established under section 203(b) of
the Health Insurance Portability and Accountability Act of
1996; and

(4) a toll-free telephone number maintained by the Inspec-
tor General in the Department of Health and Human Services
for the receipt of complaints and information about waste,
fraud, and abuse in the provision or billing of services under
this title.

MEDICARE PAYMENT ADVISORY COMMISSION
SEc. 1805. [42 U.S.C. 1395b—6] (a) ESTABLISHMENT.—There is

hereby established as an agency of Congress the Medicare Payment
Advisory Commission (in this section referred to as the “Commis-
sion”).

(b) DUTIES.—
(1) REVIEW OF PAYMENT POLICIES AND ANNUAL REPORTS.—
The Commission shall—

(A) review payment policies under this title, including
the topics described in paragraph (2);

(B) make recommendations to Congress concerning
such payment policies;

(C) by not later than March 15, submit a report to
Congress containing the results of such reviews and its
recommendations concerning such policies; and

(D) by not later than June 15 of each year, submit a
report to Congress containing an examination of issues af-
fecting the medicare program, including the implications of
changes in health care delivery in the United States and
in the market for health care services on the medicare pro-
gram and including a review of the estimate of the conver-
sion factor submitted under section 1848(d)(1)(E)(ii), and
(beginning with 2012) containing an examination of the
topics described in paragraph (9), to the extent feasible.

(2) SPECIFIC TOPICS TO BE REVIEWED.—

(A) MEDICARE+CHOICE PROGRAM.—Specifically, the
Commission shall review, with respect to the
Medicare+Choice program under part C, the following:

(i) The methodology for making payment to plans
under such program, including the making of differen-
tial payments and the distribution of differential up-
dates among different payment areas.

(i1)) The mechanisms used to adjust payments for
risk and the need to adjust such mechanisms to take
into account health status of beneficiaries.
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(iii) The implications of risk selection both among
Medicare+Choice organizations and between the
Medicare+Choice option and the original medicare fee-
for-service option.

(iv) The development and implementation of
mechanisms to assure the quality of care for those en-
rolled with Medicare+Choice organizations.

(v) The impact of the Medicare+Choice program
on access to care for medicare beneficiaries.

(vi) Other major issues in implementation and fur-
ther development of the Medicare+Choice program.

(B) ORIGINAL MEDICARE FEE-FOR-SERVICE SYSTEM.—
Specifically, the Commission shall review payment policies
under parts A and B, including—

(i) the factors affecting expenditures for the effi-
cient provision of services in different sectors, includ-
ing the process for updating hospital, skilled nursing
facility, physician, and other fees,

(i1) payment methodologies, and

(ii1) their relationship to access and quality of care
for medicare beneficiaries.

(C) INTERACTION OF MEDICARE PAYMENT POLICIES WITH
HEALTH CARE DELIVERY GENERALLY.—Specifically, the
Commission shall review the effect of payment policies
under this title on the delivery of health care services
other than under this title and assess the implications of
changes in health care delivery in the United States and
in the general market for health care services on the medi-
care program.

(3) COMMENTS ON CERTAIN SECRETARIAL REPORTS.—If the
Secretary submits to Congress (or a committee of Congress) a
report that is required by law and that relates to payment poli-
cies under this title, the Secretary shall transmit a copy of the
report to the Commission. The Commission shall review the re-
port and, not later than 6 months after the date of submittal
of the Secretary’s report to Congress, shall submit to the ap-
propriate committees of Congress written comments on such
report. Such comments may include such recommendations as
the Commission deems appropriate.

(4) REVIEW AND COMMENT ON THE INDEPENDENT MEDICARE
ADVISORY BOARD OR SECRETARIAL PROPOSAL.—If the Inde-
pendent Medicare Advisory Board (as established under sub-
section (a) of section 1899A) or the Secretary submits a pro-
posal to the Commission under such section in a year, the
Commission shall review the proposal and, not later than
March 1 of that year, submit to the Committee on Ways and
Means and the Committee on Energy and Commerce of the
House of Representatives and the Committee on Finance of the
Senate written comments on such proposal. Such comments
may include such recommendations as the Commission deems
appropriate.

(5) AGENDA AND ADDITIONAL REVIEWS.—The Commission
shall consult periodically with the chairmen and ranking mi-
nority members of the appropriate committees of Congress re-
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garding the Commission’s agenda and progress towards achiev-
ing the agenda. The Commission may conduct additional re-
views, and submit additional reports to the appropriate com-
mittees of Congress, from time to time on such topics relating
to the program under this title as may be requested by such
chairmen and members and as the Commission deems appro-
priate.

(6) AVAILABILITY OF REPORTS.—The Commission shall
transmit to the Secretary a copy of each report submitted
under this subsection and shall make such reports available to
the public.

(7) APPROPRIATE COMMITTEES OF CONGRESS.—For purposes
of this section, the term “appropriate committees of Congress”
means the Committees on Ways and Means and Commerce of
the House of Representatives and the Committee on Finance of
the Senate.

(8) VOTING AND REPORTING REQUIREMENTS.—With respect
to each recommendation contained in a report submitted under
paragraph (1), each member of the Commission shall vote on
the recommendation, and the Commission shall include, by
member, the results of that vote in the report containing the
recommendation.

(9) EXAMINATION OF BUDGET CONSEQUENCES.—Before mak-
ing any recommendations, the Commission shall examine the
budget consequences of such recommendations, directly or
through consultation with appropriate expert entities.

(9)1 REVIEW AND ANNUAL REPORT ON MEDICAID AND COM-
MERCIAL TRENDS.—The Commission shall review and report on
aggregate trends in spending, utilization, and financial per-
formance under the Medicaid program under title XIX and the
private market for health care services with respect to pro-
viders for which, on an aggregate national basis, a significant
portion of revenue or services is associated with the Medicaid
program. Where appropriate, the Commission shall conduct
such review in consultation with the Medicaid and CHIP Pay-
ment and Access Commission established under section 1900
(in this section referred to as “MACPAC”).

(10) COORDINATE AND CONSULT WITH THE FEDERAL COORDI-
NATED HEALTH CARE OFFICE.—The Commission shall coordinate
and consult with the Federal Coordinated Health Care Office
established under section 2081 of the Patient Protection and
Affordable Care Act before making any recommendations re-
garding dual eligible individuals.

(11) INTERACTION OF MEDICAID AND MEDICARE.—The Com-
mission shall consult with MACPAC in carrying out its duties
under this section, as appropriate. Responsibility for analysis
of and recommendations to change Medicare policy regarding
Medicare beneficiaries, including Medicare beneficiaries who
are dually eligible for Medicare and Medicaid, shall rest with
the Commission. Responsibility for analysis of and rec-
ommendations to change Medicaid policy regarding Medicaid

1So0 in law. See amendments made by sections 2801(b)(3) and 3403(c)(1) of Public Law 111—
148.
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beneficiaries, including Medicaid beneficiaries who are dually
eligible for Medicare and Medicaid, shall rest with MACPAC.
(c) MEMBERSHIP.—

(1) NUMBER AND APPOINTMENT.—The Commission shall be
conriposed of 17 members appointed by the Comptroller Gen-
eral.

(2) QUALIFICATIONS.—

(A) IN GENERAL.—The membership of the Commission
shall include individuals with national recognition for their
expertise in health finance and economics, actuarial
science, health facility management, health plans and inte-
grated delivery systems, reimbursement of health facili-
ties, allopathic and osteopathic physicians, and other pro-
viders of health services, and other related fields, who pro-
vide a mix of different professionals, broad geographic rep-
resentation, and a balance between urban and rural rep-
resentatives.

(B) INCLUSION.—The membership of the Commission
shall include (but not be limited to) physicians and other
health professionals, experts in the area of pharmaco-eco-
nomics or prescription drug benefit programs, employers,
third-party payers, individuals skilled in the conduct and
interpretation of biomedical, health services, and health
economics research and expertise in outcomes and effec-
tiveness research and technology assessment. Such mem-
bership shall also include representatives of consumers
and the elderly.

(C) MAJORITY NONPROVIDERS.—Individuals who are di-
rectly involved in the provision, or management of the de-
livery, of items and services covered under this title shall
not constitute a majority of the membership of the Com-
mission.

(D) ETHICAL DISCLOSURE.—The Comptroller General
shall establish a system for public disclosure by members
of the Commission of financial and other potential conflicts
of interest relating to such members. Members of the Com-
mission shall be treated as employees of Congress for pur-
poses of applying title I of the Ethics in Government Act
of 1978 (Public Law 95-521).

(3) TERMS.—

(A) IN GENERAL.—The terms of members of the Com-
mission shall be for 3 years except that the Comptroller
General shall designate staggered terms for the members
first appointed.

(B) VACANCIES.—Any member appointed to fill a va-
cancy occurring before the expiration of the term for which
the member’s predecessor was appointed shall be ap-
pointed only for the remainder of that term. A member
may serve after the expiration of that member’s term until
a successor has taken office. A vacancy in the Commission
shall be filled in the manner in which the original appoint-
ment was made.

(4) COMPENSATION.—While serving on the business of the
Commission (including traveltime), a member of the Commis-

July 11, 2012
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sion shall be entitled to compensation at the per diem equiva-
lent of the rate provided for level IV of the Executive Schedule
under section 5315 of title 5, United States Code; and while so
serving away from home and the member’s regular place of
business, a member may be allowed travel expenses, as author-
ized by the Chairman of the Commission. Physicians serving
as personnel of the Commission may be provided a physician
comparability allowance by the Commission in the same man-
ner as Government physicians may be provided such an allow-
ance by an agency under section 5948 of title 5, United States
Code, and for such purpose subsection (i) of such section shall
apply to the Commission in the same manner as it applies to
the Tennessee Valley Authority. For purposes of pay (other
than pay of members of the Commission) and employment ben-
efits, rights, and privileges, all personnel of the Commission
%hall be treated as if they were employees of the United States
enate.

(5) CHAIRMAN; VICE CHAIRMAN.—The Comptroller General
shall designate a member of the Commission, at the time of ap-
pointment of the member as Chairman and a member as Vice
Chairman for that term of appointment, except that in the case
of vacancy of the Chairmanship or Vice Chairmanship, the
Comptroller General may designate another member for the
remainder of that member’s term.

(6) MEETINGS.—The Commission shall meet at the call of
the Chairman.

(d) DIRECTOR AND STAFF; EXPERTS AND CONSULTANTS.—Subject

to such review as the Comptroller General deems necessary to as-

sure the efficient administration of the Commission, the Commis-
sion may—

(1) employ and fix the compensation of an Executive Direc-
tor (subject to the approval of the Comptroller General) and
such other personnel as may be necessary to carry out its du-
ties (without regard to the provisions of title 5, United States
Code, governing appointments in the competitive service);

(2) seek such assistance and support as may be required
in the performance of its duties from appropriate Federal de-
partments and agencies;

(3) enter into contracts or make other arrangements, as
may be necessary for the conduct of the work of the Commis-
sion (without regard to section 3709 of the Revised Statutes
(41 U.S.C. 5));

(4) make advance, progress, and other payments which re-
late to the work of the Commission;

(5) provide transportation and subsistence for persons
serving without compensation; and

(6) prescribe such rules and regulations as it deems nec-
essary with respect to the internal organization and operation
of the Commission.

(e) POWERS.—

(1) OBTAINING OFFICIAL DATA.—The Commission may se-
cure directly from any department or agency of the United
States information necessary to enable it to carry out this sec-
tion. Upon request of the Chairman, the head of that depart-



FACOMP\SSA\TITLE18A

July 11, 2012

Sec. 1806 TITLE XVIII OF THE SOCIAL SECURITY ACT 12

ment or agency shall furnish that information to the Commis-
sion on an agreed upon schedule.

(2) DATA COLLECTION.—In order to carry out its functions,
the Commission shall—

(A) utilize existing information, both published and
unpublished, where possible, collected and assessed either
by its own staff or under other arrangements made in ac-
cordance with this section,

(B) carry out, or award grants or contracts for, original
research and experimentation, where existing information
is inadequate, and

(C) adopt procedures allowing any interested party to
submit information for the Commission’s use in making re-
ports and recommendations.

(3) ACCESS OF GAO TO INFORMATION.—The Comptroller
General shall have unrestricted access to all deliberations,
records, and nonproprietary data of the Commission, imme-
diately upon request.

(4) PERIODIC AUDIT.—The Commission shall be subject to
periodic audit by the Comptroller General.

(f) AUTHORIZATION OF APPROPRIATIONS.—

(1) REQUEST FOR APPROPRIATIONS.—The Commission shall
submit requests for appropriations in the same manner as the
Comptroller General submits requests for appropriations, but
amounts appropriated for the Commission shall be separate
from amounts appropriated for the Comptroller General.

(2) AUTHORIZATION.—There are authorized to be appro-
priated such sums as may be necessary to carry out the provi-
sions of this section. Sixty percent of such appropriation shall
be payable from the Federal Hospital Insurance Trust Fund,
and 40 percent of such appropriation shall be payable from the
Federal Supplementary Medical Insurance Trust Fund.

EXPLANATION OF MEDICARE BENEFITS

SEC. 1806. [42 U.S.C. 1395b—7]1 (a) IN GENERAL.—The Sec-
retary shall furnish to each individual for whom payment has been
made under this title (or would be made without regard to any de-
ductible) a statement which—

(1) lists the item or service for which payment has been
made and the amount of such payment for each item or serv-
ice; and

(2) includes a notice of the individual’s right to request an
itemized statement (as provided in subsection (b)).

(b) REQUEST FOR ITEMIZED STATEMENT FOR MEDICARE ITEMS
AND SERVICES.—

(1) IN GENERAL.—An individual may submit a written re-
quest to any physician, provider, supplier, or any other person
(including an organization, agency, or other entity) for an
itemized statement for any item or service provided to such in-
dividual by such person with respect to which payment has
been made under this title.

(2) 30-DAY PERIOD TO FURNISH STATEMENT.—

(A) IN GENERAL.—Not later than 30 days after the
date on which a request under paragraph (1) has been
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made, a person described in such paragraph shall furnish

an itemized statement describing each item or service pro-

vided to the individual requesting the itemized statement.
(B) PENALTY.—Whoever knowingly fails to furnish an

itemized statement in accordance with subparagraph (A)
shall be subject to a civil money penalty of not more than
$100 for each such failure. Such penalty shall be imposed
and collected in the same manner as civil money penalties
under subsection (a) of section 1128A are imposed and col-
lected under that section.

(3) REVIEW OF ITEMIZED STATEMENT.—

(A) IN GENERAL.—Not later than 90 days after the re-
ceipt of an itemized statement furnished under paragraph

(1), an individual may submit a written request for a re-

view of the itemized statement to the Secretary.

(B) SPECIFIC ALLEGATIONS.—A request for a review of
the itemized statement shall identify—
(1) specific items or services that the individual be-
lieves were not provided as claimed, or
(ii) any other billing irregularity (including dupli-
cate billing).

(4) FINDINGS OF SECRETARY.—The Secretary shall, with re-
spect to each written request submitted under paragraph (3),
determine whether the itemized statement identifies specific
items or services that were not provided as claimed or any
other billing irregularity (including duplicate billing) that has
resulted in unnecessary payments under this title.

(5) RECOVERY OF AMOUNTS.—The Secretary shall take all
appropriate measures to recover amounts unnecessarily paid
under this title with respect to a statement described in para-
graph (4).

CHRONIC CARE IMPROVEMENT
SEc. 1807. [42 U.S.C. 1395b—-81 (a) IMPLEMENTATION OF

CHRONIC CARE IMPROVEMENT PROGRAMS.—

(1) IN GENERAL.—The Secretary shall provide for the
phased-in development, testing, evaluation, and implementa-
tion of chronic care improvement programs in accordance with
this section. Each such program shall be designed to improve
clinical quality and beneficiary satisfaction and achieve spend-
ing targets with respect to expenditures under this title for tar-
geted beneficiaries with one or more threshold conditions.

(2) DEFINITIONS.—For purposes of this section:

(A) CHRONIC CARE IMPROVEMENT PROGRAM.—The term
“chronic care improvement program” means a program de-
scribed in paragraph (1) that is offered under an agree-
ment under subsection (b) or (c).

(B) CHRONIC CARE IMPROVEMENT ORGANIZATION.—The
term “chronic care improvement organization” means an
entity that has entered into an agreement under sub-
section (b) or (c) to provide, directly or through contracts
with subcontractors, a chronic care improvement program
under this section. Such an entity may be a disease man-
agement organization, health insurer, integrated delivery
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system, physician group practice, a consortium of such en-

tities, or any other legal entity that the Secretary deter-

mines appropriate to carry out a chronic care improvement
program under this section.

(C) CARE MANAGEMENT PLAN.—The term “care man-
agement plan” means a plan established under subsection
(d) for a participant in a chronic care improvement pro-
gram.

(D) THRESHOLD CONDITION.—The term “threshold con-
dition” means a chronic condition, such as congestive heart
failure, diabetes, chronic obstructive pulmonary disease
(COPD), or other diseases or conditions, as selected by the
Secretary as appropriate for the establishment of a chronic
care improvement program.

(E) TARGETED BENEFICIARY.—The term “targeted bene-
ficiary” means, with respect to a chronic care improvement
program, an individual who—

(i) is entitled to benefits under part A and enrolled

under part B, but not enrolled in a plan under part C;

(i1) has one or more threshold conditions covered
under such program; and
(ii1) has been identified under subsection (d)(1) as

a potential participant in such program.

(3) CONSTRUCTION.—Nothing in this section shall be con-
strued as—

(A) expanding the amount, duration, or scope of bene-
fits under this title;

(B) providing an entitlement to participate in a chron-
ic care improvement program under this section;

(C) providing for any hearing or appeal rights under
section 1869, 1878, or otherwise, with respect to a chronic
care improvement program under this section; or

(D) providing benefits under a chronic care improve-
ment program for which a claim may be submitted to the
Secretary by any provider of services or supplier (as de-
fined in section 1861(d)).

(b) DEVELOPMENTAL PHASE (PHASE I).—

(1) IN GENERAL.—In carrying out this section, the Sec-
retary shall enter into agreements consistent with subsection
(f) with chronic care improvement organizations for the devel-
opment, testing, and evaluation of chronic care improvement
programs using randomized controlled trials. The first such
agreement shall be entered into not later than 12 months after
the date of the enactment of this section.

(2) AGREEMENT PERIOD.—The period of an agreement
under this subsection shall be for 3 years.

(3) MINIMUM PARTICIPATION.—

(A) IN GENERAL.—The Secretary shall enter into agree-
ments under this subsection in a manner so that chronic
care improvement programs offered under this section are
offered in geographic areas that, in the aggregate, consist
of areas in which at least 10 percent of the aggregate num-
ber of medicare beneficiaries reside.
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(B) MEDICARE BENEFICIARY DEFINED.—In this para-
graph, the term “medicare beneficiary” means an indi-
vidual who is entitled to benefits under part A, enrolled
under part B, or both, and who resides in the United
States.

(4) SITE SELECTION.—In selecting geographic areas in
which agreements are entered into under this subsection, the
Secretary shall ensure that each chronic care improvement
program is conducted in a geographic area in which at least
10,000 targeted beneficiaries reside among other individuals
entitled to benefits under part A, enrolled under part B, or
both to serve as a control population.

(5) INDEPENDENT EVALUATIONS OF PHASE I PROGRAMS.—
The Secretary shall contract for an independent evaluation of
the programs conducted under this subsection. Such evaluation
shall be done by a contractor with knowledge of chronic care
management programs and demonstrated experience in the
evaluation of such programs. Each evaluation shall include an
assessment of the following factors of the programs:

(A) Quality improvement measures, such as adherence
to evidence-based guidelines and rehospitalization rates.

(B) Beneficiary and provider satisfaction.

(C) Health outcomes.

(D) Financial outcomes, including any cost savings to
the program under this title.

(¢c) EXPANDED IMPLEMENTATION PHASE (PHASE II).—

(1) IN GENERAL.—With respect to chronic care improve-
ment programs conducted under subsection (b), if the Secretary
finds that the results of the independent evaluation conducted
under subsection (b)(6) indicate that the conditions specified in
paragraph (2) have been met by a program (or components of
such program), the Secretary shall enter into agreements con-
sistent with subsection (f) to expand the implementation of the
program (or components) to additional geographic areas not
covered under the program as conducted under subsection (b),
which may include the implementation of the program on a na-
tional basis. Such expansion shall begin not earlier than 2
years after the program is implemented under subsection (b)
and not later than 6 months after the date of completion of
such program.

(2) CONDITIONS FOR EXPANSION OF PROGRAMS.—The condi-
tions specified in this paragraph are, with respect to a chronic
care improvement program conducted under subsection (b) for
a threshold condition, that the program is expected to—

(A) improve the clinical quality of care;

(B) improve beneficiary satisfaction; and

(C) achieve targets for savings to the program under
this title specified by the Secretary in the agreement with-
in a range determined to be appropriate by the Secretary,
subject to the application of budget neutrality with respect
to the program and not taking into account any payments
by the organization under the agreement under the pro-
gram for risk under subsection (f)(3)(B).
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(3) INDEPENDENT EVALUATIONS OF PHASE II PROGRAMS.—
The Secretary shall carry out evaluations of programs ex-
panded under this subsection as the Secretary determines ap-
propriate. Such evaluations shall be carried out in the similar
manner as is provided under subsection (b)(5).

(d) IDENTIFICATION AND ENROLLMENT OF PROSPECTIVE PRO-

GRAM PARTICIPANTS.—

(1) IDENTIFICATION OF PROSPECTIVE PROGRAM PARTICI-
PANTS.—The Secretary shall establish a method for identifying
targeted beneficiaries who may benefit from participation in a
chronic care improvement program.

(2) INITIAL CONTACT BY SECRETARY.—The Secretary shall
communicate with each targeted beneficiary concerning partici-
pation in a chronic care improvement program. Such commu-
nication may be made by the Secretary and shall include infor-
mation on the following:

(A) A description of the advantages to the beneficiary
in participating in a program.

(B) Notification that the organization offering a pro-
gram may contact the beneficiary directly concerning such
participation.

(C) Notification that participation in a program is vol-
untary.

(D) A description of the method for the beneficiary to
participate or for declining to participate and the method
for obtaining additional information concerning such par-
ticipation.

(3) VOLUNTARY PARTICIPATION.—A targeted beneficiary
may participate in a chronic care improvement program on a
voluntary basis and may terminate participation at any time.
(e) CHRONIC CARE IMPROVEMENT PROGRAMS.—

(1) IN GENERAL.—Each chronic care improvement program
shall—

(A) have a process to screen each targeted beneficiary
for conditions other than threshold conditions, such as im-
paired cognitive ability and co-morbidities, for the pur-
poses of developing an individualized, goal-oriented care
management plan under paragraph (2);

(B) provide each targeted beneficiary participating in
the program with such plan; and

(C) carry out such plan and other chronic care im-
provement activities in accordance with paragraph (3).

(2) ELEMENTS OF CARE MANAGEMENT PLANS.—A care man-
agement plan for a targeted beneficiary shall be developed
with the beneficiary and shall, to the extent appropriate, in-
clude the following:

(A) A designated point of contact responsible for com-
munications with the beneficiary and for facilitating com-
niunications with other health care providers under the
plan.

(B) Self-care education for the beneficiary (through ap-
proaches such as disease management or medical nutrition
therapy) and education for primary caregivers and family
members.
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(C) Education for physicians and other providers and
collaboration to enhance communication of relevant clinical
information.

(D) The use of monitoring technologies that enable pa-
tient guidance through the exchange of pertinent clinical
information, such as vital signs, symptomatic information,
and health self-assessment.

(E) The provision of information about hospice care,
pain and palliative care, and end-of-life care.

(3) CONDUCT OF PROGRAMS.—In carrying out paragraph
(1)(C) with respect to a participant, the chronic care improve-
ment organization shall—

(A) guide the participant in managing the participant’s
health (including all co-morbidities, relevant health care
services, and pharmaceutical needs) and in performing ac-
tivities as specified under the elements of the care man-
agement plan of the participant;

(B) use decision-support tools such as evidence-based
practice guidelines or other criteria as determined by the
Secretary; and

(C) develop a clinical information database to track
and monitor each participant across settings and to evalu-
ate outcomes.

(4) ADDITIONAL RESPONSIBILITIES.—

(A) OuTcOMES REPORT.—Each chronic care improve-
ment organization offering a chronic care improvement
program shall monitor and report to the Secretary, in a
manner specified by the Secretary, on health care quality,
cost, and outcomes.

(B) ADDITIONAL REQUIREMENTS.—Each such organiza-
tion and program shall comply with such additional re-
quirements as the Secretary may specify.

(5) ACCREDITATION.—The Secretary may provide that
chronic care improvement programs and chronic care improve-
ment organizations that are accredited by qualified organiza-
tions (as defined by the Secretary) may be deemed to meet
such requirements under this section as the Secretary may
specify.

(f) TERMS OF AGREEMENTS.—

(1) TERMS AND CONDITIONS.—

(A) IN GENERAL.—An agreement under this section
with a chronic care improvement organization shall con-
tain such terms and conditions as the Secretary may speci-
fy consistent with this section.

(B) CLINICAL, QUALITY IMPROVEMENT, AND FINANCIAL
REQUIREMENTS.—The Secretary may not enter into an
agreement with such an organization under this section for
i:he operation of a chronic care improvement program un-
ess—

(i) the program and organization meet the require-

ments of subsection (e) and such clinical, quality im-

provement, financial, and other requirements as the

Secretary deems to be appropriate for the targeted

beneficiaries to be served; and
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(i) the organization demonstrates to the satisfac-
tion of the Secretary that the organization is able to
assume financial risk for performance under the
agreement (as applied under paragraph (3)(B)) with
respect to payments made to the organization under
such agreement through available reserves, reinsur-
ance, withholds, or such other means as the Secretary
determines appropriate.

(2) MANNER OF PAYMENT.—Subject to paragraph (3)(B), the

payment under an agreement under—

(A) subsection (b) shall be computed on a per-member
per-month basis; or

(B) subsection (c) may be on a per-member per-month
basis or such other basis as the Secretary and organization
may agree.

(3) APPLICATION OF PERFORMANCE STANDARDS.—

(A) SPECIFICATION OF PERFORMANCE STANDARDS.—
Each agreement under this section with a chronic care im-
provement organization shall specify performance stand-
ards for each of the factors specified in subsection (c)(2),
including clinical quality and spending targets under this
title, against which the performance of the chronic care
improvement organization under the agreement is meas-
ured.

(B) ADJUSTMENT OF PAYMENT BASED ON PERFORM-
ANCE.—

(1) IN GENERAL.—Each such agreement shall pro-
vide for adjustments in payment rates to an organiza-
tion under the agreement insofar as the Secretary de-
termines that the organization failed to meet the per-
formance standards specified in the agreement under
subparagraph (A).

(ii) FINANCIAL RISK FOR PERFORMANCE.—In the
case of an agreement under subsection (b) or (c), the
agreement shall provide for a full recovery for any
amount by which the fees paid to the organization
under the agreement exceed the estimated savings to
the programs under this title attributable to imple-
mentation of such agreement.

(4) BUDGET NEUTRAL PAYMENT CONDITION.—Under this

section, the Secretary shall ensure that the aggregate sum of
medicare program benefit expenditures for beneficiaries par-
ticipating in chronic care improvement programs and funds
paid to chronic care improvement organizations under this sec-
tion, shall not exceed the medicare program benefit expendi-
tures that the Secretary estimates would have been made for
such targeted beneficiaries in the absence of such programs.

(g) FUNDING.—(1) Subject to paragraph (2), there are appro-
priated to the Secretary, in appropriate part from the Federal Hos-
pital Insurance Trust Fund and the Federal Supplementary Med-
ical Insurance Trust Fund, such sums as may be necessary to pro-
vide for agreements with chronic care improvement programs
under this section.
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(2) In no case shall the funding under this section exceed
$100,000,000 in aggregate increased expenditures under this title
(after taking into account any savings attributable to the operation
of this section) over the 3-fiscal-year period beginning on October
1, 2003.

PROVISIONS RELATING TO ADMINISTRATION

SEC. 1808. [42 U.S.C. 1395b-9] (a) COORDINATED ADMINISTRA-
TION OF MEDICARE PRESCRIPTION DRUG AND MEDICARE ADVANTAGE
PROGRAMS.—

(1) IN GENERAL.—There is within the Centers for Medicare
& Medicaid Services a center to carry out the duties described
in paragraph (3).

(2) DIRECTOR.—Such center shall be headed by a director
who shall report directly to the Administrator of the Centers
for Medicare & Medicaid Services.

(3) DuTIES.—The duties described in this paragraph are
the following:

(A) The administration of parts C and D.

(B) The provision of notice and information under sec-
tion 1804.

(C) Such other duties as the Secretary may specify.

(4) DEADLINE.—The Secretary shall ensure that the center
is carrying out the duties described in paragraph (3) by not
later than January 1, 2008.

(b) EMPLOYMENT OF MANAGEMENT STAFF.—

(1) IN GENERAL.—The Secretary may employ, within the
Centers for Medicare & Medicaid Services, such individuals as
management staff as the Secretary determines to be appro-
priate. With respect to the administration of parts C and D,
such individuals shall include individuals with private sector
expertise in negotiations with health benefits plans.

(2) EriGiBILITY.—To be eligible for employment under
paragraph (1) an individual shall be required to have dem-
onstrated, by their education and experience (either in the pub-
lic or private sector), superior expertise in at least one of the
following areas:

(A) The review, negotiation, and administration of health
care contracts.

(B) The design of health care benefit plans.

(C) Actuarial sciences.

(D) Compliance with health plan contracts.

(E) Consumer education and decision making.

(F) Any other area specified by the Secretary that requires
specialized management or other expertise.

(3) RATES OF PAYMENT.—

(A) PERFORMANCE-RELATED PAY.—Subject to subpara-
graph (B), the Secretary shall establish the rate of pay for
an individual employed under paragraph (1). Such rate
shall take into account expertise, experience, and perform-
ance.

(B) LIMITATION.—In no case may the rate of compensa-
tion determined under subparagraph (A) exceed the high-
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est rate of basic pay for the Senior Executive Service

under section 5382(b) of title 5, United States Code.
(c) MEDICARE BENEFICIARY OMBUDSMAN.—

(1) IN GENERAL.—The Secretary shall appoint within the
Department of Health and Human Services a Medicare Bene-
ficiary Ombudsman who shall have expertise and experience in
the fields of health care and education of (and assistance to)
individuals entitled to benefits under this title.

(2) DuTiES.—The Medicare Beneficiary Ombudsman
shall—

(A) receive complaints, grievances, and requests for in-
formation submitted by individuals entitled to benefits
under part A or enrolled under part B, or both, with re-
spect to any aspect of the medicare program,;

(B) provide assistance with respect to complaints,
grievances, and requests referred to in subparagraph (A),
including—

(i) assistance in collecting relevant information for
such individuals, to seek an appeal of a decision or de-
termination made by a fiscal intermediary, carrier,
MA organization, or the Secretary;

(i) assistance to such individuals with any prob-
lems arising from disenrollment from an MA plan
under part C; and

(ii1) assistance to such individuals in presenting
information under section 1839(i)(4)(C) (relating to in-
come-related premium adjustment; and
(C) submit annual reports to Congress and the Sec-

retary that describe the activities of the Office and that in-

clude such recommendations for improvement in the ad-
ministration of this title as the Ombudsman determines
appropriate.
The Ombudsman shall not serve as an advocate for any in-
creases in payments or new coverage of services, but may iden-
tify issues and problems in payment or coverage policies.

(3) WORKING WITH HEALTH INSURANCE COUNSELING PRO-
GRAMS.—To the extent possible, the Ombudsman shall work
with health insurance counseling programs (receiving funding
under section 4360 of Omnibus Budget Reconciliation Act of
1990) to facilitate the provision of information to individuals
entitled to benefits under part A or enrolled under part B, or
both regarding MA plans and changes to those plans. Nothing
in this paragraph shall preclude further collaboration between
the Ombudsman and such programs.

ADDRESSING HEALTH CARE DISPARITIES

SEC. 1809. [42 U.S.C. 1395b-10] (a) EVALUATING DATA COL-
LECTION APPROACHES.—The Secretary shall evaluate approaches
for the collection of data under this title, to be performed in con-
junction with existing quality reporting requirements and pro-
grams under this title, that allow for the ongoing, accurate, and
timely collection and evaluation of data on disparities in health
care services and performance on the basis of race, ethnicity, and
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gender. In conducting such evaluation, the Secretary shall consider
the following objectives:

(1) Protecting patient privacy.

(2) Minimizing the administrative burdens of data collec-
tion and reporting on providers and health plans participating
under this title.

(3) Improving Medicare program data on race, ethnicity,
and gender.

(b) REPORTS TO CONGRESS.—

(1) REPORT ON EVALUATION.—Not later than 18 months
after the date of the enactment of this section, the Secretary
shall submit to Congress a report on the evaluation conducted
under subsection (a). Such report shall, taking into consider-
ation the results of such evaluation—

(A) identify approaches (including defining methodolo-
gies) for identifying and collecting and evaluating data on
health care disparities on the basis of race, ethnicity, and
gender for the original Medicare fee-for-service program
under parts A and B, the Medicare Advantage program
under part C, and the Medicare prescription drug program
under part D; and

(B) include recommendations on the most effective
strategies and approaches to reporting HEDIS quality
measures as required under section 1852(e)(3) and other
nationally recognized quality performance measures, as
appropriate, on the basis of race, ethnicity, and gender.

(2) REPORTS ON DATA ANALYSES.—Not later than 4 years
after the date of the enactment of this section, and 4 years
thereafter, the Secretary shall submit to Congress a report
that includes recommendations for improving the identification
of health care disparities for Medicare beneficiaries based on
analyses of the data collected under subsection (c).

(c) IMPLEMENTING EFFECTIVE APPROACHES.—Not later than 24
months after the date of the enactment of this section, the Sec-
retary shall implement the approaches identified in the report sub-
mitted under subsection (b)(1) for the ongoing, accurate, and timely
collection and evaluation of data on health care disparities on the
basis of race, ethnicity, and gender.

PART A—HOSPITAL INSURANCE BENEFITS FOR THE AGED AND
DISABLED

DESCRIPTION OF PROGRAM

SEC. 1811. [42 U.S.C. 1395c] The insurance program for which
entitlement is established by sections 226 and 226A provides basic
protection against the costs of hospital, related post-hospital, home
health services, and hospice care in accordance with this part for
(1) individuals who are age 65 or over and are eligible for retire-
ment benefits under title II of this Act (or would be eligible for
such benefits if certain government employment were covered em-
ployment under such title) or under the railroad retirement system,
(2) individuals under age 65 who have been entitled for not less
than 24 months to benefits under title II of this Act (or would have
been so entitled to such benefits if certain government employment
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were covered employment under such title) or under the railroad

retirement system on the basis of a disability, and (3) certain indi-

viduals who do not meet the conditions specified in either clause

El 1) or (2) but who are medically determined to have end stage renal
isease.

SCOPE OF BENEFITS

SEC. 1812. [42 U.S.C. 1395d] (a) The benefits provided to an
individual by the insurance program under this part shall consist
of entitlement to have payment made on his behalf or, in the case
of payments referred to in section 1814(d)(2) to him (subject to the
provisions of this part) for—

(1) inpatient hospital services or inpatient critical access
hospital services for up to 150 days during any spell of illness
minus 1 day for each day of such services in excess of 90 re-
ceived during any preceding spell of illness (if such individual
was entitled to have payment for such services made under
this part unless he specifies in accordance with regulations of
thedS)ecretary that he does not desire to have such payment
made);

(2)(A) post-hospital extended care services for up to 100
days during any spell of illness, and (B) to the extent provided
in subsection (f), extended care services that are not post-hos-
pital extended care services;

(3) in the case of individuals not enrolled in part B, home
health services, and in the case of individuals so enrolled, post-
institutional home health services furnished during a home
}ﬁealth spell of illness for up to 100 visits during such spell of
illness;

(4) in lieu of certain other benefits, hospice care with re-
spect to the individual during up to two periods of 90 days
each and an unlimited number of subsequent periods of 60
days each with respect to which the individual makes an elec-
tion under subsection (d)(1); and

(5) for individuals who are terminally ill, have not made
an election under subsection (d)(1), and have not previously re-
ceived services under this paragraph, services that are fur-
nished by a physician (as defined in section 1861(r)(1)) who is
either the medical director or an employee of a hospice pro-
gram and that—

(A) consist of—

(i) an evaluation of the individual’s need for pain
and symptom management, including the individual’s
need for hospice care; and

(i) counseling the individual with respect to hos-
pice care and other care options; and
(B) may include advising the individual regarding ad-

vanced care planning.

(b) Payment under this part for services furnished an indi-
vidual during a spell of illness may not (subject to subsection (c))
be made for—

(1) inpatient hospital services furnished to him during
such spell after such services have been furnished to him for
150 days during such spell minus 1 day for each day of inpa-

July 11, 2012
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tient hospital services in excess of 90 received during any pre-

ceding spell of illness (if such individual was entitled to have

payment for such services made under this part unless he
specifies in accordance with regulations of the Secretary that
he does not desire to have such payment made);

(2) post-hospital extended care services furnished to him
during such spell after such services have been furnished to
him for 100 days during such spell; or

(3) inpatient psychiatric hospital services furnished to him
after such services have been furnished to him for a total of
190 days during his lifetime.

Payment under this part for post-institutional home health services
furnished an individual during a home health spell of illness may
not be made for such services beginning after such services have
been furnished for a total of 100 visits during such spell.

(¢) If an individual is an inpatient of a psychiatric hospital on
the first day of the first month for which he is entitled to benefits
under this part, the days on which he was an inpatient of such a
hospital in the 150-day period immediately before such first day
shall be included in determining the number of days limit under
subsection (b)(1) insofar as such limit applies to (1) inpatient psy-
chiatric hospital services, or (2) inpatient hospital services for an
individual who is an inpatient primarily for the diagnosis or treat-
ment of mental illness (but shall not be included in determining
such number of days limit insofar as it applies to other inpatient
hospital services or in determining the 190-day limit under sub-
section (b)(3)).

(d)(1) Payment under this part may be made for hospice care
provided with respect to an individual only during two periods of
90 days each and an unlimited number of subsequent periods of 60
days each during the individual’s lifetime and only, with respect to
each such period, if the individual makes an election under this
paragraph to receive hospice care under this part provided by, or
under arrangements made by, a particular hospice program instead
of certain other benefits under this title.

(2)(A) Except as provided in subparagraphs (B) and (C) and ex-
cept in such exceptional and unusual circumstances as the Sec-
retary may provide, if an individual makes such an election for a
period with respect to a particular hospice program, the individual
shall be deemed to have waived all rights to have payment made
under this title with respect to—

(i) hospice care provided by another hospice program
(other than under arrangements made by the particular hos-
pice program) during the period, and

(i1) services furnished during the period that are deter-
mined (in accordance with guidelines of the Secretary) to be—

(I) related to the treatment of the individual’s condi-
tion with respect to which a diagnosis of terminal illness
has been made or

(IT) equivalent to (or duplicative of) hospice care;

except that clause (ii) shall not apply to physicians’ services fur-
nished by the individual’s attending physician (if not an employee
of the hospice program) or to services provided by (or under ar-
rangements made by) the hospice program.
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(B) After an individual makes such an election with respect to
a 90-day period or a subsequent 60-day period, the individual may
revoke the election during the period, in which case—

(i) the revocation shall act as a waiver of the right to have
payment made under this part for any hospice care benefits for
the remaining time in such period and (for purposes of sub-
section (a)(4) and subparagraph (A)) the individual shall be
deemed to have been provided such benefits during such entire
period, and

(i) the individual may at any time after the revocation
execute a new election for a subsequent period, if the indi-
vidual otherwise is entitled to hospice care benefits with re-
spect to such a period.

(C) An individual may, once in each such period, change the
hospice program with respect to which the election is made and
such change shall not be considered a revocation of an election
under subparagraph (B).

(D) For purposes of this title, an individual’s election with re-
spect to a hospice program shall no longer be considered to be in
effect with respect to that hospice program after the date the indi-
vidual’s revocation or change of election with respect to that elec-
tion takes effect.

(e) For purposes of subsections (b) and (c), inpatient hospital
services, inpatient psychiatric hospital services, and post-hospital
extended care services shall be taken into account only if payment
is or would be, except for this section or the failure to comply with
the request and certification requirements of or under section
1814(a), made with respect to such services under this part.

(f)(1) The Secretary shall provide for coverage, under clause (B)
of subsection (a)(2), of extended care services which are not post-
hospital extended care services at such time and for so long as the
Secretary determines, and under such terms and conditions (de-
scribed in paragraph (2)) as the Secretary finds appropriate, that
the inclusion of such services will not result in any increase in the
total of payments made under this title and will not alter the acute
care nature of the benefit described in subsection (a)(2).

(2) The Secretary may provide—

(A) for such limitations on the scope and extent of services
described in subsection (a)(2)(B) and on the categories of indi-
viduals who may be eligible to receive such services, and

(B) notwithstanding sections 1814, 1861(v), and 1886, for
such restrictions and alternatives on the amounts and methods
of payment for services described in such subsection,

as may be necessary to carry out paragraph (1).

(g) For definition of “spell of illness”, and for definitions of

other terms used in this part, see section 1861.

DEDUCTIBLES AND COINSURANCE

SEC. 1813. [42 U.S.C. 1395e] (a)(1) The amount payable for in-
patient hospital services or inpatient critical access hospital serv-
ices furnished an individual during any spell of illness shall be re-
duced by a deduction equal to the inpatient hospital deductible or,
if less, the charges imposed with respect to such individual for such
services, except that, if the customary charges for such services are
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greater than the charges so imposed, such customary charges shall
be considered to be the charges so imposed. Such amount shall be
further reduced by a coinsurance amount equal to—

(A) one-fourth of the inpatient hospital deductible for each
day (before the 91st day) on which such individual is furnished
such services during such spell of illness after such services
have been furnished to him for 60 days during such spell; and

(B) one-half of the inpatient hospital deductible for each
day (before the day following the last day for which such indi-
vidual is entitled under section 1812(a)(1) to have payment
made on his behalf for inpatient hospital services or inpatient
critical access hospital services during such spell of illness) on
which such individual is furnished such services during such
spell of illness after such services have been furnished to him
for 90 days during such spell;

except that the reduction under this sentence for any day shall not
exceed the charges imposed for that day with respect to such indi-
vidual for such services (and for this purpose, if the customary
charges for such services are greater than the charges so imposed,
such customary charges shall be considered to be the charges so
imposed).

(2)(A) The amount payable to any provider of services under
this part for services furnished an individual shall be further re-
duced by a deduction equal to the expenses incurred for the first
three pints of whole blood (or equivalent quantities of packed red
blood cells, as defined under regulations) furnished to the indi-
vidual during each calendar year, except that such deductible for
such blood shall in accordance with regulations be appropriately re-
duced to the extent that there has been a replacement of such
blood (or equivalent quantities of packed red blood cells, as so de-
fined); and for such purposes blood (or equivalent quantities of
packed red blood cells, as so defined) furnished such individual
shall be deemed replaced when the institution or other person fur-
nishing such blood (or such equivalent quantities of packed red
blood cells, as so defined) is given one pint of blood for each pint
of blood (or equivalent quantities of packed red blood cells, as so
defined) furnished such individual with respect to which a deduc-
tion is made under this sentence.

(B) The deductible under subparagraph (A) for blood or blood
cells furnished an individual in a year shall be reduced to the ex-
tent that a deductible has been imposed under section 1833(b) to
blood or blood cells furnished the individual in the year.

(3) The amount payable for post-hospital extended care serv-
ices furnished an individual during any spell of illness shall be re-
duced by a coinsurance amount equal to one-eighth of the inpatient
hospital deductible for each day (before the 101st day) on which he
is furnished such services after such services have been furnished
to him for 20 days during such spell.

(4)(A) The amount payable for hospice care shall be reduced—

(i) in the case of drugs and biologicals provided on an out-
patient basis by (or under arrangements made by) the hospice
program, by a coinsurance amount equal to an amount (not to
exceed $5 per prescription) determined in accordance with a
drug copayment schedule (established by the hospice program)
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which is related to, and approximates 5 percent of, the cost of
the drug or biological to the program, and
(ii) in the case of respite care provided by (or under ar-
rangements made by) the hospice program, by a coinsurance
amount equal to 5 percent of the amount estimated by the hos-
pice program (in accordance with regulations of the Secretary)
to be equal to the amount of payment under section 1814(i) to
that program for respite care;
except that the total of the coinsurance required under clause (ii)
for an individual may not exceed for a hospice coinsurance period
the inpatient hospital deductible applicable for the year in which
the period began. For purposes of this subparagraph, the term
“hospice coinsurance period” means, for an individual, a period of
consecutive days beginning with the first day for which an election
under section 1812(d) is in effect for the individual and ending with
the close of the first period of 14 consecutive days on each of which
such an election is not in effect for the individual.

(B) During the period of an election by an individual under sec-
tion 1812(d)(1), no copayments or deductibles other than those
under subparagraph (A) shall apply with respect to services fur-
nished to such individual which constitute hospice care, regardless
of the setting in which such services are furnished.

(b)(1) The inpatient hospital deductible for 1987 shall be $520.
The inpatient hospital deductible for any succeeding year shall be
an amount equal to the inpatient hospital deductible for the pre-
ceding calendar year, changed by the Secretary’s best estimate of
the payment-weighted average of the applicable percentage in-
creases (as defined in section 1886(b)(3)(B)) which are applied
under section 1886(d)(3)(A) for discharges in the fiscal year that be-
gins on October 1 of such preceding calendar year, and adjusted to
reflect changes in real case mix (determined on the basis of the
most recent case mix data available). Any amount determined
under the preceding sentence which is not a multiple of $4 shall
be rounded to the nearest multiple of $4 (or, if it is midway be-
tween two multiples of $4, to the next higher multiple of $4).

(2) The Secretary shall promulgate the inpatient hospital de-
ductible and all coinsurance amounts under this section between
September 1 and September 15 of the year preceding the year to
which they will apply.

(3) The inpatient hospital deductible for a year shall apply to—

(A) the deduction under the first sentence of subsection

(a)(1) for the year in which the first day of inpatient hospital

services or inpatient critical access hospital services occurs in

a spell of illness, and

(B) to the coinsurance amounts under subsection (a) for in-
patient hospital services, inpatient critical access hospital serv-
ices and post-hospital extended care services furnished in that
year.

CONDITIONS OF AND LIMITATIONS ON PAYMENT FOR SERVICES

Requirement of Requests and Certifications

SEC. 1814. [42 U.S.C. 1395f] (a) Except as provided in sub-
sections (d) and (g) and in section 1876, payment for services fur-
July 11, 2012
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nished an individual may be made only to providers of services
which are eligible therefor under section 1866 and only if—

(1) written request, signed by such individual, except in
cases in which the Secretary finds it impracticable for the indi-
vidual to do so, is filed for such payment in such form, in such
manner, and by such person or persons as the Secretary may
by regulation prescribe, no later than the close of the period
ending 1 calendar year after the date of service;

(2) a physician, or, in the case of services described in sub-
paragraph (B), a physician, or a nurse practitioner, a clinical
nurse specialist, or a physician assistant (as those terms are
defined in section 1861(aa)(5))! who does not have a direct or
indirect employment relationship with the facility but is work-
ing in collaboration with a physician,,2 or, in the case of serv-
ices described in subparagraph (C), a physician enrolled under
section 1866(j), certifies (and recertifies, where such services
are furnished over a period of time, in such cases, with such
frequency, and accompanied by such supporting material, ap-
propriate to the case involved, as may be provided by regula-
tions, except that the first of such recertifications shall be re-
quired in each case of inpatient hospital services not later than
the 20th day of such period) that—

(A) in the case of inpatient psychiatric hospital serv-
ices, such services are or were required to be given on an
inpatient basis, by or under the supervision of a physician,
for the psychiatric treatment of an individual; and (i) such
treatment can or could reasonably be expected to improve
the condition for which such treatment is or was necessary
or (ii) inpatient diagnostic study is or was medically re-
quired and such services are or were necessary for such
purposes;

(B) in the case of post-hospital extended care services,
such services are or were required to be given because the
individual needs or needed on a daily basis skilled nursing
care (provided directly by or requiring the supervision of
skilled nursing personnel) or other skilled rehabilitation
services, which as a practical matter can only be provided
in a skilled nursing facility on an inpatient basis, for any
of the conditions with respect to which he was receiving in-
patient hospital services (or services which would con-
stitute inpatient hospital services if the institution met the
requirements of paragraphs (6) and (9) of section 1861(e))
prior to transfer to the skilled nursing facility or for a con-
dition requiring such extended care services which arose
after such transfer and while he was still in the facility for
treatment of the condition or conditions for which he was
receiving such inpatient hospital services;

(C) 1in the case of home health services, such services
are or were required because the individual is or was con-
fined to his home (except when receiving items and serv-
ices referred to in section 1861(m)(7)) and needs or needed

1The amendment made by the Patient Protection and Affordable Care Act (Public Law 111—
148) to this provision applies beginning on or after Novmber 1, 2011.
2Double comma so in law.

July 11, 2012
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skilled nursing care (other than solely venipuncture for the
purpose of obtaining a blood sample) on an intermittent
basis or physical or speech therapy or, in the case of an in-
dividual who has been furnished home health services
based on such a need and who no longer has such a need
for such care or therapy, continues or continued to need oc-
cupational therapy; a plan for furnishing such services to
such individual has been established and is periodically re-
viewed by a physician; such services are or were furnished
while the individual was under the care of a physician,
and, in the case of a certification made by a physician after

January 1, 2010, prior to making such certification the

physician must document that the physician himself or

herself, or a nurse practitioner or clinical nurse specialist

(as those terms are defined in section 1861(aa)(5)) who is

working in collaboration with the physician in accordance

with State law, or a certified nurse-midwife (as defined in
section 1861(gg)) as authorized by State law, or a physi-
cian assistant (as defined in section 1861(aa)(5)) under the
supervision of the physician, has had a face-to-face encoun-
ter (including through use of telehealth, subject to the re-
quirements in section 1834(m), and other than with re-
spect to encounters that are incident to services involved)
with the individual within a reasonable timeframe as de-
termined by the Secretary; or

(D) in the case of inpatient hospital services in connec-
tion with the care, treatment, filling, removal, or replace-
ment of teeth or structures directly supporting teeth, the
individual, because of his underlying medical condition
and clinical status or because of the severity of the dental
procedure, requires hospitalization in connection with the
provision of such services;

(3) with respect to inpatient hospital services (other than
inpatient psychiatric hospital services) which are furnished
over a period of time, a physician certifies that such services
are required to be given on an inpatient basis for such individ-
ual’s medical treatment, or that inpatient diagnostic study is
medically required and such services are necessary for such
purpose, except that (A) such certification shall be furnished
only in such cases, with such frequency, and accompanied by
such supporting material, appropriate to the cases involved, as
may be provided by regulations, and (B) the first such certifi-
cation required in accordance with clause (A) shall be fur-
nished no later than the 20th day of such period;

(4) in the case of inpatient psychiatric hospital services,
the services are those which the records of the hospital indi-
cate were furnished to the individual during periods when he
was receiving (A) intensive treatment services, (B) admission
and related services necessary for a diagnostic study, or (C)
equivalent services;

(5) with respect to inpatient hospital services furnished
such individual after the 20th day of a continuous period of
such services, there was not in effect, at the time of admission
of such individual to the hospital, a decision under section
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1866(d) (based on a finding that utilization review of long-stay
cases is not being made in such hospital);

(6) with respect to inpatient hospital services or post-hos-
pital extended care services furnished such individual during
a continuous period, a finding has not been made (by the phy-
sician members of the committee or group, as described in sec-
tion 1861(k)(4), including any finding made in the course of a
sample or other review of admissions to the institution) pursu-
ant to the system of utilization review that further inpatient
hospital services or further post-hospital extended care serv-
ices, as the case may be, are not medically necessary; except
that, if such a finding has been made, payment may be made
for such services furnished before the 4th day after the day on
which the hospital or skilled nursing facility, as the case may
be, received notice of such finding;

(7) in the case of hospice care provided an individual—

(A)() in the first 90-day period—

(I) the individual’s attending physician (as defined
in section 1861(dd)(3)(B)) (which for purposes of this
sutéparagraph does not include a nurse practitioner),
an

(IT) the medical director (or physician member of
the interdisciplinary group described in section
1861(dd)(2)(B)) of the hospice program providing (or
arranging for) the care,

each certify in writing at the beginning of the period, that

the individual is terminally ill (as defined in section

1861(dd)(3)(A)) based on the physician’s or medical direc-
tor’s clinical judgment regarding the normal course of the
individual’s illness, and

(i) in a subsequent 90- or 60-day period, the medical
director or physician described in clause (i)(II) recertifies
at the beginning of the period that the individual is termi-
nally ill based on such clinical judgment;

(B) a written plan for providing hospice care with re-
spect to such individual has been established (before such
care is provided by, or under arrangements made by, that
hospice program) and is periodically reviewed by the indi-
vidual’s attending physician and by the medical director
(and the interdisciplinary group described in section
1861(dd)(2)(B)) of the hospice program,;

(C) such care is being or was provided pursuant to
such plan of care; and

(D) on and after January 1, 2011—

(i) a hospice physician or nurse practitioner has a
face-to-face encounter with the individual to determine
continued eligibility of the individual for hospice care
prior to the 180th-day recertification and each subse-
quent recertification under subparagraph (A)(ii) and
attests that such visit took place (in accordance with
procedures established by the Secretary); and

(i1) in the case of hospice care provided an indi-
vidual for more than 180 days by a hospice program
for which the number of such cases for such program
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comprises more than a percent (specified by the Sec-
retary) of the total number of such cases for all pro-
grams under this title, the hospice care provided to
such individual is medically reviewed (in accordance

with procedures established by the Secretary); and
(8) in the case of inpatient critical access hospital services,
a physician certifies that the individual may reasonably be ex-
pected to be discharged or transferred to a hospital within 96

hours after admission to the critical access hospital.

To the extent provided by regulations, the certification and recer-
tification requirements of paragraph (2) shall be deemed satisfied
where, at a later date, a physician, nurse practitioner, clinical
nurse specialist, or physician assistant (as the case may be) makes
certification of the kind provided in subparagraph (A), (B), (C), or
(D) of paragraph (2) (whichever would have applied), but only
where such certification is accompanied by such medical and other
evidence as may be required by such regulations. With respect to
the physician certification required by paragraph (2) for home
health services furnished to any individual by a home health agen-
cy (other than an agency which is a governmental entity) and with
respect to the establishment and review of a plan for such services,
the Secretary shall prescribe regulations which shall become effec-
tive no later than July 1, 1981, and which prohibit a physician who
has a significant ownership interest in, or a significant financial or
contractual relationship with, such home health agency from per-
forming such certification and from establishing or reviewing such
plan, except that such prohibition shall not apply with respect to
a home health agency which is a sole community home health
agency (as determined by the Secretary). For purposes of the pre-
ceding sentence, service by a physician as an uncompensated officer
or director of a home health agency shall not constitute having a
significant ownership interest in, or a significant financial or con-
tractual relationship with, such agency. For purposes of paragraph
(2)(C), an individual shall be considered to be “confined to his
home” if the individual has a condition, due to an illness or injury,
that restricts the ability of the individual to leave his or her home
except with the assistance of another individual or the aid of a sup-
portive device (such as crutches, a cane, a wheelchair, or a walker),
or if the individual has a condition such that leaving his or her
home is medically contraindicated. While an individual does not
have to be bedridden to be considered “confined to his home”, the
condition of the individual should be such that there exists a nor-
mal inability to leave home and that leaving home requires a con-
siderable and taxing effort by the individual. Any absence of an in-
dividual from the home attributable to the need to receive health
care treatment, including regular absences for the purpose of par-
ticipating in therapeutic, psychosocial, or medical treatment in an
adult day-care program that is licensed or certified by a State, or
accredited, to furnish adult day-care services in the State shall not
disqualify an individual from being considered to be “confined to
his home”. Any other absence of an individual from the home shall
not so disqualify an individual if the absence is of infrequent or of
relatively short duration. For purposes of the preceding sentence,
any absence for the purpose of attending a religious service shall
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be deemed to be an absence of infrequent or short duration. In ap-
plying paragraph (1), the Secretary may specify exceptions to the
1 calendar year period specified in such paragraph.

Amount Paid to Providers

(b) The amount paid to any provider of services (other than a
hospice program providing hospice care, other than a critical access
hospital providing inpatient critical access hospital services, and
other than a home health agency with respect to durable medical
equipment) with respect to services for which payment may be
made under this part shall, subject to the provisions of sections
1813, 1886, and 1895, be—

(1) except as provided in paragraph (3), the lesser of (A)
the reasonable cost of such services, as determined under sec-
tion 1861(v) and as further limited by section 1881(b)(2)(B), or
(B) the customary charges with respect to such services;

(2) if such services are furnished by a public provider of
services, or by another provider which demonstrates to the sat-
isfaction of the Secretary that a significant portion of its pa-
tients are low-income (and requests that payment be made
under this paragraph), free of charge or at nominal charges to
the public, the amount determined on the basis of those items
(specified in regulations prescribed by the Secretary) included
in the determination of such reasonable cost which the Sec-
retary finds will provide fair compensation to such provider for
such services; or

(3) if some or all of the hospitals in a State have been re-
imbursed for services (for which payment may be made under
this part) pursuant to a reimbursement system approved as a
demonstration project under section 402 of the Social Security
Amendments of 1967 or section 222 of the Social Security
Amendments of 1972, if the rate of increase in such hospitals
in their costs per hospital inpatient admission of individuals
entitled to benefits under this part over the duration of such
project was equal to or less than such rate of increase for ad-
missions of such individuals with respect to all hospitals in the
United States during such period, and if either the State has
legislative authority to operate such system and the State
elects to have reimbursement to such hospitals made in accord-
ance with this paragraph or the system is operated through a
voluntary agreement of hospitals and such hospitals elect to
have reimbursement to those hospitals made in accordance
with  this paragraph, then, subject  to section
1886(d)(3)(B)(ix)(ITI), the Secretary may provide for continu-
ation of reimbursement to such hospitals under such system
until the Secretary determines that—

(A) a third-party payor reimburses such a hospital on

a basis other than under such system, or

(B) the aggregate rate of increase from January 1,

1981, to the most recent date for which annual data are

available in such hospitals in costs per hospital inpatient

admission of individuals entitled to benefits under this
part is greater than such rate of increase for admissions
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of such individuals with respect to all hospitals in the

United States for such period.
In the case of any State which has had such a demonstration
project reimbursement system in continuous operation since July 1,
1977, the Secretary shall provide under paragraph (3) for continu-
ation of reimbursement to hospitals in the State under such system
until the first day of the 37th month beginning after the date the
Secretary determines and notifies the Governor of the State that ei-
ther of the conditions described in subparagraph (A) or (B) of such
paragraph has occurred. If, by the end of such 36-month period, the
Secretary determines, based on evidence submitted by the Gov-
ernor of the State, that neither of the conditions described in sub-
paragraph (A) or (B) of paragraph (3) continues to apply, the Sec-
retary shall continue without interruption payment to hospitals in
the State under the State’s system. If, by the end of such 36-month
period, the Secretary determines, based on such evidence, that ei-
ther of the conditions described in subparagraph (A) or (B) of such
paragraph continues to apply, the Secretary shall (i) collect any net
excess reimbursement to hospitals in the State during such 36-
month period (basing such net excess reimbursement on the net
difference, if any, in the rate of increase in costs per hospital inpa-
tient admission under the State system compared to the rate of in-
crease in such costs with respect to all hospitals in the United
States over the 36-month period, as measured by including the cu-
mulative savings under the State system based on the difference in
the rate of increase in costs per hospital inpatient admission under
the State system as compared to the rate of increase in such costs
with respect to all hospitals in the United States between January
1, 1981, and the date of the Secretary’s initial notice), and (ii) pro-
vide a reasonable period, not to exceed 2 years, for transition from
the State system to the national payment system. For purposes of
applying paragraph (3), there shall be taken into account incentive
payments, and payment adjustments under subsection (b)(3)(B)(ix)
or (n) of section 1886.

No Payments to Federal Providers of Services

(c) Subject to section 1880, no payment may be made under
this part (except under subsection (d) or subsection (h)) to any Fed-
eral provider of services, except a provider of services which the
Secretary determines is providing services to the public generally
as a community institution or agency; and no such payment may
be made to any provider of services for any item or service which
such provider is obligated by a law of, or a contract with, the
United States to render at public expense.

Payments for Emergency Hospital Services

(d)(1) Payments shall also be made to any hospital for inpa-
tient hospital services furnished in a calendar year, by the hospital
or under arrangements (as defined in section 1861(w)) with it, to
an individual entitled to hospital insurance benefits under section
226 even though such hospital does not have an agreement in ef-
fect under this title if (A) such services were emergency services,
(B) the Secretary would be required to make such payment if the
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hospital had such an agreement in effect and otherwise met the
conditions of payment hereunder, and (C) such hospital has elected
to claim payments for all such inpatient emergency services and for
the emergency outpatient services referred to in section 1835(b)
furnished during such year. Such payments shall be made only in
the amounts provided under subsection (b) and then only if such
hospital agrees to comply, with respect to the emergency services
provided, with the provisions of section 1866(a).

(2) Payment may be made on the basis of an itemized bill to
an individual entitled to hospital insurance benefits under section
226 for services described in paragraph (1) which are emergency
services if (A) payment cannot be made under paragraph (1) solely
because the hospital does not elect to claim such payment, and (B)
such individual files application (submitted within such time and
in such form and manner and by such person, and containing and
supported by such information as the Secretary shall by regula-
tions prescribe) for reimbursement.

(3) The amounts payable under the preceding paragraph with
respect to services described therein shall, subject to the provisions
of section 1813, be equal to 60 percent of the hospital’s reasonable
charges for routine services furnished in the accommodations occu-
pied by the individual or in semiprivate accommodations (as de-
fined in section 1861(v)(4)), whichever is less, plus 80 percent of the
hospital’s reasonable charges for ancillary services. If separate
charges for routine and ancillary services are not made by the hos-
pital, reimbursement may be based on two-thirds of the hospital’s
reasonable charges for the services received but not to exceed the
charges which would have been made if the patient had occupied
semiprivate accommodations. For purposes of the preceding provi-
sions of this paragraph, the term “routine services” shall mean the
regular room, dietary, and nursing services, minor medical and sur-
gical supplies and the use of equipment and facilities for which a
separate charge is not customarily made; the term “ancillary serv-
ices” shall mean those special services for which charges are cus-
tomarily made in addition to routine services.

Payment for Inpatient Hospital Services Prior to Notification of
Noneligibility

(e) Notwithstanding that an individual is not entitled to have
payment made under this part for inpatient hospital services fur-
nished by any hospital, payment shall be made to such hospital
(unless it elects not to receive such payment or, if payment has al-
ready been made by or on behalf of such individual, fails to refund
such payment within the time specified by the Secretary) for such
services which are furnished to the individual prior to notification
to such hospital from the Secretary of his lack of entitlement, if
such payments are precluded only by reason of section 1812 and if
such hospital complies with the requirements of and regulations
under this title with respect to such payments, has acted in good
faith and without knowledge of such lack of entitlement, and has
acted reasonably in assuming entitlement existed. Payment under
the preceding sentence may not be made for services furnished an
individual pursuant to any admission after the 6th elapsed day
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(not including as an elapsed day Saturday, Sunday, or a legal holi-
day) after the day on which such admission occurred.

Payment for Certain Inpatient Hospital Services Furnished
Outside the United States

(f)(1) Payment shall be made for inpatient hospital services
furnished to an individual entitled to hospital insurance benefits
under section 226 by a hospital located outside the United States,
or under arrangements (as defined in section 1861(w)) with it, if—

(A) such individual is a resident of the United States, and

(B) such hospital was closer to, or substantially more ac-
cessible from, the residence of such individual than the nearest
hospital within the United States which was adequately
equipped to deal with, and was available for the treatment of,
such individual’s illness or injury.

(2) Payment may also be made for emergency inpatient hos-
pital services furnished to an individual entitled to hospital insur-
ance benefits under section 226 by a hospital located outside the
United States if—

(A) such individual was physically present—
(i) in a place within the United States; or
(ii) at a place within Canada while traveling without
unreasonable delay by the most direct route (as deter-
mined by the Secretary) between Alaska and another
State;
at the time the emergency which necessitated such inpatient
hospital services occurred, and
(B) such hospital was closer to, or substantially more ac-
cessible from, such place than the nearest hospital within the

United States which was adequately equipped to deal with,

and was available for the treatment of, such individual’s illness

or injury.

(3) Payment shall be made in the amount provided under sub-
section (b) to any hospital for the inpatient hospital services de-
scribed in paragraph (1) or (2) furnished to an individual by the
hospital or under arrangements (as defined in section 1861(w))
with it if (A) the Secretary would be required to make such pay-
ment if the hospital had an agreement in effect under this title and
otherwise met the conditions of payment hereunder, (B) such hos-
pital elects to claim such payment, and (C) such hospital agrees to
comply, with respect to such services, with the provisions of section
1866(a).

(4) Payment for the inpatient hospital services described in
paragraph (1) or (2) furnished to an individual entitled to hospital
insurance benefits under section 226 may be made on the basis of
an itemized bill to such individual if (A) payment for such services
cannot be made under paragraph (3) solely because the hospital
does not elect to claim such payment, and (B) such individual files
application (submitted within such time and in such form and man-
ner and by such person, and continuing and supported by such in-
formation as the Secretary shall by regulations prescribe) for reim-
bursement. The amount payable with respect to such services shall,
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subject to the provisions of section 1813, be equal to the amount
which would be payable under subsection (d)(3).

Payment for Services of a Physician Rendered in a Teaching
Hospital

(g) For purposes of services for which the reasonable cost
thereof is determined under section 1861(v)(1)(D) (or would be if
section 1886 did not apply), payment under this part shall be made
to such fund as may be designated by the organized medical staff
of the hospital in which such services were furnished or, if such
services were furnished in such hospital by the faculty of a medical
school, to such fund as may be designated by such faculty, but only
if—

(1) such hospital has an agreement with the Secretary
under section 1866, and

(2) the Secretary has received written assurances that (A)
such payment will be used by such fund solely for the improve-
ment of care of hospital patients or for educational or chari-
table purposes and (B) the individuals who were furnished
such services or any other persons will not be charged for such
services (or if charged, provision will be made for return of any
moneys incorrectly collected).

Payment for Certain Hospital Services Provided in Department of
Veterans Affairs Hospitals

(h)(1) Payments shall also be made to any hospital operated by
the Department of Veterans Affairs for inpatient hospital services
furnished in a calendar year by the hospital, or under arrange-
ments (as defined in section 1861(w)) with it, to an individual enti-
tled to hospital benefits under section 226 even though the hospital
is a Federal provider of services if (A) the individual was not enti-
tled to have the services furnished to him free of charge by the hos-
pital, (B) the individual was admitted to the hospital in the reason-
able belief on the part of the admitting authorities that the indi-
vidual was a person who was entitled to have the services fur-
nished to him free of charge, (C) the authorities of the hospital, in
admitting the individual, and the individual, acted in good faith,
and (D) the services were furnished during a period ending with
the close of the day on which the authorities operating the hospital
first became aware of the fact that the individual was not entitled
to have the services furnished to him by the hospital free of charge,
or (if later) ending with the first day on which it was medically fea-
sible to remove the individual from the hospital by discharging him
therefrom or transferring him to a hospital which has in effect an
agreement under this title.

(2) Payment for services described in paragraph (1) shall be in
an amount equal to the charge imposed by the Secretary of Vet-
erans Affairs for such services, or (if less) the amount that would
be payable for such services under subsection (b) and section 1886
(as estimated by the Secretary). Any such payment shall be made
to the entity to which payment for the services involved would have
been payable, if payment for such services had been made by the
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individual receiving the services involved (or by another private
person acting on behalf of such individual).

Payment for Hospice Care

(1)(1)(A) Subject to the limitation under paragraph (2) and the
provisions of section 1813(a)(4) and except as otherwise provided in
this paragraph, the amount paid to a hospice program with respect
to hospice care for which payment may be made under this part
shall be an amount equal to the costs which are reasonable and re-
lated to the cost of providing hospice care or which are based on
such other tests of reasonableness as the Secretary may prescribe
in regulations (including those authorized wunder section
1861(v)(1)(A)), except that no payment may be made for bereave-
ment counseling and no reimbursement may be made for other
counseling services (including nutritional and dietary counseling)
as separate services.

(B) Notwithstanding subparagraph (A), for hospice care fur-
nished on or after April 1, 1986, the daily rate of payment per day
for routine home care shall be $63.17 and the daily rate of payment
for other services included in hospice care shall be the daily rate
of payment recognized under subparagraph (A) as of July 1, 1985,
increased by $10.

(C)d) With respect to routine home care and other services in-
cluded in hospice care furnished on or after January 1, 1990, and
on or before September 30, 1990, the payment rates for such care
and services shall be 120 percent of such rates in effect as of Sep-
tember 30, 1989.

(i1) With respect to routine home care and other services in-
cluded in hospice care furnished during a subsequent fiscal year
(before the first fiscal year in which the payment revisions de-
scribed in paragraph (6)(D) are implemented), the payment rates
for such care and services shall be the payment rates in effect
under this subparagraph during the previous fiscal year increased
by—

(I) for a fiscal year ending on or before September 30,

1993, the market basket percentage increase (as defined in sec-

tion 1886(b)(3)(B)(iii)) for the fiscal year;

(IT) for fiscal year 1994, the market basket percentage in-
crease for the fiscal year minus 2.0 percentage points;

(IIT) for fiscal year 1995, the market basket percentage in-
crease for the fiscal year minus 1.5 percentage points;

(IV) for fiscal year 1996, the market basket percentage in-
crease for the fiscal year minus 1.5 percentage points;

(V) for fiscal year 1997, the market basket percentage in-
crease for the fiscal year minus 0.5 percentage point;

(VI) for each of fiscal years 1998 through 2002, the market
basket percentage increase for the fiscal year involved minus

1.0 percentage points, plus, in the case of fiscal year 2001, 5.0

percentage points; and

(VII) for a subsequent fiscal year (before the first fiscal
year in which the payment revisions described in paragraph
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(6)(D) are implemented), subject to clause (iv),,1 the market

basket percentage increase for the fiscal year.

(iii) 2 With respect to routine home care and other
services included in hospice care furnished during fis-
cal years subsequent to the first fiscal year in which
payment revisions described in paragraph (6)(D) are
implemented, the payment rates for such care and
services shall be the payment rates in effect under
this clause during the preceding fiscal year increased
by, subject to clause (iv), the market basket percent-
age increase (as defined in section 1886(b)(3)(B)(iii))
for the fiscal year.

(iv) After determining the market basket percentage increase
under clause (ii)(VII) or (iii), as applicable, with respect to fiscal
year 2013 and each subsequent fiscal year, the Secretary shall re-
duce such percentage—

(I) for 2013 and each subsequent fiscal year, by the produc-
tivity adjustment described in section 1886(b)(3)(B)(xi)(1I); and
(II) subject to clause (v), for each of fiscal years 2013
through 2019, by 0.3 percentage point.
The application of this clause may result in the market basket per-
centage increase under clause (ii)(VII) or (iii), as applicable, being
less than 0.0 for a fiscal year, and may result in payment rates
under this subsection for a fiscal year being less than such pay-
ment rates for the preceding fiscal year.

(v) Clause (iv)(II) shall be applied with respect to any of fiscal
years 2014 through 2019 by substituting “0.0 percentage points” for
“0.3 percentage point”, if for such fiscal year—

(I) the excess (if any) of—

(aa) the total percentage of the non-elderly insured
population for the preceding fiscal year (based on the most
recent estimates available from the Director of the Con-
gressional Budget Office before a vote in either House on
the Patient Protection and Affordable Care Act that, if de-
termined in the affirmative, would clear such Act for en-
rollment); over

(bb) the total percentage of the non-elderly insured
population for such preceding fiscal year (as estimated by
the Secretary); exceeds
(IT) 5 percentage points.

(2)(A) The amount of payment made under this part for hos-
pice care provided by (or under arrangements made by) a hospice
program for an accounting year may not exceed the “cap amount”
for the year (computed under subparagraph (B)) multiplied by the
number of medicare beneficiaries in the hospice program in that
year (determined under subparagraph (C)).

(B) For purposes of subparagraph (A), the “cap amount” for a
year is $6,500, increased or decreased, for accounting years that
end after October 1, 1984, by the same percentage as the percent-
age increase or decrease, respectively, in the medical care expendi-
ture category of the Consumer Price Index for All Urban Con-

1Double comma so in law.
2Margin so in law.
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sumers (United States city average), published by the Bureau of
Labor Statistics, from March 1984 to the fifth month of the ac-
counting year.

(C) For purposes of subparagraph (A), the “number of medicare
beneficiaries” in a hospice program in an accounting year is equal
to the number of individuals who have made an election under sub-
section (d) with respect to the hospice program and have been pro-
vided hospice care by (or under arrangements made by) the hospice
program under this part in the accounting year, such number re-
duced to reflect the proportion of hospice care that each such indi-
vidual was provided in a previous or subsequent accounting year
or under a plan of care established by another hospice program.

(D) A hospice program shall submit claims for payment for hos-
pice care furnished in an individual’s home under this title only on
the basis of the geographic location at which the service is fur-
nished, as determined by the Secretary.

(3) Hospice programs providing hospice care for which payment
is made under this subsection shall submit to the Secretary such
data with respect to the costs for providing such care for each fiscal
year, beginning with fiscal year 1999, as the Secretary determines
necessary.

(4) The amount paid to a hospice program with respect to the
services under section 1812(a)(5) for which payment may be made
under this part shall be equal to an amount established for an of-
fice or other outpatient visit for evaluation and management asso-
ciated with presenting problems of moderate severity and requiring
medical decisionmaking of low complexity under the fee schedule
established under section 1848(b), other than the portion of such
amount attributable to the practice expense component.

(5)1 QUALITY REPORTING.—
(A) REDUCTION IN UPDATE FOR FAILURE TO REPORT.—

(i) IN GENERAL.—For purposes of fiscal year 2014
and each subsequent fiscal year, in the case of a hos-
pice program that does not submit data to the Sec-
retary in accordance with subparagraph (C) with re-
spect to such a fiscal year, after determining the mar-
ket basket percentage increase under paragraph
(I)C)E)VII) or paragraph (1)(C)(ii), as applicable,
and after application of paragraph (1)(C)(iv), with re-
spect to the fiscal year, the Secretary shall reduce
such market basket percentage increase by 2 percent-
age points.

(i1) SPECIAL RULE.—The application of this sub-
paragraph may result in the market basket percentage
increase under paragraph (1)(C)(ii)(VII) or paragraph
(1)(C)(iii), as applicable, being less than 0.0 for a fiscal
year, and may result in payment rates under this sub-
section for a fiscal year being less than such payment
rates for the preceding fiscal year.

(B) NONCUMULATIVE APPLICATION.—Any reduction
under subparagraph (A) shall apply only with respect to
the fiscal year involved and the Secretary shall not take

1Margin so in law.

July 11, 2012
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into account such reduction in computing the payment
amount under this subsection for a subsequent fiscal year.

(C) SUBMISSION OF QUALITY DATA.—For fiscal year
2014 and each subsequent fiscal year, each hospice pro-
gram shall submit to the Secretary data on quality meas-
ures specified under subparagraph (D). Such data shall be
submitted in a form and manner, and at a time, specified
by the Secretary for purposes of this subparagraph.

(D) QUALITY MEASURES.—

(i) IN GENERAL.—Subject to clause (ii), any meas-
ure specified by the Secretary under this subpara-
graph must have been endorsed by the entity with a
contract under section 1890(a).

(ii) EXCEPTION.—In the case of a specified area or
medical topic determined appropriate by the Secretary
for which a feasible and practical measure has not
been endorsed by the entity with a contract under sec-
tion 1890(a), the Secretary may specify a measure that
is not so endorsed as long as due consideration is
given to measures that have been endorsed or adopted
by a consensus organization identified by the Sec-
retary.

(111) TIME FRAME.—Not later than October 1, 2012,
the Secretary shall publish the measures selected
under this subparagraph that will be applicable with
respect to fiscal year 2014.

(E) PUBLIC AVAILABILITY OF DATA SUBMITTED.—The
Secretary shall establish procedures for making data sub-
mitted under subparagraph (C) available to the public.
Such procedures shall ensure that a hospice program has
the opportunity to review the data that is to be made pub-
lic with respect to the hospice program prior to such data
being made public. The Secretary shall report quality
measures that relate to hospice care provided by hospice
programs on the Internet website of the Centers for Medi-
care & Medicaid Services.

(6)(A)2 The Secretary shall collect additional data and in-

formation as the Secretary determines appropriate to revise
payments for hospice care under this subsection pursuant to
subparagraph (D) and for other purposes as determined appro-
priate by the Secretary. The Secretary shall begin to collect
such data by not later than January 1, 2011.

(B) The additional data and information to be collected

under subparagraph (A) may include data and information
on—

(i) charges and payments;

(ii) the number of days of hospice care which are at-
tributable to individuals who are entitled to, or enrolled
for, benefits under part A; and

(iii) with respect to each type of service included in
hospice care—

2Margin so in law.
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(I) the number of days of hospice care attributable
to the type of service;
(IT) the cost of the type of service; and
(ITI) the amount of payment for the type of serv-
ice;
(iv) charitable contributions and other revenue of the
hospice program;
(v) the number of hospice visits;
(vi) the type of practitioner providing the visit; and
(vii) the length of the visit and other basic information
with respect to the visit.

(C) The Secretary may collect the additional data and in-
formation under subparagraph (A) on cost reports, claims, or
other mechanisms as the Secretary determines to be appro-
priate.

(D)) Notwithstanding the preceding paragraphs of this
subsection, not earlier than October 1, 2013, the Secretary
shall, by regulation, implement revisions to the methodology
for determining the payment rates for routine home care and
other services included in hospice care under this part, as the
Secretary determines to be appropriate. Such revisions may be
based on an analysis of data and information collected under
subparagraph (A). Such revisions may include adjustments to
per diem payments that reflect changes in resource intensity
in providing such care and services during the course of the en-
tire episode of hospice care.

(i1) Revisions in payment implemented pursuant to clause
(1) shall result in the same estimated amount of aggregate ex-
penditures under this title for hospice care furnished in the fis-
cal year in which such revisions in payment are implemented
as would have been made under this title for such care in such
fiscal year if such revisions had not been implemented.

(E) The Secretary shall consult with hospice programs and
the Medicare Payment Advisory Commission regarding the ad-
ditional data and information to be collected under subpara-
graph (A) and the payment revisions under subparagraph (D).
(7) In the case of hospice care provided by a hospice program

under arrangements under section 1861(dd)(5)(D) made by another
hospice program, the hospice program that made the arrangements
shall bill and be paid for the hospice care.

Elimination of Lesser-of-Cost-or-Charges Provision

(G)(1) The Ilesser-of-cost-or-charges provisions (described in
paragraph (2)) will not apply in the case of services provided by a
class of provider of services if the Secretary determines and cer-
tifies to Congress that the failure of such provisions to apply to the
services provided by that class of providers will not result in any
increase in the amount of payments made for those services under
this title. Such change will take effect with respect to services fur-
nished, or cost reporting periods of providers, on or after such date
as the Secretary shall provide in the certification. Such change for
a class of provider shall be discontinued if the Secretary deter-
mines and notifies Congress that such change has resulted in an
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increase in the amount of payments made under this title for serv-
ices provided by that class of provider.

(2) The lesser-of-cost-or-charges provisions referred to in para-
graph (1) are as follows:

(A) Clause (B) of paragraph (1) and paragraph (2) of sub-
section (b).

(B) Section 1834(a)(1)(B).

(C) So much of subparagraph (A) of section 1833(a)(2) as
provides for payment other than of the reasonable cost of such
services, as determined under section 1861(v).

(D) Subclause (II) of clause (i) and clause (ii) of section
1833(a)(2)(B).

Payments to Home Health Agencies for Durable Medical
Equipment

(k) The amount paid to any home health agency with respect
to durable medical equipment for which payment may be made
under this part shall be the amount described in section 1834(a)(1).

Payment for Inpatient Critical Access Hospital Services

(1)(1) Except as provided in the subsequent paragraphs of this
subsection, the amount of payment under this part for inpatient
critical access hospital services is equal to 101 percent of the rea-
sonable costs of the critical access hospital in providing such serv-
ices.

(2) In the case of a distinct part psychiatric or rehabilitation
unit of a critical access hospital described in section 1820(c)(2)(E),
the amount of payment for inpatient critical access hospital serv-
ices of such unit shall be equal to the amount of the payment that
would otherwise be made if such services were inpatient hospital
services of a distinct part psychiatric or rehabilitation unit, respec-
tively, described in the matter following clause (v) of section
1886(d)(1)(B).

(3)(A) The following rules shall apply in determining payment
and reasonable costs under paragraph (1) for costs described in
subparagraph (C) for a critical access hospital that would be a
meaningful EHR user (as would be determined under paragraph
(3) of section 1886(n)) for an EHR reporting period for a cost re-
porting period beginning during a payment year if such critical ac-
cess hospital was treated as an eligible hospital under such section:

(i) The Secretary shall compute reasonable costs by ex-
pensing such costs in a single payment year and not depre-
ciating such costs over a period of years (and shall include as
costs with respect to cost reporting periods beginning during a
payment year costs from previous cost reporting periods to the
extent they have not been fully depreciated as of the period in-
volved).

(i) There shall be substituted for the Medicare share that
would otherwise be applied under paragraph (1) a percent (not
to exceed 100 percent) equal to the sum of—

(I) the Medicare share (as would be specified under
paragraph (2)(D) of section 1886(n)) for such critical access
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hospital if such critical access hospital was treated as an
eligible hospital under such section; and
(IT) 20 percentage points.

(B) The payment under this paragraph with respect to a crit-
ical access hospital shall be paid through a prompt interim pay-
ment (subject to reconciliation) after submission and review of such
information (as specified by the Secretary) necessary to make such
payment, including information necessary to apply this paragraph.
In no case may payment under this paragraph be made with re-
spect to a cost reporting period beginning during a payment year
after 2015 and in no case may a critical access hospital receive pay-
ment under this paragraph with respect to more than 4 consecutive
payment years.

(C) The costs described in this subparagraph are costs for the
purchase of certified EHR technology to which purchase deprecia-
tion (excluding interest) would apply if payment was made under
paragraph (1) and not under this paragraph.

(D) For purposes of this paragraph, paragraph (4), and para-
graph (5), the terms “certified EHR technology”, “eligible hospital”,
“EHR reporting period”, and “payment year’ have the meanings
given such terms in sections 1886(n).

(4)(A) Subject to subparagraph (C), for cost reporting periods
beginning in fiscal year 2015 or a subsequent fiscal year, in the
case of a critical access hospital that is not a meaningful EHR user
(as would be determined under paragraph (3) of section 1886(n) if
such critical access hospital was treated as an eligible hospital
under such section) for an EHR reporting period with respect to
such fiscal year, paragraph (1) shall be applied by substituting the
applicable percent under subparagraph (B) for the percent de-
scribed in such paragraph (1).

(B) The percent described in this subparagraph is—

(i) for fiscal year 2015, 100.66 percent;

(i1) for fiscal year 2016, 100.33 percent; and

(ii1) for fiscal year 2017 and each subsequent fiscal year,
100 percent.

(C) The provisions of subclause (II) of section 1886(b)(3)(B)(ix)
shall apply with respect to subparagraph (A) for a critical access
hospital with respect to a cost reporting period beginning in a fiscal
year in the same manner as such subclause applies with respect to
subclause (I) of such section for a subsection (d) hospital with re-
spect to such fiscal year.

(5) There shall be no administrative or judicial review under
section 1869, section 1878, or otherwise, of—

(A) the methodology and standards for determining the
amount of payment and reasonable cost under paragraph (3)
and payment adjustments under paragraph (4), including se-
lection of periods under section 1886(n)(2) for determining, and
making estimates or using proxies of, inpatient-bed-days, hos-
pital charges, charity charges, and Medicare share under sub-
paragraph (D) of section 1886(n)(2);

(B) the methodology and standards for determining a
meaningful EHR user under section 1886(n)(3) as would apply
if the hospital was treated as an eligible hospital under section
1886(n), and the hardship exception under paragraph (4)(C);
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(C) the specification of EHR reporting periods under sec-
tion 1886(n)(6)(B) as applied under paragraphs (3) and (4); and

(D) the identification of costs for purposes of paragraph
(3)(C).

PAYMENT TO PROVIDERS OF SERVICES

SEc. 1815. [42 U.S.C. 1395g] (a) The Secretary shall periodi-
cally determine the amount which should be paid under this part
to each provider of services with respect to the services furnished
by it, and the provider of services shall be paid, at such time or
times as the Secretary believes appropriate (but not less often than
monthly) and prior to audit or settlement by the General Account-
ing Office, from the Federal Hospital Insurance Trust Fund, the
amounts so determined, with necessary adjustments on account of
previously made overpayments or underpayments; except that no
such payments shall be made to any provider unless it has fur-
nished such information as the Secretary may request in order to
determine the amounts due such provider under this part for the
period with respect to which the amounts are being paid or any
prior period.

(b) No payment shall be made to a provider of services which
is a hospital for or with respect to services furnished by it for any
period with respect to which it is deemed, under section 1861(w)(2),
to have in effect an arrangement with a quality improvement orga-
nization for the conduct of utilization review activities by such or-
ganization unless such hospital has paid to such organization the
amount due (as determined pursuant to such section) to such orga-
nization for the review activities conducted by it pursuant to such
arrangements or such hospital has provided assurances satisfactory
to the Secretary that such organization will promptly be paid the
amount so due to it from the proceeds of the payment claimed by
the hospital. Payment under this title for utilization review activi-
ties provided by a quality improvement organization pursuant to
an arrangement or deemed arrangement with a hospital under sec-
tion 1861(w)(2) shall be calculated without any requirement that
the reasonable cost of such activities be apportioned among the pa-
tients of such hospital, if any, to whom such activities were not ap-
plicable.

(c) No payment which may be made to a provider of services
under this title for any service furnished to an individual shall be
made to any other person under an assignment or power of attor-
ney; but nothing in this subsection shall be construed (1) to prevent
the making of such a payment in accordance with an assignment
from the provider if such assignment is made to a governmental
agency or entity or is established by or pursuant to the order of a
court of competent jurisdiction, or (2) to preclude an agent of the
provider of services from receiving any such payment if (but only
if) such agent does so pursuant to an agency agreement under
which the compensation to be paid to the agent for his services for
or in connection with the billing or collection of payments due such
provider under this title is unrelated (directly or indirectly) to the
amount of such payments or the billings therefor, and is not de-
pendent upon the actual collection of any such payment.
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(d) Whenever a final determination is made that the amount
of payment made under this part to a provider of services was in
excess of or less than the amount of payment that is due, and pay-
ment of such excess or deficit is not made (or effected by offset)
within 30 days of the date of the determination, interest shall ac-
crue on the balance of such excess or deficit not paid or offset (to
the extent that the balance is owed by or owing to the provider)
at a rate determined in accordance with the regulations of the Sec-
retary of the Treasury applicable to charges for late payments.

(e)(1) The Secretary shall provide payment under this part for
inpatient hospital services furnished by a subsection (d) hospital
(as defined in section 1886(d)(1)(B), and including a distinct psy-
chiatric or rehabilitation unit of such a hospital) and a subsection
(d) Puerto Rico hospital (as defined in section 1886(d)(9)(A)) on a
periodic interim payment basis (rather than on the basis of bills ac-
tually submitted) in the following cases:

(A) Upon the request of a hospital which is paid through
an agency or organization with an agreement with the Sec-
retary under section 1816, if the agency or organization, for
three consecutive calendar months, fails to meet the require-
ments of subsection (c)(2) of such section and if the hospital
meets the requirements (in effect as of October 1, 1986) appli-
cable to payment on such a basis, until such time as the agen-
¢y or organization meets such requirements for three consecu-
tive calendar months.

(B) In the case of a hospital that—

(i) has a disproportionate share adjustment percentage

(as established in clause (iv) of such section) of at least 5.1

percent (as computed for purposes of establishing the aver-

age standardized amounts for discharges occurring during
fiscal year 1987), and
(i1) requests payment on such basis,

but only if the hospital was being paid for inpatient hospital

services on such a periodic interim payment basis as of June

30, 1987, and continues to meet the requirements (in effect as

of October 1, 1986) applicable to payment on such a basis.

(C) In the case of a hospital that—

(1) is located in a rural area,
(i1) has 100 or fewer beds, and
(iii) requests payment on such basis,

but only if the hospital was being paid for inpatient hospital

services on such a periodic interim payment basis as of June

30, 1987, and continues to meet the requirements (in effect as

of October 1, 1986) applicable to payment on such a basis.

(2) The Secretary shall provide (or continue to provide) for pay-
ment on a periodic interim payment basis (under the standards es-
tablished under section 405.454(j) of title 42, Code of Federal Regu-
lations, as in effect on October 1, 1986, in the cases described in
subparagraphs (A) through (D)) with respect to—

(A) inpatient hospital services of a hospital that is not a
subsection (d) hospital (as defined in section 1886(d)(1)(B));

(B) a hospital which is receiving payment under a State
hospital reimbursement system under section 1814(b)(3) or
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1886(c), if payment on a periodic interim payment basis is an

integral part of such reimbursement system;

(C) extended care services;

(D) hospice care; and

(E) inpatient critical access hospital services;

if the provider of such services elects to receive, and qualifies for,
such payments.

(3) In the case of a subsection (d) hospital or a subsection (d)
Puerto Rico hospital (as defined for purposes of section 1886) which
has significant cash flow problems resulting from operations of its
intermediary or from unusual circumstances of the hospital’s oper-
ation, the Secretary may make available appropriate accelerated
payments.

(4) A hospital created by the merger or consolidation of 2 or
more hospitals or hospital campuses shall be eligible to receive
%)e)lzg);ii;; interim payment on the basis described in paragraph

1 if—

(A) at least one of the hospitals or campuses received peri-
odic interim payment on such basis prior to the merger or con-
solidation; and

(B) the merging or consolidating hospitals or campuses
would each meet the requirement of paragraph (1)(B)() if such
hospitals or campuses were treated as independent hospitals
for purposes of this title.

PROVISIONS RELATING TO THE ADMINISTRATION OF PART A

SEC. 1816. [42 U.S.C. 1395h] (a) The administration of this
part shall be conducted through contracts with medicare adminis-
trative contractors under section 1874A.

[(b) repealed]

(e)[(1) repealed]

(2)(A) Each contract under section 1874A that provides for
making payments under this part shall provide that payment shall
be issued, mailed, or otherwise transmitted with respect to not less
than 95 percent of all claims submitted under this title—

(i) which are clean claims, and

(ii) for which payment is not made on a periodic interim
payment basis,

within the applicable number of calendar days after the date on
which the claim is received.

(B) In this paragraph:

(i) The term “clean claim” means a claim that has no de-
fect or impropriety (including any lack of any required substan-
tiating documentation) or particular circumstance requiring
special treatment that prevents timely payment from being
made on the claim under this title.

(ii)) The term “applicable number of calendar days”
means—

(I) with respect to claims received in the 12-month pe-
riod beginning October 1, 1986, 30 calendar days,

(II) with respect to claims received in the 12-month
period beginning October 1, 1987, 26 calendar days,

(ITT) with respect to claims received in the 12-month
period beginning October 1, 1988, 25 calendar days,
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(IV) with respect to claims received in the 12-month
period beginning October 1, 1989, and claims received in
any succeeding 12-month period ending on or before Sep-
tember 30, 1993, 24 calendar days, and

(V) with respect to claims received in the 12-month pe-
riod beginning October 1, 1993, and claims received in any
succeeding 12-month period, 30 calendar days.

(C) If payment is not issued, mailed, or otherwise transmitted
within the applicable number of calendar days (as defined in clause
(i) of subparagraph (B)) after a clean claim (as defined in clause
(i) of such subparagraph) is received from a hospital, critical access
hospital, skilled nursing facility, home health agency, hospice pro-
gram, comprehensive outpatient rehabilitation facility, or rehabili-
tation agency that is not receiving payments on a periodic interim
payment basis with respect to such services, interest shall be paid
at the rate used for purposes of section 3902(a) of title 31, United
States Code (relating to interest penalties for failure to make
prompt payments) for the period beginning on the day after the re-
qui(lied payment date and ending on the date on which payment is
made.

(3)(A) Each contract under section 1874A that provides for
making payments under this part shall provide that no payment
shall be issued, mailed, or otherwise transmitted with respect to
any claim submitted under this title within the applicable number
of calendar days after the date on which the claim is received.

(B) In this paragraph, the term “applicable number of calendar
days” means—

(i) with respect to claims submitted electronically as pre-
scribed by the Secretary, 13 days, and

(i) with respect to claims submitted otherwise, 28 days.
[(d)-(3) repealed]

() A contract with a medicare administrative contractor under
section 1874A with respect to the administration of this part shall
require that, with respect to a claim for home health services, ex-
tended care services, or post-hospital extended care services sub-
mitted by a provider to such medicare administrative contractor
that is denied, such medicare administrative contractor—

(1) furnish the provider and the individual with respect to
whom the claim is made with a written explanation of the de-
nial and of the statutory or regulatory basis for the denial; and

(2) in the case of a request for reconsideration of a denial,
promptly notify such individual and the provider of the disposi-
tion of such reconsideration.

(k) A contract with a medicare administrative contractor under
section 1874A with respect to the administration of this part shall
require that such medicare administrative contractor submit an an-
nual report to the Secretary describing the steps taken to recover
payments made for items or services for which payment has been
or could be made under a primary plan (as defined in section
1862(b)(2)(A)).

FEDERAL HOSPITAL INSURANCE TRUST FUND

SEC. 1817. [42 U.S.C. 1395i] (a) There is hereby created on
the books of the Treasury of the United States a trust fund to be
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known as the “Federal Hospital Insurance Trust Fund” (hereinafter
in this section referred to as the “Trust Fund”). The Trust Fund
shall consist of such gifts and bequests as may be made as provided
in section 201(i)(1), and such amounts as may be deposited in, or
appropriated to, such fund as provided in this part. There are here-
by appropriated to the Trust Fund for the fiscal year ending June
30, 1966, and for each fiscal year thereafter, out of any moneys in
the Treasury not otherwise appropriated, amounts equivalent to
100 per centum of—

(1) the taxes imposed by sections 3101(b) and 3111(b) of
the Internal Revenue Code of 1954 with respect to wages re-
ported to the Secretary of the Treasury or his delegate pursu-
ant to subtitle F of such Code after December 31, 1965, as de-
termined by the Secretary of the Treasury by applying the ap-
plicable rates of tax under such sections to such wages, which
wages shall be certified by the Commissioner of Social Security
on the basis of records of wages established and maintained by
the Commissioner of Social Security in accordance with such
reports; and

(2) the taxes imposed by section 1401(b) of the Internal
Revenue Code of 1954 with respect to self-employment income
reported to the Secretary of the Treasury or his delegate on tax
returns under subtitle F of such Code, as determined by the
Secretary of the Treasury by applying the applicable rate of
tax under such section to such self-employment income, which
self-employment income shall be certified by the Commissioner
of Social Security on the basis of records of self-employment es-
tablished and maintained by the Commissioner of Social Secu-
rity in accordance with such returns.

The amounts appropriated by the preceding sentence shall be
transferred from time to time from the general fund in the Treas-
ury to the Trust Fund, such amounts to be determined on the basis
of estimates by the Secretary of the Treasury of the taxes, specified
in the preceding sentence, paid to or deposited into the Treasury;
and proper adjustments shall be made in amounts subsequently
transferred to the extent prior estimates were in excess of or were
less than the taxes specified in such sentence.

(b) With respect to the Trust Fund, there is hereby created a
body to be known as the Board of Trustees of the Trust Fund (here-
inafter in this section referred to as the “Board of Trustees”) com-
posed of the Commissioner of Social Security, the Secretary of the
Treasury, the Secretary of Labor, and the Secretary of Health and
Human Services, all ex officio, and of two members of the public
(both of whom may not be from the same political party), who shall
be nominated by the President for a term of four years and subject
to confirmation by the Senate. A member of the Board of Trustees
serving as a member of the public and nominated and confirmed
to fill a vacancy occurring during a term shall be nominated and
confirmed only for the remainder of such term. An individual nomi-
nated and confirmed as a member of the public may serve in such
position after the expiration of such member’s term until the ear-
lier of the time at which the member’s successor takes office or the
time at which a report of the Board is first issued under paragraph
(2) after the expiration of the member’s term. The Secretary of the
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Treasury shall be the Managing Trustee of the Board of Trustees
(hereinafter in this section referred to as the “Managing Trustee”).
The Administrator of the Centers for Medicare & Medicaid Services
shall serve as the Secretary of the Board of Trustees. The Board
of Trustees shall meet not less frequently than once each calendar
year. It shall be the duty of the Board of Trustees to—

(1) Hold the Trust Fund,

(2) Report to the Congress not later than the first day of

April of each year on the operation and status of the Trust

Fund during the preceding fiscal year and on its expected oper-

ation and status during the current fiscal year and the next 2

fiscal years; Each report provided under paragraph (2) begin-

ning with the report in 2005 shall include the information
specified in section 801(a) of the Medicare Prescription Drug,

Improvement, and Modernization Act of 2003.1

(3) Report immediately to the Congress whenever the
Board is of the opinion that the amount of the Trust Fund is
unduly small; and

(4) Review the general policies followed in managing the

Trust Fund, and recommend changes in such policies, includ-

ing necessary changes in the provisions of law which govern

the way in which the Trust Fund is to be managed.

The report provided for in paragraph (2) shall include a statement
of the assets of, and the disbursements made from, the Trust Fund
during the preceding fiscal year, an estimate of the expected in-
come to, and disbursements to be made from, the Trust Fund dur-
ing the current fiscal year and each of the next 2 fiscal years, and
a statement of the actuarial status of the Trust Fund. Such report
shall also include an actuarial opinion by the Chief Actuary of the
Centers for Medicare & Medicaid Services certifying that the tech-
niques and methodologies used are generally accepted within the
actuarial profession and that the assumptions and cost estimates
used are reasonable. Such report shall be printed as a House docu-
ment of the session of the Congress to which the report is made.
A person serving on the Board of Trustees shall not be considered
to be a fiduciary and shall not be personally liable for actions taken
in such capacity with respect to the Trust Fund.

(c) It shall be the duty of the Managing Trustee to invest such
portion of the Trust Fund as is not, in his judgment, required to
meet current withdrawals. Such investments may be made only in
interest-bearing obligations of the United States or in obligations
guaranteed as to both principal and interest by the United States.
For such purpose such obligations may be acquired (1) on original
issue at the issue price, or (2) by purchase of outstanding obliga-
tions at the market price. The purposes for which obligations of the
United States may be issued under chapter 31 of title 31, United
States Code, are hereby extended to authorize the issuance at par
of public-debt obligations for purchase by the Trust Fund. Such ob-
ligations issued for purchase by the Trust Fund shall have matu-
rities fixed with due regard for the needs of the Trust Fund and
shall bear interest at a rate equal to the average market yield

1So0 in law. See amendment made to paragraph (2) by section 801(d)(1) of P.L. 108-173 (117
Stat. 2359).
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(computed by the Managing Trustee on the basis of market
quotations as of the end of the calendar month next preceding the
date of such issue) on all marketable interest-bearing obligations of
the United States then forming a part of the public debt which are
not due or callable until after the expiration of 4 years from the
end of such calendar month; except that where such average mar-
ket yield is not a multiple of one-eighth of 1 per centum, the rate
of interest on such obligations shall be the multiple of one-eighth
of 1 per centum nearest such market yield. The Managing Trustee
may purchase other interest-bearing obligations of the United
States or obligations guaranteed as to both principal and interest
by the United States, on original issue or at the market price, only
where he determines that the purchase of such other obligations is
in the public interest.

(d) Any obligations acquired by the Trust Fund (except public-
debt obligations issued exclusively to the Trust Fund) may be sold
by the Managing Trustee at the market price, and such public-debt
obligations may be redeemed at par plus accrued interest.

(e) The interest on, and the proceeds from the sale or redemp-
tion of, any obligations held in the Trust Fund shall be credited to
and form a part of the Trust Fund.

(f)(1) The Managing Trustee is directed to pay from time to
time from the Trust Fund into the Treasury the amount estimated
by him as taxes imposed under section 3101(b) which are subject
to refund under section 6413(c) of the Internal Revenue Code of
1954 with respect to wages paid after December 31, 1965. Such
taxes shall be determined on the basis of the records of wages es-
tablished and maintained by the Commissioner of Social Security
in accordance with the wages reported to the Secretary of the
Treasury or his delegate pursuant to subtitle F of the Internal Rev-
enue Code of 1954, and the Commissioner of Social Security shall
furnish the Managing Trustee such information as may be required
by the Managing Trustee for such purpose. The payments by the
Managing Trustee shall be covered into the Treasury as repay-
ments to the account for refunding internal revenue collections.

(2) Repayments made under paragraph (1) shall not be avail-
able for expenditures but shall be carried to the surplus fund of the
Treasury. If it subsequently appears that the estimates under such
paragraph in any particular period were too high or too low, appro-
priate adjustments shall be made by the Managing Trustee in fu-
ture payments.

(g) There shall be transferred periodically (but not less often
than once each fiscal year) to the Trust Fund from the Federal Old-
Age and Survivors Insurance Trust Fund and from the Federal
Disability Insurance Trust Fund amounts equivalent to the
amounts not previously so transferred which the Secretary of
Health and Human Services shall have certified as overpayments
(other than amounts so certified to the Railroad Retirement Board)
pursuant to section 1870(b) of this Act. There shall be transferred
periodically (but not less often than once each fiscal year) to the
Trust Fund from the Railroad Retirement Account amounts equiva-
lent to the amounts not previously so transferred which the Sec-
retary of Health and Human Services shall have certified as over-
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payments to the Railroad Retirement Board pursuant to section
1870(b) of this Act.

(h) The Managing Trustee shall also pay from time to time
from the Trust Fund such amounts as the Secretary of Health and
Human Services certifies are necessary to make the payments pro-
vided for by this part, and the payments with respect to adminis-
trative expenses in accordance with section 201(g)(1).

(i) There are authorized to be made available for expenditure
out of the Trust Fund such amounts as are required to pay travel
expenses, either on an actual cost or commuted basis, to parties,
their representatives, and all reasonably necessary witnesses for
travel within the United States (as defined in section 210(i)) to at-
tend reconsideration interviews and proceedings before administra-
tive law judges with respect to any determination under this title.
The amount available under the preceding sentence for payment
for air travel by any person shall not exceed the coach fare for air
travel between the points involved unless the use of first-class ac-
commodations is required (as determined under regulations of the
Secretary) because of such person’s health condition or the unavail-
ability of alternative accommodations; and the amount available for
payment for other travel by any person shall not exceed the cost
of travel (between the points involved) by the most economical and
expeditious means of transportation appropriate to such person’s
health condition, as specified in such regulations. The amount
available for payment under this subsection for travel by a rep-
resentative to attend an administrative proceeding before an ad-
ministrative law judge or other adjudicator shall not exceed the
maximum amount allowable under this subsection for such travel
originating within the geographic area of the office having jurisdic-
tion over such proceeding.

(3)(1) If at any time prior to January 1988 the Managing Trust-
ee determines that borrowing authorized under this subsection is
appropriate in order to best meet the need for financing the benefit
payments from the Federal Hospital Insurance Trust Fund, the
Managing Trustee may, subject to paragraph (5), borrow such
amounts as he determines to be appropriate from either the Fed-
eral Old-Age and Survivors Insurance Trust Fund or the Federal
Disability Insurance Trust Fund for transfer to and deposit in the
Federal Hospital Insurance Trust Fund.

(2) In any case where a loan has been made to the Federal
Hospital Insurance Trust Fund under paragraph (1), there shall be
transferred on the last day of each month after such loan is made,
from such Trust Fund to the lending Trust Fund, the total interest
accrued to such day with respect to the unrepaid balance of such
loan at a rate equal to the rate which the lending Trust Fund
would earn on the amount involved if the loan were an investment
under subsection (¢) (even if such an investment would earn inter-
est at a rate different than the rate earned by investments re-
deemed by the lending fund in order to make the loan).

(3)(A) If in any month after a loan has been made to the Fed-
eral Hospital Insurance Trust Fund under paragraph (1), the Man-
aging Trustee determines that the assets of such Trust Fund are
sufficient to permit repayment of all or part of any loans made to
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such Fund under paragraph (1), he shall make such repayments as
he determines to be appropriate.

(B)3) If on the last day of any year after a loan has been made
under paragraph (1) by the Federal Old-Age and Survivors Insur-
ance Trust Fund or the Federal Disability Insurance Trust Fund
to the Federal Hospital Insurance Trust Fund, the Managing
Trustee determines that the Hospital Insurance Trust Fund ratio
exceeds 15 percent, he shall transfer from such Trust Fund to the
lending trust fund an amount that—

(I) together with any amounts transferred to another lend-
ing trust fund under this paragraph for such year, will reduce
the Hospital Insurance Trust Fund ratio to 15 percent; and

(IT) does not exceed the outstanding balance of such loan.
(i1) Amounts required to be transferred under clause (i) shall

be transferred on the last day of the first month of the year suc-
ceedircllg the year in which the determination described in clause (i)
is made.

(iii) For purposes of this subparagraph, the term “Hospital In-
surance Trust Fund ratio” means, with respect to any calendar
year, the ratio of—

(I) the balance in the Federal Hospital Insurance Trust
Fund, as of the last day of such calendar year; to

(IT) the amount estimated by the Secretary to be the total
amount to be paid from the Federal Hospital Insurance Trust
Fund during the calendar year following such calendar year
(other than payments of interest on, and repayments of, loans
from the Federal Old-Age and Survivors Insurance Trust Fund
and the Federal Disability Insurance Trust Fund under para-
graph (1)), and reducing the amount of any transfer to the
Railroad Retirement Account by the amount of any transfers
into such Trust Fund from the Railroad Retirement Account.
(C)d) The full amount of all loans made under paragraph (1)

(whether made before or after January 1, 1983) shall be repaid at
the earliest feasible date and in any event no later than December
31, 1989.

(i) For the period after December 31, 1987 and before January
1, 1990, the Managing Trustee shall transfer each month from the
Federal Hospital Insurance Trust Fund to any Trust Fund that is
owed any amount by the Federal Hospital Insurance Trust Fund
on a loan made under paragraph (1), an amount not less than an
amount equal to (I) the amount owed to such Trust Fund by the
Federal Hospital Insurance Trust Fund at the beginning of such
month (plus the interest accrued on the outstanding balance of
such loan during such month), divided by (II) the number of
months elapsing after the preceding month and before January
1990. The Managing Trustee may, during this period, transfer larg-
er amounts than prescribed by the preceding sentence.

(4) The Board of Trustees shall make a timely report to the
Congress of any amounts transferred (including interest payments)
under this subsection.

(5)(A) No amounts may be loaned by the Federal Old-Age and
Survivors Insurance Trust Fund or the Federal Disability Insur-
ance Trust Fund under paragraph (1) during any month if the
OASDI trust fund ratio for such month is less than 10 percent.
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(B) For purposes of this paragraph, the term “OASDI trust

fund ratio” means, with respect to any month, the ratio of—

(i) the combined balance in the Federal Old-Age and Sur-
vivors Insurance Trust Fund and the Federal Disability Insur-
ance Trust Fund, reduced by the outstanding amount of any
loan (including interest thereon) theretofore made to either
such Trust Fund from the Federal Hospital Insurance Trust
Fund under section 201(1), as of the last day of the second
month preceding such month, to

(i) the amount obtained by multiplying by twelve the total
amount which (as estimated by the Secretary) will be paid
from the Federal Old-Age and Survivors Insurance Trust Fund
and the Federal Disability Insurance Trust Fund during the
month for which such ratio is to be determined for all purposes
authorized by section 201 (other than payments of interest on,
or repayments of, loans from the Federal Hospital Insurance
Trust Fund under section 201(1)), but excluding any transfer
payments between such trust funds and reducing the amount
of any transfers to the Railroad Retirement Account by the
amount of any transfers into either such trust fund from that
Account.

(k) HEALTH CARE FRAUD AND ABUSE CONTROL ACCOUNT.—

(1) ESTABLISHMENT.—There is hereby established in the
Trust Fund an expenditure account to be known as the “Health
Care Fraud and Abuse Control Account” (in this subsection re-
ferred to as the “Account”).

(2) APPROPRIATED AMOUNTS TO TRUST FUND.—

(A) IN GENERAL.—There are hereby appropriated to
the Trust Fund—

(1) such gifts and bequests as may be made as pro-

vided in subparagraph (B);

(ii) such amounts as may be deposited in the

Trust Fund as provided in sections 242(b) and 249(c)

of the Health Insurance Portability and Accountability

Act of 1996, and title XI; and

(iii) such amounts as are transferred to the Trust

Fund under subparagraph (C).

(B) AUTHORIZATION TO ACCEPT GIFTS.—The Trust
Fund is authorized to accept on behalf of the United States
money gifts and bequests made unconditionally to the
Trust Fund, for the benefit of the Account or any activity
financed through the Account.

(C) TRANSFER OF AMOUNTS.—The Managing Trustee
shall transfer to the Trust Fund, under rules similar to the
rules in section 9601 of the Internal Revenue Code of 1986,
an amount equal to the sum of the following:

(i) Criminal fines recovered in cases involving a

Federal health care offense (as defined in section 24(a)

of title 18, United States Code).

(i1) Civil monetary penalties and assessments im-
posed in health care cases, including amounts recov-

ered under titles XI, XVIII, and XIX, and chapter 38

of title 31, United States Code (except as otherwise

provided by law).
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(iii) Amounts resulting from the forfeiture of prop-
erty by reason of a Federal health care offense.

(iv) Penalties and damages obtained and other-
wise creditable to miscellaneous receipts of the general
fund of the Treasury obtained under sections 3729
through 3733 of title 31, United States Code (known
as the False Claims Act), in cases involving claims re-
lated to the provision of health care items and services
(other than funds awarded to a relator, for restitution
or otherwise authorized by law).

(D) APPLICATION.—Nothing in subparagraph (C)(m)
shall be construed to limit the availability of recoveries
and forfeitures obtained under title I of the Employee Re-
tirement Income Security Act of 1974 for the purpose of
providing equitable or remedial relief for employee welfare
benefit plans, and for participants and beneficiaries under
such plans, as authorized under such title.

(3) APPROPRIATED AMOUNTS TO ACCOUNT FOR FRAUD AND
ABUSE CONTROL PROGRAM, ETC.—

(A) DEPARTMENTS OF HEALTH AND HUMAN SERVICES
AND JUSTICE.—

(i) IN GENERAL.—There are hereby appropriated to
the Account from the Trust Fund such sums as the
Secretary and the Attorney General certify are nec-
essary to carry out the purposes described in subpara-
graph (C), to be available without further appropria-
tion until expended in an amount not to exceed—

(I) for fiscal year 1997, $104,000,000;
(IT) for each of the fiscal years 1998 through

2003, the limit for the preceding fiscal year, in-

creased by 15 percent;

(IIT) for each of fiscal years 2004, 2005, and

2006, the limit for fiscal year 2003; and

(IV) for each fiscal year after fiscal year 2006,
the limit under this clause for the preceding fiscal
year, increased by the percentage increase in the
consumer price index for all urban consumers (all
items; United States city average) over the pre-
vious year.

(i) MEDICARE AND MEDICAID ACTIVITIES.—For
each fiscal year, of the amount appropriated in clause
(i), the following amounts shall be available only for
the purposes of the activities of the Office of the In-
spector General of the Department of Health and
Human Services with respect to the programs under
this title and title XIX—

(I) for fiscal year 1997, not less than
$60,000,000 and not more than $70,000,000;

(II) for fiscal year 1998, not less than

$80,000,000 and not more than $9O 000,000;

(III) for fiscal year 1999, not less than
$90,000,000 and not more than $100,000,000;

(IV) for fiscal year 2000, not Tess than
$110,000,000 and not more than $120,000,000;
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(V) for fiscal year 2001, not less than
$120,000,000 and not more than $130,000,000;

(VI) for fiscal year 2002, not less than
$140,000,000 and not more than $150,000,000;

(VII) for each of fiscal years 2003, 2004, 2005,
and 2006, not less than $150,000,000 and not
more than $160,000,000;

(VIII) for fiscal year 2007, not less than
$160,000,000, increased by the percentage in-
crease in the consumer price index for all urban
consumers (all items; United States city average)
over the previous year; and

(IX) for each fiscal year after fiscal year 2007,
not less than the amount required under this
clause for the preceding fiscal year, increased by
the percentage increase in the consumer price
index for all urban consumers (all items; United
States city average) over the previous year.

(B) FEDERAL BUREAU OF INVESTIGATION.—There are
hereby appropriated from the general fund of the United
States Treasury and hereby appropriated to the Account
for transfer to the Federal Bureau of Investigation to carry
out the purposes described in subparagraph (C), to be
available without further appropriation until expended—

(1) for fiscal year 1997, $47,000,000;

(ii) for fiscal year 1998, $56,000,000;

(iii) for fiscal year 1999, $66,000,000;

(iv) for fiscal year 2000, $76,000,000;

(v) for fiscal year 2001, $88,000,000;

(vi) for fiscal year 2002, $101,000,000;

(vii) for each of fiscal years 2003, 2004, 2005, and

2006, $114,000,000; and

(viii) for each fiscal year after fiscal year 2006, the
amount to be appropriated under this subparagraph
for the preceding fiscal year, increased by the percent-
age increase in the consumer price index for all urban
consumers (all items; United States city average) over
the previous year.

(C) Ust oF FUNDS.—The purposes described in this
subparagraph are to cover the costs (including equipment,
salaries and benefits, and travel and training) of the ad-
ministration and operation of the health care fraud and
abuse control program established under section 1128C(a),
including the costs of—

(1) prosecuting health care matters (through crimi-
nal, civil, and administrative proceedings);

(i1) investigations;

(iii) financial and performance audits of health
care programs and operations;

(1v) inspections and other evaluations; and

(v) provider and consumer education regarding

compliance with the provisions of title XI.

(4) APPROPRIATED AMOUNTS TO ACCOUNT FOR MEDICARE IN-
TEGRITY PROGRAM.—
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(A) IN GENERAL.—There are hereby appropriated to
the Account from the Trust Fund for each fiscal year such
amounts as are necessary for activities described in para-
graph (3)(C) and to carry out the Medicare Integrity Pro-
gram under section 1893, subject to subparagraphs (B),
(C), and (D) and to be available without further appropria-
tion until expended.

(B) AMOUNTS SPECIFIED.—Subject to subparagraph (C),
the amount appropriated under subparagraph (A) for a fis-
cal year is as follows:

(1) For fiscal year 1997, such amount shall be not
less than $430,000,000 and not more than
$440,000,000.

(i1) For fiscal year 1998, such amount shall be not
less than $490,000,000 and not more than
$500,000,000.

(iii) For fiscal year 1999, such amount shall be not
less than $550,000,000 and not more than
$560,000,000.

(iv) For fiscal year 2000, such amount shall be not
less than $620,000,000 and not more than
$630,000,000.

(v) For fiscal year 2001, such amount shall be not
less than $670,000,000 and not more than
$680,000,000.

(vi) For fiscal year 2002, such amount shall be not
less than $690,000,000 and not more than
$700,000,000.

(vii) For each fiscal year after fiscal year 2002,
such amount shall be not less than $710,000,000 and
not more than $720,000,000.

(C) ADJUSTMENTS.—The amount appropriated under
subparagraph (A) for a fiscal year is increased as follows:

(i) For fiscal year 2006, $100,000,000.

(i) For each fiscal year after 2010, by the percent-
age increase in the consumer price index for all urban
consumers (all items; United States city average) over
the previous year.

(D) EXPANSION OF THE MEDICARE-MEDICAID DATA
MATCH PROGRAM.—The amount appropriated under sub-
paragraph (A) for a fiscal year is further increased as fol-
lows for purposes of carrying out section 1893(b)(6) for the
respective fiscal year:

(1) $12,000,000 for fiscal year 2006.

(ii) $24,000,000 for fiscal year 2007.

(iii) $36,000,000 for fiscal year 2008.

(iv) $48,000,000 for fiscal year 2009.

(v) $60,000,000 for fiscal year 2010 and each fiscal
year thereafter.

(5) ANNUAL REPORT.—Not later than January 1, the Sec-

retary and the Attorney General shall submit jointly a report
to Congress which identifies—
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(A) the amounts appropriated to the Trust Fund for
the previous fiscal year under paragraph (2)(A) and the
source of such amounts; and

(B) the amounts appropriated from the Trust Fund for
such year under paragraph (3) and the justification for the
expenditure of such amounts.

(6) GAO REPORT.—Not later than June 1, 1998, January 1
of 2000, 2002, and 2004, the Comptroller General of the United
States shall submit a report to Congress which—

(A) identifies—

(i) the amounts appropriated to the Trust Fund
for the previous two fiscal years under paragraph

(2)(A) and the source of such amounts; and

(ii) the amounts appropriated from the Trust

Fund for such fiscal years under paragraph (3) and

the justification for the expenditure of such amounts;

(B) identifies any expenditures from the Trust Fund
with respect to activities not involving the program under
this title;

(C) identifies any savings to the Trust Fund, and any
other savings, resulting from expenditures from the Trust
Fund; and

(D) analyzes such other aspects of the operation of the
Trust Fund as the Comptroller General of the United
States considers appropriate.

(7) ADDITIONAL FUNDING.—In addition to the funds other-
wise appropriated to the Account from the Trust Fund under
paragraphs (3) and (4) and for purposes described in para-
graphs (3)(C) and (4)(A), there are hereby appropriated an ad-
ditional $10,000,000 to such Account from such Trust Fund for
each of fiscal years 2011 through 2020. The funds appropriated
under this paragraph shall be allocated in the same proportion
as the total funding appropriated with respect to paragraphs
(3)(A) and (4)(A) was allocated with respect to fiscal year 2010,
and shall be available without further appropriation until ex-
pended.

(8) ADDITIONAL FUNDING.—

(A) IN GENERAL.—In addition to the funds otherwise
appropriated to the Account from the Trust Fund under
paragraphs (3)(C) and (4)(A) and for purposes described in
paragraphs (3)(C) and (4)(A), there are hereby appro-
priated to such Account from such Trust Fund the fol-
lowing additional amounts:

(i) For fiscal year 2011, $95,000,000.

(ii) For fiscal year 2012, $55,000,000.

(iii) For each of fiscal years 2013 and 2014,
$30,000,000.

(iv) For each of fiscal years 2015 and 2016,
$20,000,000.

(B) ALLOCATION.—The funds appropriated under this
paragraph shall be allocated in the same proportion as the
total funding appropriated with respect to paragraphs
(3)(A) and (4)(A) was allocated with respect to fiscal year
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2010, and shall be available without further appropriation
until expended.

HOSPITAL INSURANCE BENEFITS FOR UNINSURED ELDERLY
INDIVIDUALS NOT OTHERWISE ELIGIBLE

SEC. 1818. [42 U.S.C. 1395i-2] (a) Every individual who—

(1) has attained the age of 65,

(2) is enrolled under part B of this title,

(3) is a resident of the United States, and is either (A) a
citizen or (B) an alien lawfully admitted for permanent resi-
dence who has resided in the United States continuously dur-
ing the 5 years immediately preceding the month in which he
applies for enrollment under this section, and

(4) is not otherwise entitled to benefits under this part,

shall be eligible to enroll in the insurance program established by
this part. Except as otherwise provided, any reference to an indi-
vidual entitled to benefits under this part includes an individual
entitled to benefits under this part pursuant to an enrollment
under this section or section 1818A.

(b) An individual may enroll under this section only in such
manner and form as may be prescribed in regulations, and only
during an enrollment period prescribed in or under this section.

(¢c) The provisions of section 1837 (except subsection (f) there-
of), section 1838, subsection (b) of section 1839, and subsections (f)
and (h) of section 1840 shall apply to persons authorized to enroll
under this section except that—

(1) individuals who meet the conditions of subsection
(a)(1), (3), and (4) on or before the last day of the seventh
month after the month in which this section is enacted may
enroll under this part and (if not already so enrolled) may also
enroll under part B during an initial general enrollment period
which shall begin on the first day of the second month which
begins after the date on which this section is enacted and shall
end on the last day of the tenth month after the month in
which this section is enacted,;

(2) in the case of an individual who first meets the condi-
tions of eligibility under this section on or after the first day
of the eighth month after the month in which this section is
enacted, the initial enrollment period shall begin on the first
day of the third month before the month in which he first be-
comes eligible and shall end 7 months later;

(3) in the case of an individual who enrolls pursuant to
paragraph (1) of this subsection, entitlement to benefits shall
begin on—

(A) the first day of the second month after the month
in which he enrolls,

(B) July 1, 1973, or

(C) the first day of the first month in which he meets

the requirements of subsection (a),
whichever is the latest;

(4) an individual’s entitlement under this section shall ter-
minate with the month before the first month in which he be-
comes eligible for hospital insurance benefits under section 226
of this Act or section 103 of the Social Security Amendments
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of 1965; and upon such termination, such individual shall be

deemed, solely for purposes of hospital insurance entitlement,

to have filed in such first month the application required to es-
tablish such entitlement;

(5) termination of coverage for supplementary medical in-
surance shall result in simultaneous termination of hospital in-
surance benefits for uninsured individuals who are not other-
wise entitled to benefits under this Act;

(6) any percent increase effected under section 1839(b) in
an individual’s monthly premium may not exceed 10 percent
and shall only apply to premiums paid during a period equal
to twice the number of months in the full 12-month periods de-
scribed in that section and shall be subject to reduction in ac-
cordance with subsection (d)(6);

(7) an individual who meets the conditions of subsection
(a) may enroll under this part during a special enrollment pe-
riod that includes any month during any part of which the in-
dividual is enrolled under section 1876 with an eligible organi-
zation and ending with the last day of the 8th consecutive
month in which the individual is at no time so enrolled;

(8) in the case of an individual who enrolls during a spe-
cial enrollment period under paragraph (7)—

(A) in any month of the special enrollment period in
which the individual is at any time enrolled under section

1876 with an eligible organization or in the first month fol-

lowing such a month, the coverage period shall begin on

the first day of the month in which the individual so en-
rolls (or, at the option of the individual, on the first day
of any of the following three months), or

(B) in any other month of the special enrollment pe-
riod, the coverage period shall begin on the first day of the
month following the month in which the individual so en-
rolls; and

(9) in applying the provisions of section 1839(b), there
shall not be taken into account months for which the indi-
vidual can demonstrate that the individual was enrolled under
section 1876 with an eligible organization.

(d)(1) The Secretary shall, during September of each year (be-
ginning with 1988), estimate the monthly actuarial rate for months
in the succeeding year. Such actuarial rate shall be one-twelfth of
the amount which the Secretary estimates (on an average, per cap-
ita basis) is equal to 100 percent of the benefits and administrative
costs which will be payable from the Federal Hospital Insurance
Trust Fund for services performed and related administrative costs
incurred in the succeeding year with respect to individuals age 65
and over who will be entitled to benefits under this part during
that year.

(2) The Secretary shall, during September of each year deter-
mine and promulgate the dollar amount which shall be applicable
for premiums for months occurring in the following year. Subject
to paragraphs (4) and (5), the amount of an individual’s monthly
premium under this section shall be equal to the monthly actuarial
rate determined under paragraph (1) for that following year. Any
amount determined under the preceding sentence which is not a
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multiple of $1 shall be rounded to the nearest multiple of $1 (or,
if it is a multiple of 50 cents but not a multiple of $1, to the next
higher multiple of $1).

(3) Whenever the Secretary promulgates the dollar amount
which shall be applicable as the monthly premium under this sec-
tion, he shall, at the time such promulgation is announced, issue
a public statement setting forth the actuarial assumptions and
bases employed by him in arriving at the amount of an adequate
actuarial rate for individuals 65 and older as provided in para-
graph (1).

(4)(A) In the case of an individual described in subparagraph
(B), the monthly premium for a month shall be reduced by the ap-
plicable reduction percent specified in the following table:

The applicable

reduction

For a month in: percent is:
L1994 e e e e e e e et a e e e e e e aaraaaeae s 25 percent
L9095 e e e e e e e et e e e e e e nnraaae e s 30 percent
L1996 ..o e e e st a e e s e e antaaee e s 35 percent
L1097 e e e s e e e s et aaae e s 40 percent
1998 or SUbSEqUENt YEAT .......ccccviieeiiieeeiiieeeiieeeieeeeiree e e 45 percent.

(B) An individual described in this subparagraph with respect
to a month is an individual who establishes to the satisfaction of
the Secretary that, as of the last day of the previous month, the
individual—

(i) had at least 30 quarters of coverage under title II;

(i1) was married (and had been married for the previous 1-
year period) to an individual who had at least 30 quarters of
coverage under such title;

(ii1) had been married to an individual for a period of at
least 1 year (at the time of such individual’s death) if at such
time the individual had at least 30 quarters of coverage under
such title; or

(iv) is divorced from an individual and had been married
to the individual for a period of at least 10 years (at the time
of the divorce) if at such time the individual had at least 30
quarters of coverage under such title.

(5)(A) The amount of the monthly premium shall be zero in the
case of an individual who is a person described in subparagraph (B)
for a month, if—

(i) the individual’s premium under this section for the
month is not (and will not be) paid for, in whole or in part, by
a State (under title XIX or otherwise), a political subdivision
of a State, or an agency or instrumentality of one or more
States or political subdivisions thereof; and

(i1) in each of 84 months before such month, the individual
was enrolled in this part under this section and the payment
of the individual’s premium under this section for the month
was not paid for, in whole or in part, by a State (under title
XIX or otherwise), a political subdivision of a State, or an
agency or instrumentality of one or more States or political
subdivisions thereof.

(B) A person described in this subparagraph for a month is a
person who establishes to the satisfaction of the Secretary that, as
of the last day of the previous month—
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(1)(I) the person was receiving cash benefits under a quali-
fied State or local government retirement system (as defined in
subparagraph (C)) on the basis of the person’s employment in
one or more positions covered under any such system, and (II)
the person would have at least 40 quarters of coverage under
title II if remuneration for medicare qualified government em-
ployment (as defined in paragraph (1) of section 210(p), but de-
termined without regard to paragraph (3) of such section) paid
to such person were treated as wages paid to such person and
credited for purposes of determining quarters of coverage
under section 213;

(i1)(I) the person was married (and had been married for
the previous 1l-year period) to an individual who is described
in clause (i), or (II) the person met the requirement of clause
(1)(II) and was married (and had been married for the previous
1-year period) to an individual described in clause (1)(I);

(iii) the person had been married to an individual for a pe-
riod of at least 1 year (at the time of such individual’s death)
if (I) the individual was described in clause (i) at the time of
the individual’s death, or (II) the person met the requirement
of clause (i)(II) and the individual was described in clause (i)(I)
at the time of the individual’s death; or

(iv) the person is divorced from an individual and had been
married to the individual for a period of at least 10 years (at
the time of the divorce) if (I) the individual was described in
clause (i) at the time of the divorce, or (II) the person met the
requirement of clause (i)(II) and the individual was described
in clause (1)(I) at the time of the divorce.

(C) For purposes of subparagraph (B)(i)(I), the term “qualified
State or local government retirement system” means a retirement
system that—

(i) is established or maintained by a State or political sub-
division thereof, or an agency or instrumentality of one or more
States or political subdivisions thereof;

(i) covers positions of some or all employees of such a
State, subdivision, agency, or instrumentality; and

(ii1) does not adjust cash retirement benefits based on eligi-
bility for a reduction in premium under this paragraph.

(6)(A) In the case where a State, a political subdivision of a
State, or an agency or instrumentality of a State or political sub-
division thereof determines to pay, for the life of each individual,
the monthly premiums due under paragraph (1) on behalf of each
of the individuals in a qualified State or local government retiree
group who meets the conditions of subsection (a), the amount of
any increase otherwise applicable under section 1839(b) (as applied
and modified by subsection (c)(6) of this section) with respect to the
monthly premium for benefits under this part for an individual
who is a member of such group shall be reduced by the total
amount of taxes paid under section 3101(b) of the Internal Revenue
Code of 1986 by such individual and under section 3111(b) of such
Code by the employers of such individual on behalf of such indi-
vidual with respect to employment (as defined in section 3121(b) of
such Code).
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(B) For purposes of this paragraph, the term “qualified State
or local government retiree group” means all of the individuals who
retire prior to a specified date that is before January 1, 2002, from
employment in one or more occupations or other broad classes of
employees of—

(i) the State;

(i1) a political subdivision of the State; or

(iii) an agency or instrumentality of the State or political
subdivision of the State.

(e) Payment of the monthly premiums on behalf of any indi-
vidual who meets the conditions of subsection (a) may be made by
any public or private agency or organization under a contract or
other arrangement entered into between it and the Secretary if the
Secretary determines that payment of such premiums under such
contract or arrangement is administratively feasible.

(f) Amounts paid to the Secretary for coverage under this sec-
tion shall be deposited in the Treasury to the credit of the Federal
Hospital Insurance Trust Fund.

(g)(1) The Secretary shall, at the request of a State made after
1989, enter into a modification of an agreement entered into with
the State pursuant to section 1843(a) under which the agreement
provides for enrollment in the program established by this part of
qualified medicare beneficiaries (as defined in section 1905(p)(1)).

(2)(A) Except as provided in subparagraph (B), the provisions
of subsections (c), (d), (e), and (f) of section 1843 shall apply to
qualified medicare beneficiaries enrolled, pursuant to such agree-
ment, in the program established by this part in the same manner
and to the same extent as they apply to qualified medicare bene-
ficiaries enrolled, pursuant to such agreement, in part B.

(B) For purposes of this subsection, section 1843(d)(1) shall be
applied by substituting section 1818” for section 1839” and “sub-
section (c)(6) (with reference to subsection (b) of section 1839)” for
“subsection (b)”.

HOSPITAL INSURANCE BENEFITS FOR DISABLED INDIVIDUALS WHO
HAVE EXHAUSTED OTHER ENTITLEMENT

SEC. 1818A. [42 U.S.C. 1395i—2a] (a) Every individual who—
(1) has not attained the age of 65;
(2)(A) has been entitled to benefits under this part under
section 226(b), and
(B)@) continues to have the disabling physical or mental
impairment on the basis of which the individual was found to
be under a disability or to be a disabled qualified railroad re-
tirement beneficiary, or (ii) is blind (within the meaning of sec-
tion 216(i)(1)), but
(C) whose entitlement under section 226(b) ends due solely
to the individual having earnings that exceed the substantial
gainful activity amount (as defined in section 223(d)(4)); and
(3) is not otherwise entitled to benefits under this part,
shall be eligible to enroll in the insurance program established by
this part.
(b)(1) An individual may enroll under this section only in such
manner and form as may be prescribed in regulations, and only
during an enrollment period prescribed in or under this section.



FACOMP\SSA\TITLE18A

July 11, 2012

Sec. 1818A TITLE XVIII OF THE SOCIAL SECURITY ACT 62

(2) The individual’s initial enrollment period shall begin with
the month in which the individual receives notice that the individ-
ual’s entitlement to benefits under section 226(b) will end due sole-
ly to the individual having earnings that exceed the substantial
gainful activity amount (as defined in section 223(d)(4)) and shall
end 7 months later.

(3) There shall be a general enrollment period during the pe-
riod beginning on January 1 and ending on March 31 of each year
(beginning with 1990).

(c)(1) The period (in this subsection referred to as a “coverage
period”) during which an individual is entitled to benefits under
the insurance program under this part shall begin on whichever of
the following is the latest:

(A) In the case of an individual who enrolls under sub-
section (b)(2) before the month in which the individual first
satisfies subsection (a), the first day of such month.

(B) In the case of an individual who enrolls under sub-
section (b)(2) in the month in which the individual first satis-
fies subsection (a), the first day of the month following the
month in which the individual so enrolls.

(C) In the case of an individual who enrolls under sub-
section (b)(2) in the month following the month in which the
individual first satisfies subsection (a), the first day of the sec-
ond month following the month in which the individual so en-
rolls.

(D) In the case of an individual who enrolls under sub-
section (b)(2) more than one month following the month in
which the individual first satisfies subsection (a), the first day
of the third month following the month in which the individual
so enrolls.

(E) In the case of an individual who enrolls under sub-
section (b)(3), the July 1 following the month in which the indi-
vidual so enrolls.

(2) An individual’s coverage period under this section shall con-
tinue until the individual’s enrollment is terminated as follows:

(A) As of the month following the month in which the Sec-
retary provides notice to the individual that the individual no
longer meets the condition described in subsection (a)(2)(B).

(B) As of the month following the month in which the indi-
vidual files notice that the individual no longer wishes to par-
ticipate in the insurance program established by this part.

(C) As of the month before the first month in which the in-
dividual becomes eligible for hospital insurance benefits under
section 226(a) or 226A.

(D) As of a date, determined under regulations of the Sec-
retary, for nonpayment of premiums.

The regulations under subparagraph (D) may provide a grace pe-
riod of not longer than 90 days, which may be extended to not to
exceed 180 days in any case where the Secretary determines that
there was good cause for failure to pay the overdue premiums with-
in such 90-day period. Termination of coverage under this section
shall result in simultaneous termination of any coverage affected
under any other part of this title.
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(8) The provisions of subsections (h) and (i) of section 1837
apply to enrollment and nonenrollment under this section in the
same manner as they apply to enrollment and nonenrollment and
special enrollment periods under section 1818.

(d)(1)(A) Premiums for enrollment under this section shall be
paid to the Secretary at such times, and in such manner, as the
Secretary shall by regulations prescribe, and shall be deposited in
1I:?he g‘reasury to the credit of the Federal Hospital Insurance Trust

und.

(B)() Subject to clause (ii), such premiums shall be payable for
the period commencing with the first month of an individual’s cov-
erage period and ending with the month in which the individual
dies or, if earlier, in which the individual’s coverage period termi-
nates.

(i1) Such premiums shall not be payable for any month in
which the individual is eligible for benefits under this part pursu-
ant to section 226(b).

(2) The provisions of subsections (d) through (f) of section 1818
(relating to premiums) shall apply to individuals enrolled under
this section in the same manner as they apply to individuals en-
rolled under that section.

REQUIREMENTS FOR, AND ASSURING QUALITY OF CARE IN, SKILLED
NURSING FACILITIES

SEcC. 1819. [42 U.S.C. 1395i-3] (a) SKILLED NURSING FACILITY
DEFINED.—In this title, the term “skilled nursing facility” means
an institution (or a distinct part of an institution) which—

(1) is primarily engaged in providing to residents—

(A) skilled nursing care and related services for resi-
dents who require medical or nursing care, or

(B) rehabilitation services for the rehabilitation of in-
jured, disabled, or sick persons,

and is not primarily for the care and treatment of mental dis-

eases;

(2) has in effect a transfer agreement (meeting the require-
ments of section 1861(1)) with one or more hospitals having
agreements in effect under section 1866; and

(3) meets the requirements for a skilled nursing facility de-
scribed in subsections (b), (¢), and (d) of this section.

(b) REQUIREMENTS RELATING TO PROVISION OF SERVICES.—

(1) QUALITY OF LIFE.—

(A) IN GENERAL.—A skilled nursing facility must care
for its residents in such a manner and in such an environ-
ment as will promote maintenance or enhancement of the
quality of life of each resident.

(B) QUALITY ASSESSMENT AND ASSURANCE.—A skilled
nursing facility must maintain a quality assessment and
assurance committee, consisting of the director of nursing
services, a physician designated by the facility, and at
least 3 other members of the facility’s staff, which (i) meets
at least quarterly to identify issues with respect to which
quality assessment and assurance activities are necessary
and (i1) develops and implements appropriate plans of ac-
tion to correct identified quality deficiencies. A State or the
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Secretary may not require disclosure of the records of such

committee except insofar as such disclosure is related to

the compliance of such committee with the requirements of
this subparagraph.

(2) SCOPE OF SERVICES AND ACTIVITIES UNDER PLAN OF
CARE.—A skilled nursing facility must provide services to at-
tain or maintain the highest practicable physical, mental, and
psychosocial well-being of each resident, in accordance with a
written plan of care which—

(A) describes the medical, nursing, and psychosocial
needs of the resident and how such needs will be met;

(B) is initially prepared, with the participation to the
extent practicable of the resident or the resident’s family
or legal representative, by a team which includes the resi-
dent’s attending physician and a registered professional
nurse with responsibility for the resident; and

(C) is periodically reviewed and revised by such team
after each assessment under paragraph (3).

(3) RESIDENTS’ ASSESSMENT.—

(A) REQUIREMENT.—A skilled nursing facility must
conduct a comprehensive, accurate, standardized, repro-
ducible assessment of each resident’s functional capacity,
which assessment—

(1) describes the resident’s capability to perform
daily life functions and significant impairments in
functional capacity;

(i1) is based on a uniform minimum data set speci-
fied by the Secretary under subsection (f)(6)(A);

(i1i) uses an instrument which is specified by the
State under subsection (e)(5); and
| (iv) includes the identification of medical prob-
ems.

(B) CERTIFICATION.—

(i) IN GENERAL.—Each such assessment must be
conducted or coordinated (with the appropriate partici-
pation of health professionals) by a registered profes-
sional nurse who signs and certifies the completion of
the assessment. Each individual who completes a por-
tion of such an assessment shall sign and certify as to
the accuracy of that portion of the assessment.

(ii) PENALTY FOR FALSIFICATION.—

(I) An individual who willfully and knowingly
certifies under clause (i) a material and false
statement in a resident assessment is subject to a
civil money penalty of not more than $1,000 with
respect to each assessment.

(IT) An individual who willfully and knowingly
causes another individual to certify under clause
(i) a material and false statement in a resident as-
sessment is subject to a civil money penalty of not
more than $5,000 with respect to each assess-
ment.

(ITT) The provisions of section 1128A (other
than subsections (a) and (b)) shall apply to a civil
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money penalty under this clause in the same man-

ner as such provisions apply to a penalty or pro-

ceeding under section 1128A(a).

(iii) USE OF INDEPENDENT ASSESSORS.—If a State
determines, under a survey under subsection (g) or
otherwise, that there has been a knowing and willful
certification of false assessments under this para-
graph, the State may require (for a period specified by
the State) that resident assessments under this para-
graph be conducted and certified by individuals who
are independent of the facility and who are approved
by the State.

(C) FREQUENCY.—

(1) IN GENERAL.—Subject to the timeframes pre-
scribed by the Secretary under section 1888(e)(6), such
an assessment must be conducted—

(I) promptly upon (but no later than 14 days
after the date of) admission for each individual
admitted on or after October 1, 1990, and by not
later than January 1, 1991, for each resident of
the facility on that date;

(II) promptly after a significant change in the
resident’s physical or mental condition; and

(IIT) in no case less often than once every 12
months.

(i1) RESIDENT REVIEW.—The skilled nursing facil-
ity must examine each resident no less frequently
than once every 3 months and, as appropriate, revise
the resident’s assessment to assure the continuing ac-
curacy of the assessment.

(D) USeE.—The results of such an assessment shall be
used in developing, reviewing, and revising the resident’s
plan of care under paragraph (2).

(E) COORDINATION.—Such assessments shall be coordi-
nated with any State-required preadmission screening pro-
gram to the maximum extent practicable in order to avoid
duplicative testing and effort.

(4) PROVISION OF SERVICES AND ACTIVITIES.—

(A) IN GENERAL.—To the extent needed to fulfill all
plans of care described in paragraph (2), a skilled nursing
facility must provide, directly or under arrangements (or,
with respect to dental services, under agreements) with
others for the provision of—

(1) nursing services and specialized rehabilitative
services to attain or maintain the highest practicable
physical, mental, and psychosocial well-being of each
resident;

(i1) medically-related social services to attain or
maintain the highest practicable physical, mental, and
psychosocial well-being of each resident;

(iii) pharmaceutical services (including procedures
that assure the accurate acquiring, receiving, dis-
pensing, and administering of all drugs and
biologicals) to meet the needs of each resident;
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(iv) dietary services that assure that the meals
meet the daily nutritional and special dietary needs of
each resident;

(v) an on-going program, directed by a qualified
professional, of activities designed to meet the inter-
ests and the physical, mental, and psychosocial well-
being of each resident;

(vi) routine and emergency dental services to meet
the needs of each resident; and

(vii) treatment and services required by mentally
ill and mentally retarded residents not otherwise pro-
vided or arranged for (or required to be provided or ar-
ranged for) by the State.

The services provided or arranged by the facility must
meet professional standards of quality. Nothing in clause
(vi) shall be construed as requiring a facility to provide or
arrange for dental services described in that clause with-
out additional charge.

(B) Qualified persons providing services.—Services de-
scribed in clauses (i), (ii), (iii), (iv), and (vi) of subpara-
graph (A) must be provided by qualified persons in accord-
ance with each resident’s written plan of care.

(C) REQUIRED NURSING CARE.—

(i) In general.—Except as provided in clause (ii), a
skilled nursing facility must provide 24-hour licensed
nursing service which is sufficient to meet nursing
needs of its residents and must use the services of a
registered professional nurse at least 8 consecutive
hours a day, 7 days a week.

(i1) EXCEPTION.—To the extent that clause (i) may
be deemed to require that a skilled nursing facility en-
gage the services of a registered professional nurse for
more than 40 hours a week, the Secretary is author-
ized to waive such requirement if the Secretary finds
that—

(I) the facility is located in a rural area and
the supply of skilled nursing facility services in
such area is not sufficient to meet the needs of in-
dividuals residing therein,

(IT) the facility has one full-time registered
professional nurse who is regularly on duty at
such facility 40 hours a week,

(ITT) the facility either has only patients
whose physicians have indicated (through physi-
cians’ orders or admission notes) that each such
patient does not require the services of a reg-
istered nurse or a physician for a 48-hour period,
or has made arrangements for a registered profes-
sional nurse or a physician to spend such time at
such facility as may be indicated as necessary by
the physician to provide necessary skilled nursing
services on days when the regular full-time reg-
istered professional nurse is not on duty,
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(IV) the Secretary provides notice of the waiv-
er to the State long-term care ombudsman (estab-
lished under section 307(a)(12) of the Older Amer-
icans Act of 1965) and the protection and advocacy
system in the State for the mentally ill and the
mentally retarded, and

(V) the facility that is granted such a waiver
notifies residents of the facility (or, where appro-
priate, the guardians or legal representatives of
such residents) and members of their immediate
families of the waiver.

A waiver under this subparagraph shall be subject to

annual renewal.

(5) REQUIRED TRAINING OF NURSE AIDES.—

(A) IN GENERAL.—(i) Except as provided in clause (ii),
a skilled nursing facility must not use on a full-time basis
any individual as a nurse aide in the facility on or after
October 1, 1990 for more than 4 months unless the indi-
vidual—

(I) has completed a training and competency eval-
uation program, or a competency evaluation program,
approved by the State under subsection (e)(1)(A), and

(IT) is competent to provide nursing or nursing-re-
lated services.

(i1) A skilled nursing facility must not use on a
temporary, per diem, leased, or on any basis other
than as a permanent employee any individual as a
nurse aide in the facility on or after January 1, 1991,
unless the individual meets the requirements de-
scribed in clause (i).

(B) OFFERING COMPETENCY EVALUATION PROGRAMS FOR
CURRENT EMPLOYEES.—A skilled nursing facility must pro-
vide, for individuals used as a nurse aide by the facility as
of January 1, 1990, for a competency evaluation program
approved by the State under subsection (e)(1) and such
preparation as may be necessary for the individual to com-
plete such a program by October 1, 1990.

(C) CoMPETENCY.—The skilled nursing facility must
not permit an individual, other than in a training and
competency evaluation program ! approved by the State, to
serve as a nurse aide or provide services of a type for
which the individual has not demonstrated competency
and must not use such an individual as a nurse aide un-
less the facility has inquired of any State registry estab-
lished under subsection (e)(2)(A) that the facility believes
will include information concerning the individual.

(D) RE-TRAINING REQUIRED.—For purposes of subpara-
graph (A), if, since an individual’s most recent completion
of a training and competency evaluation program, there
has been a continuous period of 24 consecutive months
during none of which the individual performed nursing or
nursing-related services for monetary compensation, such

1As in original.
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individual shall complete a new training and competency

evaluation program or a new competency evaluation pro-

am.

(E) REGULAR IN-SERVICE EDUCATION.—The skilled
nursing facility must provide such regular performance re-
view and regular in-service education as assures that indi-
viduals used as nurse aides are competent to perform serv-
ices as nurse aides, including training for individuals pro-
viding nursing and nursing- related services to residents
with cognitive impairments.

(F) NURSE AIDE DEFINED.—In this paragraph, the term
“nurse aide” means any individual providing nursing or
nursing-related services to residents in a skilled nursing
facility, but does not include an individual—

(i) who is a licensed health professional (as de-
fined in subparagraph (G)) or a registered dietician, or

(i1) who volunteers to provide such services with-
out monetary compensation.

Such term includes an individual who provides such serv-

ices through an agency or under a contract with the facil-

ity.

(G) LICENSED HEALTH PROFESSIONAL DEFINED.—In this
paragraph, the term “licensed health professional” means
a physician, physician assistant, nurse practitioner, phys-
ical, speech, or occupational therapist, physical or occupa-
tional therapy assistant, registered professional nurse, li-
censed practical nurse, licensed or certified social worker,
registered respiratory therapist, or certified respiratory
therapy technician.

(6) PHYSICIAN SUPERVISION AND CLINICAL RECORDS.—A
skilled nursing facility must—

(A) require that the medical care of every resident be
provided under the supervision of a physician;

(B) provide for having a physician available to furnish
necessary medical care in case of emergency; and

(C) maintain clinical records on all residents, which
records include the plans of care (described in paragraph
(2)) and the residents’ assessments (described in para-
graph (3)).

(7) REQUIRED SOCIAL SERVICES.—In the case of a skilled
nursing facility with more than 120 beds, the facility must
have at least one social worker (with at least a bachelor’s de-
gree in social work or similar professional qualifications) em-
ployed full-time to provide or assure the provision of social
services.

(8) INFORMATION ON NURSE STAFFING.—

(A) IN GENERAL.—A skilled nursing facility shall post
daily for each shift the current number of licensed and un-
licensed nursing staff directly responsible for resident care
in the facility. The information shall be displayed in a uni-
form manner (as specified by the Secretary) and in a clear-
ly visible place.
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(B) PUBLICATION OF DATA.—A skilled nursing facility
shall, upon request, make available to the public the nurs-
ing staff data described in subparagraph (A).

(¢) REQUIREMENTS RELATING TO RESIDENTS’ RIGHTS.—
(1) GENERAL RIGHTS.—

(A) SPECIFIED RIGHTS.—A skilled nursing facility must
protect and promote the rights of each resident, including
each of the following rights:

(1) FREE CHOICE.—The right to choose a personal
attending physician, to be fully informed in advance
about care and treatment, to be fully informed in ad-
vance of any changes in care or treatment that may
affect the resident’s well-being, and (except with re-
spect to a resident adjudged incompetent) to partici-
pate in planning care and treatment or changes in
care and treatment.

(i) FREE FROM RESTRAINTS.—The right to be free
from physical or mental abuse, corporal punishment,
involuntary seclusion, and any physical or chemical re-
straints imposed for purposes of discipline or conven-
ience and not required to treat the resident’s medical
symptoms. Restraints may only be imposed—

(I) to ensure the physical safety of the resi-
dent or other residents, and

(II) only upon the written order of a physician
that specifies the duration and circumstances
under which the restraints are to be used (except
in emergency circumstances specified by the Sec-
retary until such an order could reasonably be ob-
tained).

(iii) Privacy.—The right to privacy with regard to
accommodations, medical treatment, written and tele-
phonic communications, visits, and meetings of family
and of resident groups.

(iv) CONFIDENTIALITY.—The right to confiden-
tiality of personal and clinical records and to access to
current clinical records of the resident upon request by
the resident or the resident’s legal representative,
within 24 hours (excluding hours occurring during a
weekend or holiday) after making such a request.

(v) ACCOMMODATION OF NEEDS.—The right—

(D) to reside and receive services with reason-
able accommodation of individual needs and pref-
erences, except where the health or safety of the
individual or other residents would be endan-
gered, and

(II) to receive notice before the room or room-
mate of the resident in the facility is changed.

(vi) GRIEVANCES.—The right to voice grievances
with respect to treatment or care that is (or fails to be)
furnished, without discrimination or reprisal for voic-
ing the grievances and the right to prompt efforts by
the facility to resolve grievances the resident may

July 11, 2012
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have, including those with respect to the behavior of
other residents.
(vii) PARTICIPATION IN RESIDENT AND FAMILY
GROUPS.—The right of the resident to organize and
participate in resident groups in the facility and the
right of the resident’s family to meet in the facility
with the families of other residents in the facility.
(viii) PARTICIPATION IN OTHER ACTIVITIES.—The
right of the resident to participate in social, religious,
and community activities that do not interfere with
the rights of other residents in the facility.
(ix) EXAMINATION OF SURVEY RESULTS.—The right
to examine, upon reasonable request, the results of the
most recent survey of the facility conducted by the
Secretary or a State with respect to the facility and
arlly plan of correction in effect with respect to the fa-
cility.
(x) REFUSAL OF CERTAIN TRANSFERS.—The right to
refuse a transfer to another room within the facility,
if a purpose of the transfer is to relocate the resident
from a portion of the facility that is a skilled nursing
facility (for purposes of this title) to a portion of the
facility that is not such a skilled nursing facility.
(xi) Other rights.—Any other right established by
the Secretary.
Clause (iii) shall not be construed as requiring the provi-
sion of a private room. A resident’s exercise of a right to
refuse transfer under clause (x) shall not affect the resi-
dent’s eligibility or entitlement to benefits under this title
or to medical assistance under title XIX of this Act.

(B) NOTICE OF RIGHTS AND SERVICES.—A skilled nurs-
ing facility must—
(1) inform each resident, orally and in writing at
the time of admission to the facility, of the resident’s
legal rights during the stay at the facility;
(i1) make available to each resident, upon reason-
able request, a written statement of such rights (which
statement is updated upon changes in such rights) in-
cluding the notice (if any) of the State developed under
section 1919(e)(6); and
(iii) inform each other resident, in writing before
or at the time of admission and periodically during the
resident’s stay, of services available in the facility and
of related charges for such services, including any
charges for services not covered under this title or by
the facility’s basic per diem charge.
The written description of legal rights under this subpara-
graph shall include a description of the protection of per-
sonal funds under paragraph (6) and a statement that a
resident may file a complaint with a State survey and cer-
tification agency respecting resident abuse and neglect and
misappropriation of resident property in the facility.

(C) RIGHTS OF INCOMPETENT RESIDENTS.—In the case
of a resident adjudged incompetent under the laws of a
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State, the rights of the resident under this title shall de-
volve upon, and, to the extent judged necessary by a court
of competent jurisdiction, be exercised by, the person ap-
pointed under State law to act on the resident’s behalf.

(D) USe oOF PSYCHOPHARMACOLOGIC DRUGS.—
Psychopharmacologic drugs may be administered only on
the orders of a physician and only as part of a plan (in-
cluded in the written plan of care described in paragraph
(2)) designed to eliminate or modify the symptoms for
which the drugs are prescribed and only if, at least annu-
ally, an independent, external consultant reviews the ap-
propriateness of the drug plan of each resident receiving
such drugs. In determining whether such a consultant is
qualified to conduct reviews under the preceding sentence,
the Secretary shall take into account the needs of nursing
facilities under this title to have access to the services of
such a consultant on a timely basis.

(E) INFORMATION RESPECTING ADVANCE DIRECTIVES.—
A sgkilled nursing facility must comply with the require-
ment of section 1866(f) (relating to maintaining written
policies and procedures respecting advance directives).

(2) TRANSFER AND DISCHARGE RIGHTS.—

(A) IN GENERAL.—A skilled nursing facility must per-
mit each resident to remain in the facility and must not
transfer or discharge the resident from the facility un-
less—

(i) the transfer or discharge is necessary to meet
the resident’s welfare and the resident’s welfare can-
not be met in the facility;

(i) the transfer or discharge is appropriate be-
cause the resident’s health has improved sufficiently
so the resident no longer needs the services provided
by the facility;

(iii) the safety of individuals in the facility is en-
dangered,;

(iv) the health of individuals in the facility would
otherwise be endangered,;

(v) the resident has failed, after reasonable and
appropriate notice, to pay (or to have paid under this
title or title XIX on the resident’s behalf) for a stay at
the facility; or

(vi) the facility ceases to operate.

In each of the cases described in clauses (i) through (v),
the basis for the transfer or discharge must be documented
in the resident’s clinical record. In the cases described in
clauses (i) and (ii), the documentation must be made by
the resident’s physician, and in the cases described in
clauses (iii) and (iv) the documentation must be made by
a physician.

(B) PRE-TRANSFER AND PRE-DISCHARGE NOTICE.—

(1) IN GENERAL.—Before effecting a transfer or dis-
charge of a resident, a skilled nursing facility must—
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(I) notify the resident (and, if known, a family
member of the resident or legal representative) of
the transfer or discharge and the reasons therefor,

(IT) record the reasons in the resident’s clin-
ical record (including any documentation required
under subparagraph (A)), and

(ITI) include in the notice the items described
in clause (iii).

(ii)) TIMING OF NOTICE.—The notice under clause
(i)(I) must be made at least 30 days in advance of the
resident’s transfer or discharge except—

(I) in a case described in clause (iii) or (iv) of
subparagraph (A);

(IT) in a case described in clause (ii) of sub-
paragraph (A), where the resident’s health im-
proves sufficiently to allow a more immediate
transfer or discharge;

(ITT) in a case described in clause (i) of sub-
paragraph (A), where a more immediate transfer
or discharge is necessitated by the resident’s ur-
gent medical needs; or

(IV) in a case where a resident has not re-
sided in the facility for 30 days.

In the case of such exceptions, notice must be given as

many days before the date of the transfer or discharge

as is practicable.

(i1i) ITEMS INCLUDED IN NOTICE.—Each notice
under clause (i) must include—

(I) for transfers or discharges effected on or
after October 1, 1990, notice of the resident’s right
to appeal the transfer or discharge under the
State process established under subsection (e)(3);
and

(IT) the name, mailing address, and telephone
number of the State long-term care ombudsman
(established under title IIT or VII of the Older
Americans Act of 1965 in accordance with section
712 of the Act).

(C) ORIENTATION.—A skilled nursing facility must pro-
vide sufficient preparation and orientation to residents to
ensure safe and orderly transfer or discharge from the fa-
cility.

(3) ACCESS AND VISITATION RIGHTS.—A skilled nursing fa-

cility must—

(A) permit immediate access to any resident by any
representative of the Secretary, by any representative of
the State, by an ombudsman described in paragraph
(2)(B)(i1)I), or by the resident’s individual physician;

(B) permit immediate access to a resident, subject to
the resident’s right to deny or withdraw consent at any
téime, by immediate family or other relatives of the resi-

ent;

(C) permit immediate access to a resident, subject to
reasonable restrictions and the resident’s right to deny or
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withdraw consent at any time, by others who are visiting
with the consent of the resident;

(D) permit reasonable access to a resident by any enti-
ty or individual that provides health, social, legal, or other
services to the resident, subject to the resident’s right to
deny or withdraw consent at any time; and

(E) permit representatives of the State ombudsman
(described in paragraph (2)(B)@iii)(II)), with the permission
of the resident (or the resident’s legal representative) and
consistent with State law, to examine a resident’s clinical
records.

(4) EQUAL ACCESS TO QUALITY CARE.—A skilled nursing fa-

cility must establish and maintain identical policies and prac-
tices regarding transfer, discharge, and covered services under
this title for all individuals regardless of source of payment.

(5) AbMIssIONS PoLicy.—
(A) AbpMISSIONS.—With respect to admissions prac-
tices, a skilled nursing facility must—

(1)) not require individuals applying to reside or
residing in the facility to waive their rights to benefits
under this title or under a State plan under title XIX,
(IT) not require oral or written assurance that such in-
dividuals are not eligible for, or will not apply for, ben-
efits under this title or such a State plan, and (III)
prominently display in the facility and provide to such
individuals written information about how to apply for
and use such benefits and how to receive refunds for
previous payments covered by such benefits; and

(i) not require a third party guarantee of payment
to the facility as a condition of admission (or expedited
admission) to, or continued stay in, the facility.

(B) CONSTRUCTION.—

(i) NO PREEMPTION OF STRICTER STANDARDS.—
Subparagraph (A) shall not be construed as preventing
States or political subdivisions therein from prohib-
iting, under State or local law, the discrimination
against individuals who are entitled to medical assist-
ance under this title with respect to admissions prac-
tices of skilled nursing facilities.

(ii)) CONTRACTS WITH LEGAL REPRESENTATIVES.—
Subparagraph (A)(ii) shall not be construed as pre-
venting a facility from requiring an individual, who
has legal access to a resident’s income or resources
available to pay for care in the facility, to sign a con-
tract (without incurring personal financial liability) to
provide payment from the resident’s income or re-
sources for such care.

(6) PROTECTION OF RESIDENT FUNDS.—
(A) IN GENERAL.—The skilled nursing facility—

(i) may not require residents to deposit their per-
sonal funds with the facility, and

(i) upon the written authorization of the resident,
must hold, safeguard, and account for such personal
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funds under a system established and maintained by

the facility in accordance with this paragraph.

(B) MANAGEMENT OF PERSONAL FUNDS.—Upon written
authorization of a resident under subparagraph (A)(ii), the
facility must manage and account for the personal funds of
the resident deposited with the facility as follows:

(i) DEePOSIT.—The facility must deposit any
amount of personal funds in excess of $100 with re-
spect to a resident in an interest bearing account (or
accounts) that is separate from any of the facility’s op-
erating accounts and credits all interest earned on
such separate account to such account. With respect to
any other personal funds, the facility must maintain
such funds in a non-interest bearing account or petty
cash fund.

(i1) ACCOUNTING AND RECORDS.—The facility must
assure a full and complete separate accounting of each
such resident’s personal funds, maintain a written
record of all financial transactions involving the per-
sonal funds of a resident deposited with the facility,
and afford the resident (or a legal representative of
the resident) reasonable access to such record.

(iii) CONVEYANCE UPON DEATH.—Upon the death
of a resident with such an account, the facility must
convey promptly the resident’s personal funds (and a
final accounting of such funds) to the individual ad-
ministering the resident’s estate.

(C) ASSURANCE OF FINANCIAL SECURITY.—The facility
must purchase a surety bond, or otherwise provide assur-
ance satisfactory to the Secretary, to assure the security of
all personal funds of residents deposited with the facility.

(D) LIMITATION ON CHARGES TO PERSONAL FUNDS.—
The facility may not impose a charge against the personal
funds of a resident for any item or service for which pay-
ment is made under this title or title XIX.

(d) REQUIREMENTS RELATING TO ADMINISTRATION AND OTHER
MATTERS.—
(1) ADMINISTRATION.—

(A) IN GENERAL.—A sgkilled nursing facility must be
administered in a manner that enables it to use its re-
sources effectively and efficiently to attain or maintain the
highest practicable physical, mental, and psychosocial
well-being of each resident (consistent with requirements
established under subsection (f)(5)).

(B) 1 REQUIRED NOTICES.—If a change occurs in—

(i) the persons with an ownership or control inter-
est (as defined in section 1124(a)(3)) in the facility,

(i1) the persons who are officers, directors, agents,
or managing employees (as defined in section 1126(b))
of the facility,

1Effective on the date on which the Secretary makes the information described in subsection
(b)(1) available to the public under such subsection, section 6101(c)(1)(A) of Public Law 111-148
amends subparagraphs (B) and (C) by repealing subparagraph (B) and redesignating the first
subparagraph (C) as subparagraph (B).
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(iii) the corporation, association, or other company
responsible for the management of the facility, or

(iv) the individual who is the administrator or di-
rector of nursing of the facility,—the skilled nursing
facility must provide notice to the State agency re-
sponsible for the licensing of the facility, at the time
of the change, of the change and of the identity of each
new person, company, or individual described in the
respective clause.

(C)! SKILLED NURSING FACILITY ADMINISTRATOR.—The
administrator of a skilled nursing facility must meet
(sf%?n)dards established by the Secretary under subsection

4).

(C) AVAILABILITY OF SURVEY, CERTIFICATION, AND COM-
PLAINT INVESTIGATION REPORTS.—A skilled nursing facility
must—

(1) have reports with respect to any surveys, cer-
tifications, and complaint investigations made respect-
ing the facility during the 3 preceding years available
for any individual to review upon request; and

(i1) post notice of the availability of such reports
in areas of the facility that are prominent and acces-
sible to the public.

The facility shall not make available under clause (i) iden-
tifying information about complainants or residents.
(2) LICENSING AND LIFE SAFETY CODE.—

(A) LICENSING.—A skilled nursing facility must be li-
censed under applicable State and local law.

(B) LIFE SAFETY CODE.—A skilled nursing facility must
meet such provisions of such edition (as specified by the
Secretary in regulation) of the Life Safety Code of the Na-
tional Fire Protection Association as are applicable to
nursing homes; except that—

(i) the Secretary may waive, for such periods as he
deems appropriate, specific provisions of such Code
which if rigidly applied would result in unreasonable
hardship upon a facility, but only if such waiver would
not adversely affect the health and safety of residents
or personnel, and

(i1) the provisions of such Code shall not apply in
any State if the Secretary finds that in such State
there is in effect a fire and safety code, imposed by
State law, which adequately protects residents of and
personnel in skilled nursing facilities.

(3) SANITARY AND INFECTION CONTROL AND PHYSICAL ENVI-

RONMENT.—A skilled nursing facility must—

(A) establish and maintain an infection control pro-
gram designed to provide a safe, sanitary, and comfortable
environment in which residents reside and to help prevent
the development and transmission of disease and infection,
and

(B) be designed, constructed, equipped, and main-
tained in a manner to protect the health and safety of resi-
dents, personnel, and the general public.
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(4) MISCELLANEOUS.—

(A) COMPLIANCE WITH FEDERAL, STATE, AND LOCAL
LAWS AND PROFESSIONAL STANDARDS.—A skilled nursing
facility must operate and provide services in compliance
with all applicable Federal, State, and local laws and regu-
lations (including the requirements of section 1124) and
with accepted professional standards and principles which
apply to professionals providing services in such a facility.

(B) OTHER.—A skilled nursing facility must meet such
other requirements relating to the health, safety, and well-
being of residents or relating to the physical facilities
thereof as the Secretary may find necessary.

(e) STATE REQUIREMENTS RELATING TO SKILLED NURSING FA-
CILITY REQUIREMENTS.—The requirements, referred to in section
1864(d), with respect to a State are as follows:

(1) SPECIFICATION AND REVIEW OF NURSE AIDE TRAINING

AND COMPETENCY EVALUATION PROGRAMS AND OF NURSE AIDE
COMPETENCY EVALUATION PROGRAMS.—The State must—

(A) by not later than January 1, 1989, specify those
training and competency evaluation programs, and those
competency evaluation programs, that the State approves
for purposes of subsection (b)(5) and that meet the require-
ments established under subsection (f)(2), and

(B) by not later than January 1, 1990, provide for the
review and reapproval of such programs, at a frequency
and using a methodology consistent with the requirements
established under subsection (f)(2)(A)(iii).

The failure of the Secretary to establish requirements under
subsection (f)(2) shall not relieve any State of its responsibility
under this paragraph.

(2) NURSE AIDE REGISTRY.—

(A) IN GENERAL.—By not later than January 1, 1989,
the State shall establish and maintain a registry of all in-
dividuals who have satisfactorily completed a nurse aide
training and competency evaluation program, or a nurse
aide competency evaluation program, approved under
paragraph (1) in the State, or any individual described in
subsection (f)(2)(B)(ii) or in subparagraph (B), (C), or (D) of
section 6901(b)(4) of the Omnibus Budget Reconciliation
Act of 1989.

(B) INFORMATION IN REGISTRY.—The registry under
subparagraph (A) shall provide (in accordance with regula-
tions of the Secretary) for the inclusion of specific docu-
mented findings by a State under subsection (g)(1)(C) of
resident neglect or abuse or misappropriation of resident
property involving an individual listed in the registry, as
well as any brief statement of the individual disputing the
findings, but shall not include any allegations of resident
abuse or neglect or misappropriation of resident property
that are not specifically documented by the State under
such subsection. The State shall make available to the
public information in the registry. In the case of inquiries
to the registry concerning an individual listed in the reg-
istry, any information disclosed concerning such a finding
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shall also include disclosure of any such statement in the

registry relating to the finding or a clear and accurate

summary of such a statement.

(C) PROHIBITION AGAINST CHARGES.—A State may not
impose any charges on a nurse aide relating to the registry
established and maintained under subparagraph (A).

(3) STATE APPEALS PROCESS FOR TRANSFERS AND DIS-
CHARGES.—The State, for transfers and discharges from skilled
nursing facilities effected on or after October 1, 1989, must
provide for a fair mechanism for hearing appeals on transfers
and discharges of residents of such facilities. Such mechanism
must meet the guidelines established by the Secretary under
subsection (f)(3); but the failure of the Secretary to establish
such guidelines shall not relieve any State of its responsibility
to provide for such a fair mechanism.

(4) SKILLED NURSING FACILITY ADMINISTRATOR STAND-
ARDS.—By not later than January 1, 1990, the State must have
implemented and enforced the skilled nursing facility adminis-
trator standards developed under subsection (f)(4) respecting
the qualification of administrators of skilled nursing facilities.

(5) SPECIFICATION OF RESIDENT ASSESSMENT INSTRU-
MENT.—Effective July 1, 1990, the State shall specify the in-
strument to be used by nursing facilities in the State in com-
plying with the requirement of subsection (b)(3)(A)(iii). Such
instrument shall be—

(A) one of the instruments designated under sub-
section (f)(6)(B), or

(B) an instrument which the Secretary has approved
as being consistent with the minimum data set of core ele-
ments, common definitions, and utilization guidelines spec-
ified by the Secretary under subsection (f)(6)(A).

(f) RESPONSIBILITIES OF SECRETARY RELATING TO SKILLED

NURSING FACILITY REQUIREMENTS.—

(1) GENERAL RESPONSIBILITY.—It is the duty and responsi-
bility of the Secretary to assure that requirements which gov-
ern the provision of care in skilled nursing facilities under this
title, and the enforcement of such requirements, are adequate
to protect the health, safety, welfare, and rights of residents
and to promote the effective and efficient use of public moneys.

(2) REQUIREMENTS FOR NURSE AIDE TRAINING AND COM-
PETENCY EVALUATION PROGRAMS AND FOR NURSE AIDE COM-
PETENCY EVALUATION PROGRAMS.—

(A) IN GENERAL.—For purposes of subsections (b)(5)
and (e)(1)(A), the Secretary shall establish, by not later
than September 1, 1988—

(i) requirements for the approval of nurse aide
training and competency evaluation programs, includ-
ing requirements relating to (I) the areas to be covered
in such a program (including at least basic nursing
skills, personal care skills, recognition of mental
health and social service needs, care of cognitively im-
paired residents, basic restorative services, and resi-
dents’ rights) and content of the curriculum (including,
in the case of initial training and, if the Secretary de-
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termines appropriate, in the case of ongoing training,
dementia management training, and patient abuse
prevention training!, (II) minimum hours of initial
and ongoing training and retraining (including not
less than 75 hours in the case of initial training), (III)
qualifications of instructors, and (IV) procedures for
determination of competency;

(i) requirements for the approval of nurse aide
competency evaluation programs, including require-
ment relating to the areas to be covered in such a pro-
gram, including at least basic nursing skills, personal
care skills, recognition of mental health and social
service needs, care of cognitively impaired residents,
basic restorative services, residents’ rights, and proce-
dures for determination of competency;

(iii) requirements respecting the minimum fre-
quency and methodology to be used by a State in re-
viewing such programs’ compliance with the require-
ments for such programs; and
N (iv) requirements, under both such programs,
that—

(I) provide procedures for determining com-
petency that permit a nurse aide, at the nurse
aide’s option, to establish competency through pro-
cedures or methods other than the passing of a
written examination and to have the competency
evaluation conducted at the nursing facility at
which the aide is (or will be) employed (unless the
facility is described in subparagraph (B)(@iii)(I)),

(II) prohibit the imposition on a nurse aide
who is employed by (or who has received an offer
of employment from) a facility on the date on
which the aide begins either such program of any
charges (including any charges for textbooks and
other required course materials and any charges
for the competency evaluation) for either such pro-
gram, and

(IIT) in the case of a nurse aide not described
in subclause (II) who is employed by (or who has
received an offer of employment from) a facility
not later than 12 months after completing either
such program, the State shall provide for the re-
imbursement of costs incurred in completing such
program on a prorata basis during the period in
which the nurse aide is so employed.

(B) APPROVAL OF CERTAIN PROGRAMS.—Such require-

ments—

(i) may permit approval of programs offered by or
in facilities (subject to clause (iii)), as well as outside
facilities (including employee organizations), and of

1Section 6121(a)(1) of Public Law 111-148 (124 Stat. 720) provided for an amendment to in-
sert new parenthetical language before “, (II)”. The amendment probably should have included
a close parenthesis at the end of the inserted matter.
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programs in effect on the date of the enactment of this
section;

(ii) shall permit a State to find that an individual
who has completed (before July 1, 1989) a nurse aide
training and competency evaluation program shall be
deemed to have completed such a program approved
under subsection (b)(5) if the State determines that, at
the time the program was offered, the program met
theOl requirements for approval under such paragraph,;
an

(iii) subject to subparagraphs (C) and (D), shall
prohibit approval of such a program—

(I) offered by or in a skilled nursing facility
which, within the previous 2 years—

(a) has operated under a waiver under
subsection (b)(4)(C)(1i)(II);

(b) has been subject to an extended (or
partial extended) survey under subsection
(2)(2)(B)(1) or section 1919(g)(2)(B)(i), unless
the survey shows that the facility is in compli-
ance with the requirements of subsections (b),
(c), and (d) of this section; or

(c) has been assessed a civil money pen-
alty described in subsection (h)(2)(B)(ii) or sec-
tion 1919(h)(2)(A)(ii) of not less than $5,000,
or has been subject to a remedy described in
clause (i) or (iii) of subsection (h)(2)(B), sub-
section (h)(4), section 1919(h)(1)(B)(i), or in
clause (i), (iii), or (iv) of section 1919(h)(2)(A),

or
(IT) offered by or in a skilled nursing facility
unless the State makes the determination, upon
an individual’s completion of the program, that
the individual is competent to provide nursing and
nursing-related services in skilled nursing facili-
ties.
A State may not delegate (through subcontract or other-
wise) its responsibility under clause (iii)(II) to the skilled
nursing facility.

(C) WAIVER AUTHORIZED.—Clause (iii)(I) of subpara-
graph (B) shall not apply to a program offered in (but not
by) a nursing facility (or skilled nursing facility for pur-
poses of title XVIII) in a State if the State—

(i) determines that there is no other such program
offered within a reasonable distance of the facility,

(ii) assures, through an oversight effort, that an
adequate environment exists for operating the pro-
gram in the facility, and

(i) provides notice of such determination and as-
surances to the State long-term care ombudsman.

(D) WAIVER OF DISAPPROVAL OF NURSE-AIDE TRAINING
PROGRAMS.—Upon application of a nursing facility, the
Secretary may waive the application of subparagraph
(B)(in)I)(c) if the imposition of the civil monetary penalty
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was not related to the quality of care provided to residents

of the facility. Nothing in this subparagraph shall be con-

strued as eliminating any requirement upon a facility to
pay a civil monetary penalty described in the preceding
sentence.

(3) FEDERAL GUIDELINES FOR STATE APPEALS PROCESS FOR
TRANSFERS AND DISCHARGES.—For purposes of subsections
(c)(2)(B)(ii)(I) and (e)(3), by not later than October 1, 1988, the
Secretary shall establish guidelines for minimum standards
which State appeals processes under subsection (e)(3) must
meet to provide a fair mechanism for hearing appeals on trans-
fers and discharges of residents from skilled nursing facilities.

(4) SECRETARIAL STANDARDS FOR QUALIFICATION OF ADMIN-
ISTRATORS.—For purposes of subsections (d)(1)(C) and (e)(4),
the Secretary shall develop, by not later than March 1, 1989,
standards to be applied in assuring the qualifications of admin-
istrators of skilled nursing facilities.

(5) CRITERIA FOR ADMINISTRATION.— The Secretary shall
establish criteria for assessing a skilled nursing facility’s com-
pliance with the requirement of subsection (d)(1) with respect
to—

(A) its governing body and management,

(B) agreements with hospitals regarding transfers of
residents to and from the hospitals and to and from other
skilled nursing facilities,

(C) disaster preparedness,

(D) direction of medical care by a physician,

(E) laboratory and radiological services,

(F) clinical records, and

(G) resident and advocate participation.

(6) SPECIFICATION OF RESIDENT ASSESSMENT DATA SET AND
INSTRUMENTS.—The Secretary shall—

(A) not later than January 1, 1989, specify a minimum
data set of core elements and common definitions for use
by nursing facilities in conducting the assessments re-
quired under subsection (b)(3), and establish guidelines for
utilization of the data set; and

(B) by not later than April 1, 1990, designate one or
more instruments which are consistent with the specifica-
tion made under subparagraph (A) and which a State may
specify under subsection (e)(5)(A) for use by nursing facili-
ties in complying with the requirements of subsection
(b)(3)(A)(iii).

(7) LIST OF ITEMS AND SERVICES FURNISHED IN SKILLED
NURSING FACILITIES NOT CHARGEABLE TO THE PERSONAL FUNDS
OF A RESIDENT.—

(A) REGULATIONS REQUIRED.— Pursuant to the re-
quirement of section 21(b) of the Medicare-Medicaid Anti-
Fraud and Abuse Amendments of 1977, the Secretary shall
issue regulations, on or before the first day of the seventh
month to begin after the date of enactment of this section,
that define those costs which may be charged to the per-
sonal funds of residents in skilled nursing facilities who
are individuals receiving benefits under this part and
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those costs which are to be included in the reasonable cost
(or other payment amount) under this title for extended
care services.

(B) RULE IF FAILURE TO PUBLISH REGULATIONS.—If the
Secretary does not issue the regulations under subpara-
graph (A) on or before the date required in such subpara-
graph, in the case of a resident of a skilled nursing facility
who is eligible to receive benefits under this part, the costs
which may not be charged to the personal funds of such
resident (and for which payment is considered to be made
under this title) shall include, at a minimum, the costs for
routine personal hygiene items and services furnished by
the facility.

(8) SPECIAL FOCUS FACILITY PROGRAM.—

(A) IN GENERAL.—The Secretary shall conduct a spe-
cial focus facility program for enforcement of requirements
for skilled nursing facilities that the Secretary has identi-
fied as having substantially failed to meet applicable re-
quirement of this Act.

(B) PERIODIC SURVEYS.—Under such program the Sec-
retary shall conduct surveys of each facility in the program
not less than once every 6 months.

(g) SURVEY AND CERTIFICATION PROCESS.—

(1) STATE AND FEDERAL RESPONSIBILITY.—

(A) IN GENERAL.—Pursuant to an agreement under
section 1864, each State shall be responsible for certifying,
in accordance with surveys conducted under paragraph (2),
the compliance of skilled nursing facilities (other than fa-
cilities of the State) with the requirements of subsections
(b), (c), and (d). The Secretary shall be responsible for cer-
tifying, in accordance with surveys conducted under para-
graph (2), the compliance of State skilled nursing facilities
with the requirements of such subsections.

(B) EDUCATIONAL PROGRAM.—Each State shall conduct
periodic educational programs for the staff and residents
(and their representatives) of skilled nursing facilities in
order to present current regulations, procedures, and poli-
cies under this section.

(C) INVESTIGATION OF ALLEGATIONS OF RESIDENT NE-
GLECT AND ABUSE AND MISAPPROPRIATION OF RESIDENT
PROPERTY.—The State shall provide, through the agency
responsible for surveys and certification of nursing facili-
ties under this subsection, for a process for the receipt and
timely review and investigation of allegations of neglect
and abuse and misappropriation of resident property by a
nurse aide of a resident in a nursing facility or by another
individual used by the facility in providing services to such
a resident. The State shall, after providing the individual
involved with a written notice of the allegations (including
a statement of the availability of a hearing for the indi-
vidual to rebut the allegations) and the opportunity for a
hearing on the record, make a written finding as to the ac-
curacy of the allegations. If the State finds that a nurse
aide has neglected or abused a resident or misappropriated
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resident property in a facility, the State shall notify the
nurse aide and the registry of such finding. If the State
finds that any other individual used by the facility has ne-
glected or abused a resident or misappropriated resident
property in a facility, the State shall notify the appropriate
licensure authority. A State shall not make a finding that
an individual has neglected a resident if the individual
demonstrates that such neglect was caused by factors be-
yond the control of the individual.

(D) REMOVAL OF NAME FROM NURSE AIDE REGISTRY.—

(1) IN GENERAL.—In the case of a finding of neglect
under subparagraph (C), the State shall establish a
procedure to permit a nurse aide to petition the State
to have his or her name removed from the registry
upon a determination by the State that—

(I) the employment and personal history of
the nurse aide does not reflect a pattern of abu-
sive behavior or neglect; and

(II) the neglect involved in the original finding
was a singular occurrence.

(i1) TIMING OF DETERMINATION.—In no case shall a
determination on a petition submitted under clause (i)
be made prior to the expiration of the l-year period
beginning on the date on which the name of the peti-
tioner was added to the registry under subparagraph
(C).

(E) CONSTRUCTION.— The failure of the Secretary to
issue regulations to carry out this subsection shall not re-
lieve a State of its responsibility under this subsection.

(2) SURVEYS.—

(A) STANDARD SURVEY.—

(i) IN GENERAL.—Each skilled nursing facility
shall be subject to a standard survey, to be conducted
without any prior notice to the facility. Any individual
who notifies (or causes to be notified) a skilled nursing
facility of the time or date on which such a survey is
scheduled to be conducted is subject to a civil money
penalty of not to exceed $2,000. The provisions of sec-
tion 1128A (other than subsections (a) and (b)) shall
apply to a civil money penalty under the previous sen-
tence in the same manner as such provisions apply to
a penalty or proceeding under section 1128A(a). The
Secretary shall review each State’s procedures for the
scheduling and conduct of standard surveys to assure
that the State has taken all reasonable steps to avoid
giving notice of such a survey through the scheduling
procedures and the conduct of the surveys themselves.

(ii) CONTENTS.—Each standard survey shall in-
clude, for a case-mix stratified sample of residents—

(I) a survey of the quality of care furnished,
as measured by indicators of medical, nursing,
and rehabilitative care, dietary and nutrition serv-
ices, activities and social participation, and sanita-
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tion, infection control, and the physical environ-

ment,

(IT) written plans of care provided under sub-
section (b)(2) and an audit of the residents’ assess-
ments under subsection (b)(3) to determine the ac-
curacy of such assessments and the adequacy of
such plans of care, and

(IIT) a review of compliance with residents’
rights under subsection (c).

(ii1) FREQUENCY.—

(I) IN GENERAL.—Each skilled nursing facility
shall be subject to a standard survey not later
than 15 months after the date of the previous
standard survey conducted under this subpara-
graph. The Statewide average interval between
standard surveys of skilled nursing facilities
under this subsection shall not exceed 12 months.

(II) SPECIAL SURVEYS.—If not otherwise con-
ducted under subclause (I), a standard survey (or
an abbreviated standard survey) may be con-
ducted within 2 months of any change of owner-
ship, administration, management of a skilled
nursing facility, or the director of nursing in order
to determine whether the change has resulted in
any decline in the quality of care furnished in the
facility.

(B) EXTENDED SURVEYS.—

(i) IN GENERAL.—Each skilled nursing facility
which is found, under a standard survey, to have pro-
vided substandard quality of care shall be subject to
an extended survey. Any other facility may, at the
Secretary’s or State’s discretion, be subject to such an
extended survey (or a partial extended survey).

(i1)) TIMING.—The extended survey shall be con-
ducted immediately after the standard survey (or, if
not practicable, not later than 2 weeks after the date
of completion of the standard survey).

(iii)) CONTENTS.—In such an extended survey, the
survey team shall review and identify the policies and
procedures which produced such substandard quality
of care and shall determine whether the facility has
complied with all the requirements described in sub-
sections (b), (¢), and (d). Such review shall include an
expansion of the size of the sample of residents’ as-
sessments reviewed and a review of the staffing, of in-
service training, and, if appropriate, of contracts with
consultants.

(iv) CONSTRUCTION.—Nothing in this paragraph
shall be construed as requiring an extended or partial
extended survey as a prerequisite to imposing a sanc-
tion against a facility under subsection (h) on the basis
of findings in a standard survey.

(C) SURVEY PROTOCOL.— Standard and extended sur-
veys shall be conducted—
July 11, 2012
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(i) based upon a protocol which the Secretary has
developed, tested, and validated by not later than Jan-
uary 1, 1990, and

(i) by individuals, of a survey team, who meet
such minimum qualifications as the Secretary estab-
lishes by not later than such date.

The failure of the Secretary to develop, test, or validate
such protocols or to establish such minimum qualifications
shall not relieve any State of its responsibility (or the Sec-
retary of the Secretary’s responsibility) to conduct surveys
under this subsection.

(D) CONSISTENCY OF SURVEYS.—Each State and the
Secretary shall implement programs to measure and re-
duce inconsistency in the application of survey results
among surveyors.

(E) SURVEY TEAMS.—

(1) IN GENERAL.—Surveys under this subsection
shall be conducted by a multidisciplinary team of pro-
fessionals (including a registered professional nurse).

(ii) PROHIBITION OF CONFLICTS OF INTEREST.—A
State may not use as a member of a survey team
under this subsection an individual who is serving (or
has served within the previous 2 years) as a member
of the staff of, or as a consultant to, the facility sur-
veyed respecting compliance with the requirements of
subsections (b), (¢), and (d), or who has a personal or
familial financial interest in the facility being sur-
veyed.

(iii) TRAINING.—The Secretary shall provide for
the comprehensive training of State and Federal sur-
veyors in the conduct of standard and extended sur-
veys under this subsection, including the auditing of
resident assessments and plans of care. No individual
shall serve as a member of a survey team unless the
individual has successfully completed a training and
testing program in survey and certification techniques
that has been approved by the Secretary.

(3) VALIDATION SURVEYS.—

(A) IN GENERAL.—The Secretary shall conduct onsite
surveys of a representative sample of skilled nursing facili-
ties in each State, within 2 months of the date of surveys
conducted under paragraph (2) by the State, in a sufficient
number to allow inferences about the adequacies of each
State’s surveys conducted under paragraph (2). In con-
ducting such surveys, the Secretary shall use the same
survey protocols as the State is required to use under
paragraph (2). If the State has determined that an indi-
vidual skilled nursing facility meets the requirements of
subsections (b), (c), and (d), but the Secretary determines
that the facility does not meet such requirements, the Sec-
retary’s determination as to the facility’s noncompliance
with such requirements is binding and supersedes that of
the State survey.
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(B) ScorpE.—With respect to each State, the Secretary
shall conduct surveys under subparagraph (A) each year
with respect to at least 5 percent of the number of skilled
nursing facilities surveyed by the State in the year, but in
no case less than 5 skilled nursing facilities in the State.

(C) REMEDIES FOR SUBSTANDARD PERFORMANCE.—If
the Secretary finds, on the basis of such surveys, that a
State has failed to perform surveys as required under
paragraph (2) or that a State’s survey and certification
performance otherwise is not adequate, the Secretary shall
provide for an appropriate remedy, which may include the
training of survey teams in the State.

(D) SPECIAL SURVEYS OF COMPLIANCE.—Where the Sec-
retary has reason to question the compliance of a skilled
nursing facility with any of the requirements of sub-
sections (b), (c), and (d), the Secretary may conduct a sur-
vey of the facility and, on the basis of that survey, make
independent and binding determinations concerning the
extent to which the skilled nursing facility meets such re-
quirements.

(4) INVESTIGATION OF COMPLAINTS AND MONITORING COM-
PLI?fNCE.—EaCh State shall maintain procedures and adequate
staff to—

(A) investigate complaints of violations of require-
ments by skilled nursing facilities, and

(B) monitor, on-site, on a regular, as needed basis, a
skilled nursing facility’s compliance with the requirements
of subsections (b), (c), and (d), if—

(i) the facility has been found not to be in compli-
ance with such requirements and is in the process of
correcting deficiencies to achieve such compliance;

(i1) the facility was previously found not to be in
compliance with such requirements, has corrected defi-
ciencies to achieve such compliance, and verification of
continued compliance is indicated; or

(iii) the State has reason to question the compli-
ance of the facility with such requirements.

A State may maintain and utilize a specialized team (including
an attorney, an auditor, and appropriate health care profes-
sionals) for the purpose of identifying, surveying, gathering
and preserving evidence, and carrying out appropriate enforce-
ment actions against substandard skilled nursing facilities.

(5)1 DISCLOSURE OF RESULTS OF INSPECTIONS AND ACTIVI-
TIES.—

(A) PuBLIC INFORMATION.—Each State, and the Sec-
retary, shall make available to the public—

(i) information respecting all surveys and certifi-
cations made respecting skilled nursing facilities, in-
cluding statements of deficiencies, within 14 calendar
days after such information is made available to those
facilities, and approved plans of correction,

1For version of law of section 1819(g)(5)(E) (as amended by section 6103(a)(2)(A) of Public Law
111-148) see note set out in italic typeface that appears after subparagraph (D) below.
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(i) copies of cost reports of such facilities filed

under this title or title XIX,

(iii) copies of statements of ownership under sec-
tion 1124, and
(iv) information disclosed under section 1126.

(B) NOTICE TO OMBUDSMAN.—Each State shall notify
the State long-term care ombudsman (established under
title III or VII of the Older Americans Act of 1965 in ac-
cordance with section 712 of the Act) of the State’s findings
of noncompliance with any of the requirements of sub-
sections (b), (¢), and (d), or of any adverse action taken
against a skilled nursing facility under paragraph (1), (2),
or (4) of subsection (h), with respect to a skilled nursing
facility in the State.

(C) NOTICE TO PHYSICIANS AND SKILLED NURSING FA-
CILITY ADMINISTRATOR LICENSING BOARD.—If a State finds
that a skilled nursing facility has provided substandard
quality of care, the State shall notify—

(i) the attending physician of each resident with
respect to which such finding is made, and

(i) the State board responsible for the licensing of
the skilled nursing facility administrator at the facil-
ity.

(D) ACCESS TO FRAUD CONTROL UNITS.—Each State
shall provide its State medicaid fraud and abuse control
unit (established under section 1903(q)) with access to all
information of the State agency responsible for surveys
and certifications under this subsection.

(E) SUBMISSION OF SURVEY AND CERTIFICATION INFOR-
MATION TO THE SECRETARY.—In order to improve the time-
liness of information made available to the public under
subparagraph (A) and provided on the Nursing Home
Compare Medicare website under subsection (i), each State
shall submit information respecting any survey or certifi-
cation made respecting a skilled nursing facility (including
any enforcement actions taken by the State) to the Sec-
retary not later than the date on which the State sends
such information to the facility. The Secretary shall use
the information submitted under the preceding sentence to
update the information provided on the Nursing Home
Compare Medicare website as expeditiously as practicable
but not less frequently than quarterly.

(h) ENFORCEMENT PROCESS.—

ard,

(1) IN GENERAL.—If a State finds, on the basis of a stand-
extended, or partial extended survey under subsection

(g)(2) or otherwise, that a skilled nursing facility no longer
meets a requirement of subsection (b), (¢c), or (d), and further
finds that the facility’s deficiencies—

(A) immediately jeopardize the health or safety of its
residents, the State shall recommend to the Secretary that
the Secretary take such action as described in paragraph
(2)(A)(); or

(B) do not immediately jeopardize the health or safety
of its residents, the State may recommend to the Secretary
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that the Secretary take such action as described in para-

graph (2)(A)(i).
If a State finds that a skilled nursing facility meets the re-
quirements of subsections (b), (c), and (d), but, as of a previous
period, did not meet such requirements, the State may rec-
ommend a civil money penalty under paragraph (2)(B)(ii) for
the days in which it finds that the facility was not in compli-
ance with such requirements.

(2) SECRETARIAL AUTHORITY.—

(A) IN GENERAL.—With respect to any skilled nursing
facility in a State, if the Secretary finds, or pursuant to a
recommendation of the State under paragraph (1) finds,
that a skilled nursing facility no longer meets a require-
ment of subsection (b), (¢), (d), or (e), and further finds
that the facility’s deficiencies—

(i) immediately jeopardize the health or safety of
its residents, the Secretary shall take immediate ac-
tion to remove the jeopardy and correct the defi-
ciencies through the remedy specified in subparagraph
(B)(iii), or terminate the facility’s participation under
this title and may provide, in addition, for one or more
of the other remedies described in subparagraph (B);
or

(ii) do not immediately jeopardize the health or
safety of its residents, the Secretary may impose any
of the remedies described in subparagraph (B).

Nothing in this subparagraph shall be construed as re-
stricting the remedies available to the Secretary to remedy
a skilled nursing facility’s deficiencies. If the Secretary
finds, or pursuant to the recommendation of the State
under paragraph (1) finds, that a skilled nursing facility
meets such requirements but, as of a previous period, did
not meet such requirements, the Secretary may provide for
a civil money penalty under subparagraph (B)(ii) for the
days on which he finds that the facility was not in compli-
ance with such requirements.

(B) SPECIFIED REMEDIES.—The Secretary may take the
following actions with respect to a finding that a facility
has not met an applicable requirement:

(i) DENIAL OF PAYMENT.—The Secretary may deny
any further payments under this title with respect to
all individuals entitled to benefits under this title in
the facility or with respect to such individuals admit-
ted to the facility after the effective date of the find-
ing.

(ii) AUTHORITY WITH RESPECT TO CIVIL MONEY PEN-
ALTIES.—

(I) IN GENERAL.—Subject to subclause (II), the
Secretary may impose a civil money penalty in an
amount not to exceed $10,000 for each day of non-
compliance. The provisions of section 1128A (other
than subsections (a) and (b)) shall apply to a civil
money penalty under the previous sentence in the
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same manner as such provisions apply to a pen-
alty or proceeding under section 1128A(a).

(II) REDUCTION OF CIVIL MONEY PENALTIES IN
CERTAIN CIRCUMSTANCES.—Subject to subclause
(ITI), in the case where a facility self-reports and
promptly corrects a deficiency for which a penalty
was imposed under this clause not later than 10
calendar days after the date of such imposition,
the Secretary may reduce the amount of the pen-
alty imposed by not more than 50 percent.

(III) PROHIBITIONS ON REDUCTION FOR CER-
TAIN DEFICIENCIES.—

(aa) REPEAT DEFICIENCIES.—The Sec-
retary may not reduce the amount of a pen-
alty under subclause (II) if the Secretary had
reduced a penalty imposed on the facility in
the preceding year under such subclause with
respect to a repeat deficiency.

(bb) CERTAIN OTHER DEFICIENCIES.—The
Secretary may not reduce the amount of a
penalty under subclause (II) if the penalty is
imposed on the facility for a deficiency that is
found to result in a pattern of harm or wide-
spread harm, immediately jeopardizes the
health or safety of a resident or residents of
the facility, or results in the death of a resi-
dent of the facility.

(IV) COLLECTION OF CIVIL MONEY PEN-
ALTIES.—In the case of a civil money penalty im-
posed under this clause, the Secretary shall issue
regulations that—

(aa) subject to item (cc), not later than 30
days after the imposition of the penalty, pro-
vide for the facility to have the opportunity to
participate in an independent informal dis-
pute resolution process which generates a
written record prior to the collection of such
penalty;

(bb) in the case where the penalty is im-
posed for each day of noncompliance, provide
that a penalty may not be imposed for any
day during the period beginning on the initial
day of the imposition of the penalty and end-
ing on the day on which the informal dispute
resolution process under item (aa) is com-
pleted;

(ce) may provide for the collection of such
civil money penalty and the placement of such
amounts collected in an escrow account under
the direction of the Secretary on the earlier of
the date on which the informal dispute resolu-
tion process under item (aa) is completed or
the date that is 90 days after the date of the
imposition of the penalty;
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(dd) may provide that such amounts col-
lected are kept in such account pending the
resolution of any subsequent appeals;

(ee) in the case where the facility success-
fully appeals the penalty, may provide for the
return of such amounts collected (plus inter-
est) to the facility; and

(ff) in the case where all such appeals are
unsuccessful, may provide that some portion
of such amounts collected may be used to sup-
port activities that benefit residents, including
assistance to support and protect residents of
a facility that closes (voluntarily or involun-
tarily) or is decertified (including offsetting
costs of relocating residents to home and com-
munity-based settings or another facility),
projects that support resident and family
councils and other consumer involvement in
assuring quality care in facilities, and facility
improvement initiatives approved by the Sec-
retary (including joint training of facility staff
and surveyors, technical assistance for facili-
ties implementing quality assurance pro-
grams, the appointment of temporary man-
agement firms, and other activities approved
by the Secretary).

(iii) APPOINTMENT OF TEMPORARY MANAGEMENT.—
In consultation with the State, the Secretary may ap-
point temporary management to oversee the operation
of the facility and to assure the health and safety of
the facility’s residents, where there is a need for tem-
porary management while—
(I) there is an orderly closure of the facility,
or
(IT) improvements are made in order to bring
the facility into compliance with all the require-
ments of subsections (b), (¢), and (d).
The temporary management under this clause shall
not be terminated under subclause (II) until the Sec-
retary has determined that the facility has the man-
agement capability to ensure continued compliance
with all the requirements of subsections (b), (c), and
(d).
The Secretary shall specify criteria, as to when and how
each of such remedies is to be applied, the amounts of any
fines, and the severity of each of these remedies, to be
used in the imposition of such remedies. Such criteria shall
be designed so as to minimize the time between the identi-
fication of violations and final imposition of the remedies
and shall provide for the imposition of incrementally more
severe fines for repeated or uncorrected deficiencies. In ad-
dition, the Secretary may provide for other specified rem-
edies, such as directed plans of correction.
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(C) CONTINUATION OF PAYMENTS PENDING REMEDI-
ATION.—The Secretary may continue payments, over a pe-
riod of not longer than 6 months after the effective date of
the findings, under this title with respect to a skilled nurs-
ing facility not in compliance with a requirement of sub-
section (b), (¢), or (d), if—

(i) the State survey agency finds that it is more
appropriate to take alternative action to assure com-
pliance of the facility with the requirements than to
terminate the certification of the facility,

(i) the State has submitted a plan and timetable
for corrective action to the Secretary for approval and
theOl Secretary approves the plan of corrective action,
an

(iii) the facility agrees to repay to the Federal
Government payments received under this subpara-
graph if the corrective action is not taken in accord-
ance with the approved plan and timetable.

The Secretary shall establish guidelines for approval of

corre}(l:tive actions requested by States under this subpara-

graph.

(D) ASSURING PROMPT COMPLIANCE.—If a skilled nurs-
ing facility has not complied with any of the requirements
of subsections (b), (¢), and (d), within 3 months after the
date the facility is found to be out of compliance with such
requirements, the Secretary shall impose the remedy de-
scribed in subparagraph (B)(i) for all individuals who are
admitted to the facility after such date.

(E) REPEATED NONCOMPLIANCE.—In the case of a
skilled nursing facility which, on 3 consecutive standard
surveys conducted under subsection (g)(2), has been found
to have provided substandard quality of care, the Sec-
regagy shall (regardless of what other remedies are pro-
vided)—

(i) impose the remedy described in subparagraph
(B)@), and

(i1) monitor the facility under subsection (g)(4)(B),

until the facility has demonstrated, to the satisfaction of

the Secretary, that it is in compliance with the require-
ments of subsections (b), (¢), and (d), and that it will re-
main in compliance with such requirements.

(3) EFFECTIVE PERIOD OF DENIAL OF PAYMENT.—A finding
to deny payment under this subsection shall terminate when
the Secretary finds that the facility is in substantial compli-
ance with all the requirements of subsections (b), (c), and (d).

(4) IMMEDIATE TERMINATION OF PARTICIPATION FOR FACIL-
ITY WHERE SECRETARY FINDS NONCOMPLIANCE AND IMMEDIATE
JEOPARDY.—If the Secretary finds that a skilled nursing facility
has not met a requirement of subsection (b), (¢), or (d), and
finds that the failure immediately jeopardizes the health or
safety of its residents, the Secretary shall take immediate ac-
tion to remove the jeopardy and correct the deficiencies
through the remedy specified in paragraph (2)(B)(iii), or the
Secretary, subject to section 1128I(h), shall terminate the fa-
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cility’s participation under this title. If the facility’s participa-
tion under this title is terminated, the State shall provide for
the safe and orderly transfer of the residents eligible under
this title consistent with the requirements of subsection (c)(2)
and section 11281(h).

(5) CONSTRUCTION.—The remedies provided under this
subsection are in addition to those otherwise available under
State or Federal law and shall not be construed as limiting
such other remedies, including any remedy available to an in-
dividual at common law. The remedies described in clauses (i),
(i1)(IV), and (iii) of paragraph (2)(B) may be imposed during the
pendency of any hearing.

(6) SHARING OF INFORMATION.—Notwithstanding any other
provision of law, all information concerning skilled nursing fa-
cilities required by this section to be filed with the Secretary
or a State agency shall be made available by such facilities to
Federal or State employees for purposes consistent with the ef-
fective administration of programs established under this title
and title XIX, including investigations by State medicaid fraud
control units.

(i) NURSING HOME COMPARE WEBSITE.—

(1) INCLUSION OF ADDITIONAL INFORMATION.—

(A) IN GENERAL.—The Secretary shall ensure that the
Department of Health and Human Services includes, as
part of the information provided for comparison of nursing
homes on the official Internet website of the Federal Gov-
ernment for Medicare beneficiaries (commonly referred to
as the “Nursing Home Compare” Medicare website) (or a
successor website), the following information in a manner
that is prominent, updated on a timely basis, easily acces-
sible, readily understandable to consumers of long-term
care services, and searchable:

(1) Staffing data for each facility (including resi-
dent census data and data on the hours of care pro-
vided per resident per day) based on data submitted
under section 1128I(g), including information on staff-
ing turnover and tenure, in a format that is clearly
understandable to consumers of long-term care serv-
ices and allows such consumers to compare differences
in staffing between facilities and State and national
averages for the facilities. Such format shall include—

(I) concise explanations of how to interpret
the data (such as a plain English explanation of
data reflecting “nursing home staff hours per resi-
dent day”);

(IT) differences in types of staff (such as train-
ing associated with different categories of staff);

(ITT) the relationship between nurse staffing
levels and quality of care; and

(IV) an explanation that appropriate staffing

levels vary based on patient case mix.

(i) Links to State Internet websites with informa-
tion regarding State survey and -certification pro-
grams, links to Form 2567 State inspection reports (or
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a successor form) on such websites, information to
guide consumers in how to interpret and understand
such reports, and the facility plan of correction or
other response to such report. Any such links shall be
posted on a timely basis.

(iii) The standardized complaint form developed
under section 1128I(f), including explanatory material
on what complaint forms are, how they are used, and
how to file a complaint with the State survey and cer-
tification program and the State long-term care om-
budsman program.

(iv) Summary information on the number, type,
severity, and outcome of substantiated complaints.

(v) The number of adjudicated instances of crimi-
nal violations by a facility or the employees of a facil-
ity—

(I) that were committed inside the facility;

(IT) with respect to such instances of viola-
tions or crimes committed inside of the facility
that were the violations or crimes of abuse, ne-
glect, and exploitation, criminal sexual abuse, or
other violations or crimes that resulted in serious
bodily injury; and

(ITT) the number of civil monetary penalties
levied against the facility, employees, contractors,
and other agents.

(B) DEADLINE FOR PROVISION OF INFORMATION.—

(i) IN GENERAL.—Except as provided in clause (ii),
the Secretary shall ensure that the information de-
scribed in subparagraph (A) is included on such
website (or a successor website) not later than 1 year
after the date of the enactment of this subsection.

(i1) EXCEPTION.—The Secretary shall ensure that
the information described in subparagraph (A)(i) is in-
cluded on such website (or a successor website) not
later than the date on which the requirements under
section 1128I(g) are implemented.

(2) REVIEW AND MODIFICATION OF WEBSITE.—

(A) IN GENERAL.—The Secretary shall establish a proc-

ess—

(i) to review the accuracy, clarity of presentation,
timeliness, and comprehensiveness of information re-
ported on such website as of the day before the date
of the enactment of this subsection; and

(i) not later than 1 year after the date of the en-
actment of this subsection, to modify or revamp such
website in accordance with the review conducted
under clause (i).

(B) CONSULTATION.—In conducting the review under

subparagraph (A)(i), the Secretary shall consult with—

(i) State long-term care ombudsman programs;
(i1) consumer advocacy groups;
(iii) provider stakeholder groups; and
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(iv) any other representatives of programs or
groups the Secretary determines appropriate.

(j) CONSTRUCTION.—Where requirements or obligations under
this section are identical to those provided under section 1919 of
this Act, the fulfillment of those requirements or obligations under
section 1919 shall be considered to be the fulfillment of the cor-
responding requirements or obligations under this section.

MEDICARE RURAL HOSPITAL FLEXIBILITY PROGRAM

SEC. 1820. [42 U.S.C. 1395141 (a) ESTABLISHMENT.—Any
State that submits an application in accordance with subsection (b)
may establish a medicare rural hospital flexibility program de-
scribed in subsection (c).

(b) APPLICATION.—A State may establish a medicare rural hos-
pital flexibility program described in subsection (c) if the State sub-
mits to the Secretary at such time and in such form as the Sec-
retary may require an application containing—

(1) assurances that the State—

(A) has developed, or is in the process of developing,

a State rural health care plan that—

(i) provides for the creation of 1 or more rural
}Slealth networks (as defined in subsection (d)) in the
tate;
(il) promotes regionalization of rural health serv-
ices in the State; and
(iii) improves access to hospital and other health
services for rural residents of the State; and
(B) has developed the rural health care plan described
in subparagraph (A) in consultation with the hospital asso-
ciation of the State, rural hospitals located in the State,

and the State Office of Rural Health (or, in the case of a

State in the process of developing such plan, that assures

the Secretary that the State will consult with its State

hospital association, rural hospitals located in the State,
aild )the State Office of Rural Health in developing such
plan);

(2) assurances that the State has designated (consistent
with the rural health care plan described in paragraph (1)(A)),
or is in the process of so designating, rural nonprofit or public
hospitals or facilities located in the State as critical access hos-
pitals; and

(3) such other information and assurances as the Secretary
may require.

(c) MEDICARE RURAL HOSPITAL FLEXIBILITY PROGRAM DE-
SCRIBED.—

(1) IN GENERAL.—A State that has submitted an applica-
tion in accordance with subsection (b), may establish a medi-
care rural hospital flexibility program that provides that—

(A) the State shall develop at least 1 rural health net-
work (as defined in subsection (d)) in the State; and
(B) at least 1 facility in the State shall be designated

?s a critical access hospital in accordance with paragraph

2).

(2) STATE DESIGNATION OF FACILITIES.—
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(A) IN GENERAL.—A State may designate 1 or more fa-
cilities as a critical access hospital in accordance with sub-
paragraphs (B), (C), and (D).

(B) CRITERIA FOR DESIGNATION AS CRITICAL ACCESS
HOSPITAL.—A State may designate a facility as a critical
access hospital if the facility—

(i) is a hospital that is located in a county (or
equivalent unit of local government) in a rural area
(as defined in section 1886(d)(2)(D)) or is treated as
being located in a rural area pursuant to section
1886(d)(8)(E), and that—

(I) is located more than a 35-mile drive (or, in
the case of mountainous terrain or in areas with
only secondary roads available, a 15-mile drive)
from a hospital, or another facility described in
this subsection; or

(IT) is certified before January 1, 2006, by the
State as being a necessary provider of health care
services to residents in the area;

(i1) makes available 24-hour emergency care serv-
ices that a State determines are necessary for ensur-
ing access to emergency care services in each area
served by a critical access hospital;

(iii) provides not more than 25 acute care inpa-
tient beds (meeting such standards as the Secretary
may establish) for providing inpatient care for a period
that does not exceed, as determined on an annual, av-
erage basis, 96 hours per patient;

(iv) meets such staffing requirements as would
apply under section 1861(e) to a hospital located in a
rural area, except that—

(I) the facility need not meet hospital stand-
ards relating to the number of hours during a day,
or days during a week, in which the facility must
be open and fully staffed, except insofar as the fa-
cility is required to make available emergency
care services as determined under clause (ii) and
must have nursing services available on a 24-hour
basis, but need not otherwise staff the facility ex-
cept when an inpatient is present;

(II) the facility may provide any services oth-
erwise required to be provided by a full-time, on
site dietitian, pharmacist, laboratory technician,
medical technologist, and radiological technologist
on a part-time, off site basis under arrangements
as defined in section 1861(w)(1); and

(ITT) the inpatient care described in clause (iii)
may be provided by a physician assistant, nurse
practitioner, or clinical nurse specialist subject to
the oversight of a physician who need not be
present in the facility; and
(v) meets the requirements of section

1861(aa)(2)(D).
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(C) RECENTLY CLOSED FACILITIES.—A State may des-

ignate a facility as a critical access hospital if the facility—

(i) was a hospital that ceased operations on or

after the date that is 10 years before the date of the
enactment of this subparagraph; and

(i1) as of the effective date of such designation,
meets the criteria for designation under subparagraph
(B).

(D) DOWNSIZED FACILITIES.—A State may designate a
health clinic or a health center (as defined by the State)
as a critical access hospital if such clinic or center—

(i) is licensed by the State as a health clinic or a
health center;

(i1) was a hospital that was downsized to a health
clinic or health center; and

(iii) as of the effective date of such designation,
?rée;ets the criteria for designation under subparagraph
(E) AUTHORITY TO ESTABLISH PSYCHIATRIC AND REHA-

BILITATION DISTINCT PART UNITS.—

(1) IN GENERAL.—Subject to the succeeding provi-
sions of this subparagraph, a critical access hospital
may establish—

(I) a psychiatric unit of the hospital that is a
distinct part of the hospital; and
(IT) a rehabilitation unit of the hospital that is

a distinct part of the hospital,
if the distinct part meets the requirements (including
conditions of participation) that would otherwise apply
to the distinct part if the distinct part were estab-
lished by a subsection (d) hospital in accordance with
the matter following clause (v) of section 1886(d)(1)(B),
including any regulations adopted by the Secretary
under such section.

(ii) LIMITATION ON NUMBER OF BEDS.—The total
number of beds that may be established under clause
(i) for a distinct part unit may not exceed 10.

(iii) EXCLUSION OF BEDS FROM BED COUNT.—In de-
termining the number of beds of a critical access hos-
pital for purposes of applying the bed limitations re-
ferred to in subparagraph (B)(iii) and subsection (f),
the Secretary shall not take into account any bed es-
tablished under clause (i).

(iv) EFFECT OF FAILURE TO MEET REQUIREMENTS.—
If a psychiatric or rehabilitation unit established
under clause (i) does not meet the requirements de-
scribed in such clause with respect to a cost reporting
period, no payment may be made under this title to
the hospital for services furnished in such unit during
such period. Payment to the hospital for services fur-
nished in the unit may resume only after the hospital
has demonstrated to the Secretary that the unit meets
such requirements.

(d) DEFINITION OF RURAL HEALTH NETWORK.—
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(1) IN GENERAL.—In this section, the term “rural health
network” means, with respect to a State, an organization con-
sisting of—

(A) at least 1 facility that the State has designated or
plans to designate as a critical access hospital; and

(B) at least 1 hospital that furnishes acute care serv-
ices.

(2) AGREEMENTS.—

(A) IN GENERAL.—Each critical access hospital that is
a member of a rural health network shall have an agree-
ment with respect to each item described in subparagraph
(B) with at least 1 hospital that is a member of the net-
work.

(B) ITEMS DESCRIBED.—The items described in this
subparagraph are the following:

(1) Patient referral and transfer.

(ii)) The development and use of communications
systems including (where feasible)—

(I) telemetry systems; and
(IT) systems for electronic sharing of patient
data.

(iii) The provision of emergency and non-emer-
gency transportation among the facility and the hos-
pital.

(C) CREDENTIALING AND QUALITY ASSURANCE.—Each
critical access hospital that is a member of a rural health
network shall have an agreement with respect to
credentialing and quality assurance with at least—

(1) 1 hospital that is a member of the network;

(i1) 1 peer review organization or equivalent enti-
ty; or

(iii) 1 other appropriate and qualified entity iden-
tified in the State rural health care plan.

(e) CERTIFICATION BY THE SECRETARY.—The Secretary shall
certify a facility as a critical access hospital if the facility—

(1) is located in a State that has established a medicare
rural hospital flexibility program in accordance with subsection
(c);

(2) is designated as a critical access hospital by the State
in which it is located; and

(3) meets such other criteria as the Secretary may require.
(f) PERMITTING MAINTENANCE OF SWING BEDS.—Nothing in

this section shall be construed to prohibit a State from designating
or the Secretary from certifying a facility as a critical access hos-
pital solely because, at the time the facility applies to the State for
designation as a critical access hospital, there is in effect an agree-
ment between the facility and the Secretary under section 1883
under which the facility’s inpatient hospital facilities are used for
the provision of extended care services, so long as the total number
of beds that may be used at any time for the furnishing of either
such services or acute care inpatient services does not exceed 25
beds. For purposes of the previous sentence, any bed of a unit of
the facility that is licensed as a distinct-part skilled nursing facility
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at the time the facility applies to the State for designation as a
critical access hospital shall not be counted.
(g) GRANTS.—

(1) MEDICARE RURAL HOSPITAL FLEXIBILITY PROGRAM.—The

Secretary may award grants to States that have submitted ap-
plications in accordance with subsection (b) for—

(A) engaging in activities relating to planning and im-
plementing a rural health care plan;

(B) engaging in activities relating to planning and im-
plementing rural health networks;

d(C) designating facilities as critical access hospitals;
an

(D) providing support for critical access hospitals for
quality improvement, quality reporting, performance im-
provements, and benchmarking.

(2) RURAL EMERGENCY MEDICAL SERVICES.—

(A) IN GENERAL.—The Secretary may award grants to
States that have submitted applications in accordance with
subparagraph (B) for the establishment or expansion of a
program for the provision of rural emergency medical serv-
ices.

(B) APPLICATION.—An application is in accordance
with this subparagraph if the State submits to the Sec-
retary at such time and in such form as the Secretary may
require an application containing the assurances described
in subparagraphs (A)(ii), (A)(iii), and (B) of subsection
(b)(1) and paragraph (3) of that subsection.

(3) UPGRADING DATA SYSTEMS.—

(A) GRANTS TO HOSPITALS.—The Secretary may award
grants to hospitals that have submitted applications in ac-
cordance with subparagraph (C) to assist eligible small
rural hospitals in meeting the costs of implementing data
systems required to meet requirements established under
the medicare program pursuant to amendments made by
the Balanced Budget Act of 1997 and to assist such hos-
pitals in participating in delivery system reforms under
the provisions of and amendments made by the Patient
Protection and Affordable Care Act, such as value-based
purchasing programs, accountable care organizations
under section 1899, the National pilot program on pay-
ment bundling under section 1866D, and other delivery
system reform programs determined appropriate by the
Secretary.

(B) ELIGIBLE SMALL RURAL HOSPITAL DEFINED.—For
purposes of this paragraph, the term “eligible small rural
hospital” means a non-Federal, short-term general acute
care hospital that—

(1) is located in a rural area (as defined for pur-
poses of section 1886(d)); and
(ii) has less than 50 beds.

(C) APPLICATION.—A hospital seeking a grant under
this paragraph shall submit an application to the Sec-
retary on or before such date and in such form and man-
ner as the Secretary specifies.
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(D) AMOUNT OF GRANT.—A grant to a hospital under
this paragraph may not exceed $50,000.

(E) USE oF FUNDS.—A hospital receiving a grant under
this paragraph may use the funds for the purchase of com-
puter software and hardware, the education and training
of hospital staff on computer information systems, to offset
costs related to the implementation of prospective payment
systems and to participate in delivery system reforms
under the provisions of and amendments made by the Pa-
tient Protection and Affordable Care Act, such as value-
based purchasing programs, accountable care organiza-
tions under section 1899, the National pilot program on
payment bundling under section 1866D, and other delivery
system reform programs determined appropriate by the
Secretary.

(F) REPORTS.—

(1) INFORMATION.—A hospital receiving a grant
under this section shall furnish the Secretary with
such information as the Secretary may require to
evaluate the project for which the grant is made and
to ensure that the grant is expended for the purposes
for which it is made.

(i1) TIMING OF SUBMISSION.—

(I) INTERIM REPORTS.—The Secretary shall re-
port to the Committee on Ways and Means of the
House of Representatives and the Committee on
Finance of the Senate at least annually on the
grant program established under this section, in-
cluding in such report information on the number
of grants made, the nature of the projects in-
volved, the geographic distribution of grant recipi-
ents, and such other matters as the Secretary
deems appropriate.

(IT) FINAL REPORT.—The Secretary shall sub-
mit a final report to such committees not later
than 180 days after the completion of all of the
projects for which a grant is made under this sec-
tion.

(4) ADDITIONAL REQUIREMENTS WITH RESPECT TO FLEX

GRANTS.—With respect to grants awarded under paragraph (1)
or (2) from funds appropriated for fiscal year 2005 and subse-
quent fiscal years—

(A) CONSULTATION WITH THE STATE HOSPITAL ASSOCIA-
TION AND RURAL HOSPITALS ON THE MOST APPROPRIATE
WAYS TO USE GRANTS.—A State shall consult with the hos-
pital association of such State and rural hospitals located
in such State on the most appropriate ways to use the
funds under such grant.

(B) LIMITATION ON USE OF GRANT FUNDS FOR ADMINIS-
TRATIVE EXPENSES.—A State may not expend more than
the lesser of—

(i) 15 percent of the amount of the grant for ad-
ministrative expenses; or
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(i1) the State’s federally negotiated indirect rate
for administering the grant.

(5) USE OF FUNDS FOR FEDERAL ADMINISTRATIVE EX-
PENSES.—Of the total amount appropriated for grants under
paragraphs (1) and (2) for a fiscal year (for each of fiscal years
2005 through 2008) and, of the total amount appropriated for
grants under paragraphs (1), (2), and (6) for a fiscal year (be-
ginning with fiscal year 2009), up to 5 percent of such amount
shall be available to the Health Resources and Services Admin-
istration for purposes of administering such grants.

(6) PROVIDING MENTAL HEALTH SERVICES AND OTHER
HEALTH SERVICES TO VETERANS AND OTHER RESIDENTS OF
RURAL AREAS.—

(A) GRANTS TO STATES.—The Secretary may award
grants to States that have submitted applications in ac-
cordance with subparagraph (B) for increasing the delivery
of mental health services or other health care services
deemed necessary to meet the needs of veterans of Oper-
ation Iraqi Freedom and Operation Enduring Freedom liv-
ing in rural areas (as defined for purposes of section
1886(d) and including areas that are rural census tracks,
as defined by the Administrator of the Health Resources
and Services Administration), including for the provision of
crisis intervention services and the detection of post-trau-
matic stress disorder, traumatic brain injury, and other
signature injuries of veterans of Operation Iraqi Freedom
and Operation Enduring Freedom, and for referral of such
veterans to medical facilities operated by the Department
of Veterans Affairs, and for the delivery of such services to
other residents of such rural areas.

(B) APPLICATION.—

(i) IN GENERAL.—An application is in accordance
with this subparagraph if the State submits to the
Secretary at such time and in such form as the Sec-
retary may require an application containing the as-
surances described in subparagraphs (A)(ii) and (A)(iii)
of subsection (b)(1).

(i1) CONSIDERATION OF REGIONAL APPROACHES,
NETWORKS, OR TECHNOLOGY.—The Secretary may, as
appropriate in awarding grants to States under sub-
paragraph (A), consider whether the application sub-
mitted by a State under this subparagraph includes 1
or more proposals that utilize regional approaches,
networks, health information technology, telehealth, or
telemedicine to deliver services described in subpara-
graph (A) to individuals described in that subpara-
graph. For purposes of this clause, a network may, as
the Secretary determines appropriate, include Feder-
ally qualified health centers (as defined in section
1861(aa)(4)), rural health clinics (as defined in section
1861(aa)(2)), home health agencies (as defined in sec-
tion 1861(0)), community mental health centers (as de-
fined in section 1861(ff)(3)(B)) and other providers of
mental health services, pharmacists, local government,
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and other providers deemed necessary to meet the

needs of veterans.

(iii) COORDINATION AT LOCAL LEVEL.—The Sec-
retary shall require, as appropriate, a State to dem-
onstrate consultation with the hospital association of
such State, rural hospitals located in such State, pro-
viders of mental health services, or other appropriate
stakeholders for the provision of services under a
grant awarded under this paragraph.

(iv) SPECIAL CONSIDERATION OF CERTAIN APPLICA-
TIONS.—In awarding grants to States under subpara-
graph (A), the Secretary shall give special consider-
ation to applications submitted by States in which vet-
erans make up a high percentage (as determined by
the Secretary) of the total population of the State.
Such consideration shall be given without regard to
the number of veterans of Operation Iraqi Freedom
and Operation Enduring Freedom living in the areas
in which mental health services and other health care
services would be delivered under the application.

(C) COORDINATION WITH VA.—The Secretary shall, as
appropriate, consult with the Director of the Office of
Rural Health of the Department of Veterans Affairs in
awarding and administering grants to States under sub-
paragraph (A).

(D) USE OF FUNDS.—A State awarded a grant under
this paragraph may, as appropriate, use the funds to reim-
burse providers of services described in subparagraph (A)
to individuals described in that subparagraph.

(E) LIMITATION ON USE OF GRANT FUNDS FOR ADMINIS-
TRATIVE EXPENSES.—A State awarded a grant under this
paragraph may not expend more than 15 percent of the
amount of the grant for administrative expenses.

(F) INDEPENDENT EVALUATION AND FINAL REPORT.—
The Secretary shall provide for an independent evaluation
of the grants awarded under subparagraph (A). Not later
than 1 year after the date on which the last grant is
awarded to a State under such subparagraph, the Sec-
retary shall submit a report to Congress on such evalua-
tion. Such report shall include an assessment of the impact
of such grants on increasing the delivery of mental health
services and other health services to veterans of the
United States Armed Forces living in rural areas (as so de-
fined and including such areas that are rural census
tracks), with particular emphasis on the impact of such
grants on the delivery of such services to veterans of Oper-
ation Enduring Freedom and Operation Iraqi Freedom,
and to other individuals living in such rural areas.

(7) CRITICAL ACCESS HOSPITALS TRANSITIONING TO SKILLED

NURSING FACILITIES AND ASSISTED LIVING FACILITIES.—

July 11, 2012

(A) GRANTS.—The Secretary may award grants to eli-
gible critical access hospitals that have submitted applica-
tions in accordance with subparagraph (B) for assisting
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such hospitals in the transition to skilled nursing facilities

and assisted living facilities.

(B) APPLICATION.—An applicable critical access hos-
pital seeking a grant under this paragraph shall submit an
application to the Secretary on or before such date and in
such form and manner as the Secretary specifies.

(C) ADDITIONAL REQUIREMENTS.—The Secretary may
not award a grant under this paragraph to an eligible crit-
ical access hospital unless—

(1) local organizations or the State in which the
hospital is located provides matching funds; and

(i1) the hospital provides assurances that it will
surrender critical access hospital status under this
title within 180 days of receiving the grant.

(D) AMOUNT OF GRANT.—A grant to an eligible critical
access hospital under this paragraph may not exceed
$1,000,000.

(E) FUNDING.—There are appropriated from the Fed-
eral Hospital Insurance Trust Fund under section 1817 for
making grants under this paragraph, $5,000,000 for fiscal
year 2008.

(F) ELIGIBLE CRITICAL ACCESS HOSPITAL DEFINED.—For
purposes of this paragraph, the term “eligible critical ac-
cess hospital” means a critical access hospital that has an
average daily acute census of less than 0.5 and an average
daily swing bed census of greater than 10.0.

(h) GRANDFATHERING PROVISIONS.—

(1) IN GENERAL.—Any medical assistance facility operating
in Montana and any rural primary care hospital designated by
the Secretary under this section prior to the date of the enact-
ment of the Balanced Budget Act of 1997 shall be deemed to
have been certified by the Secretary under subsection (e) as a
critical access hospital if such facility or hospital is otherwise
eligible to be designated by the State as a critical access hos-
pital under subsection (c).

(2) CONTINUATION OF MEDICAL ASSISTANCE FACILITY AND
RURAL PRIMARY CARE HOSPITAL TERMS.—Notwithstanding any
other provision of this title, with respect to any medical assist-
ance facility or rural primary care hospital described in para-
graph (1), any reference in this title to a “critical access hos-
pital” shall be deemed to be a reference to a “medical assist-
ance facility” or “rural primary care hospital”.

(3) STATE AUTHORITY TO WAIVE 35-MILE RULE.—In the case
of a facility that was designated as a critical access hospital be-
fore January 1, 2006, and was certified by the State as being
a necessary provider of health care services to residents in the
area under subsection (c)(2)(B)(1)(II), as in effect before such
date, the authority under such subsection with respect to any
redesignation of such facility shall continue to apply notwith-
standing the amendment made by section 405(h)(1) of the
Medicare Prescription Drug, Improvement, and Modernization
Act of 2003.

(i) WAIVER OF CONFLICTING PART A PROVISIONS.—The Sec-

retary is authorized to waive such provisions of this part and part

July 11, 2012
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D1 as are necessary to conduct the program established under this
section.

() AUTHORIZATION OF APPROPRIATIONS.—There are authorized
to be appropriated from the Federal Hospital Insurance Trust Fund
for making grants to all States under subsection (g), $25,000,000
in each of the fiscal years 1998 through 2002, for making grants
to all States under paragraphs (1) and (2) of subsection (g),
$35,000,000 in each of fiscal years 2005 through 2008, for making

rants to all States under paragraphs (1) and (2) of subsection (g),
%55,000,000 in each of fiscal years 2009 and 2010, for making

rants to all States under paragraph (6) of subsection (g),
%50,000,000 in each of fiscal years 2009 and 2010, to remain avail-
able until expended and for making grants to all States under sub-
section (g), such sums as may be necessary in each of fiscal years
2011 and 2012, to remain available until expended.

CONDITIONS FOR COVERAGE OF RELIGIOUS NONMEDICAL HEALTH
CARE INSTITUTIONAL SERVICES

SEc. 1821. [42 U.S.C. 1395i-5] (a) IN GENERAL.—Subject to
subsections (¢) and (d), payment under this part may be made for
inpatient hospital services or post-hospital extended care services
furnished an individual in a religious nonmedical health care insti-
tution and for home health services furnished an individual by a
religious nonmedical health care institution only if—

(1) the individual has an election in effect for such benefits
under subsection (b); and

(2) the individual has a condition such that the individual
would qualify for benefits under this part for inpatient hospital
services, extended care services, or home health services, re-
spectively, if the individual were an inpatient or resident in a
hospital or skilled nursing facility, or receiving services from a
home health agency, that was not such an institution.

(b) ELECTION.—

(1) IN GENERAL.—An individual may make an election
under this subsection in a form and manner specified by the
Secretary consistent with this subsection. Unless otherwise
provided, such an election shall take effect immediately upon
its execution. Such an election, once made, shall continue in ef-
fect until revoked.

(2) ForM.—The election form under this subsection shall
include the following:

(A) A written statement, signed by the individual (or
such individual’s legal representative), that—
(i) the individual is conscientiously opposed to ac-
ceptance of nonexcepted medical treatment; and
(ii) the individual’s acceptance of nonexcepted
medical treatment would be inconsistent with the indi-
vidual’s sincere religious beliefs.
(B) A statement that the receipt of nonexcepted med-
ical services shall constitute a revocation of the election

1The reference to part D in subsection (i) probably should be a reference to part E. Part D
of this title was redesignated as part E by section 101(e)(1) of Public Law 108-173.

July 11, 2012



FACOMP\SSA\TITLE18A

July 11, 2012

103 TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 1821

and may limit further receipt of services described in sub-

section (a).

(3) REVOCATION.—An election under this subsection by an
individual may be revoked by voluntarily notifying the Sec-
retary in writing of such revocation and shall be deemed to be
revoked if the individual receives nonexcepted medical treat-
ment for which reimbursement is made under this title.

(4) LIMITATION ON SUBSEQUENT ELECTIONS.—Once an indi-
vidual’s election under this subsection has been made and re-
voked twice—

(A) the next election may not become effective until
the date that is 1 year after the date of most recent pre-
vious revocation, and

(B) any succeeding election may not become effective
until the date that is 5 years after the date of the most re-
cent previous revocation.

(5) EXCEPTED MEDICAL TREATMENT.—For purposes of this
subsection:

(A) EXCEPTED MEDICAL TREATMENT.—The term “ex-
cepted medical treatment” means medical care or treat-
ment (including medical and other health services)—

(i) received involuntarily, or
(i) required under Federal or State law or law of

a political subdivision of a State.

(B) NONEXCEPTED MEDICAL TREATMENT.—The term
“nonexcepted medical treatment” means medical care or
treatment (including medical and other health services)
other than excepted medical treatment.

(c) MONITORING AND SAFEGUARD AGAINST EXCESSIVE EXPENDI-
TURES.—

(1) ESTIMATE OF EXPENDITURES.—Before the beginning of
each fiscal year (beginning with fiscal year 2000), the Secretary
shall estimate the level of expenditures under this part for
services described in subsection (a) for that fiscal year.

(2) ADJUSTMENT IN PAYMENTS.—

(A) PROPORTIONAL ADJUSTMENT.—If the Secretary de-
termines that the level estimated under paragraph (1) for
a fiscal year will exceed the trigger level (as defined in
subparagraph (C)) for that fiscal year, the Secretary shall,
subject to subparagraph (B), provide for such a propor-
tional reduction in payment amounts under this part for
services described in subsection (a) for the fiscal year in-
volved as will assure that such level (taking into account
any adjustment under subparagraph (B)) does not exceed
the trigger level for that fiscal year.

(B) ALTERNATIVE ADJUSTMENTS.—The Secretary may,
instead of making some or all of the reduction described in
subparagraph (A), impose such other conditions or limita-
tions with respect to the coverage of covered services (in-
cluding limitations on new elections of coverage and new
facilities) as may be appropriate to reduce the level of ex-
penditures described in paragraph (1) to the trigger level.

(C) TRIGGER LEVEL.—For purposes of this subsection—
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(i) IN GENERAL.—Subject to adjustment under
paragraph (3)(B), the “trigger level” for a year is the
unadjusted trigger level described in clause (ii).

(i) UNADJUSTED TRIGGER LEVEL.—The
“unadjusted trigger level” for—

(I) fiscal year 1998, is $20,000,000, or

(I) a succeeding fiscal year is the amount
specified under this clause for the previous fiscal
year increased by the percentage increase in the
consumer price index for all urban consumers (all

items; United States city average) for the 12-

month period ending with July preceding the be-

ginning of the fiscal year.

(D) PROHIBITION OF ADMINISTRATIVE AND JUDICIAL RE-
VIEW.—There shall be no administrative or judicial review
under section 1869, 1878, or otherwise of the estimation of
expenditures under subparagraph (A) or the application of
reduction amounts under subparagraph (B).

(E) EFFECT ON BILLING.—Notwithstanding any other
provision of this title, in the case of a reduction in pay-
ment provided under this subsection for services of a reli-
gious nonmedical health care institution provided to an in-
dividual, the amount that the institution is otherwise per-
mitted to charge the individual for such services is in-
creased by the amount of such reduction.

(3) MONITORING EXPENDITURE LEVEL.—

(A) IN GENERAL.—The Secretary shall monitor the ex-
penditure level described in paragraph (2)(A) for each fis-
cal year (beginning with fiscal year 1999).

(B) ADJUSTMENT IN TRIGGER LEVEL.—

(i) IN GENERAL.—If the Secretary determines that
such level for a fiscal year exceeded, or was less than,
the trigger level for that fiscal year, then, subject to
clause (ii), the trigger level for the succeeding fiscal
year shall be reduced, or increased, respectively, by
the amount of such excess or deficit.

(i1) LIMITATION ON CARRYFORWARD.—In no case
may the increase effected under clause (i) for a fiscal
year exceed $50,000,000.

(d) SUNSET.—If the Secretary determines that the level of ex-
penditures described in subsection (c)(1) for 3 consecutive fiscal
years (with the first such year being not earlier than fiscal year
2002) exceeds the trigger level for such expenditures for such years
(as determined under subsection (c)(2)), benefits shall be paid
under this part for services described in subsection (a) and fur-
nished on or after the first January 1 that occurs after such 3 con-
secutive years only with respect to an individual who has an elec-
tion in effect under subsection (b) as of such January 1 and only
during the duration of such election.

(e) ANNUAL REPORT.—At the beginning of each fiscal year (be-
ginning with fiscal year 1999), the Secretary shall submit to the
Committee on Ways and Means of the House of Representatives
and the Committee on Finance of the Senate an annual report on
coverage and expenditures for services described in subsection (a)
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under this part and under State plans under title XIX. Such report
shall include—

(1) level of expenditures described in subsection (c)(1) for
the previous fiscal year and estimated for the fiscal year in-
volved,;

(2) trends in such level; and

(3) facts and circumstances of any significant change in
such level from the level in previous fiscal years.

PART B—SUPPLEMENTARY MEDICAL INSURANCE BENEFITS FOR THE
AGED AND DISABLED

ESTABLISHMENT OF SUPPLEMENTARY MEDICAL INSURANCE PROGRAM
FOR THE AGED AND THE DISABLED

SEC. 1831. [42 U.S.C. 139551 There is hereby established a vol-
untary insurance program to provide medical insurance benefits in
accordance with the provisions of this part for aged and disabled
individuals who elect to enroll under such program, to be financed
from premium payments by enrollees together with contributions
from funds appropriated by the Federal Government.

SCOPE OF BENEFITS

SEC. 1832. [42 U.S.C. 1395Kk] (a) The benefits provided to an
individual by the insurance program established by this part shall
consist of—

(1) entitlement to have payment made to him or on his be-
half (subject to the provisions of this part) for medical and
other health services, except those described in subparagraphs
(B) and (D) of paragraph (2) and subparagraphs (E) and (F) of
section 1842(b)(6); and

(2) entitlement to have payment made on his behalf (sub-
ject to the provisions of this part) for—

(A) home health services (other than items described

in subparagraph (G) or subparagraph (I));

(B) medical and other health services (other than

items described in subparagraph (G) or subparagraph (1))

furnished by a provider of services or by others under ar-

rangement with them made by a provider of services, ex-
cluding—
(i) physician services except where furnished by—
(I) a resident or intern of a hospital, or
(II) a physician to a patient in a hospital
which has a teaching program approved as speci-
fied in paragraph (6) of section 1861(b) (including
services in conjunction with the teaching pro-
grams of such hospital whether or not such pa-
tient is an inpatient of such hospital) where the
conditions specified in paragraph (7) of such sec-
tion are met,
(i1) services for which payment may be made pur-
suant to section 1835(b)(2),
(iii) services described by section 1861(s)(2)(K)(),
certified nurse-midwife services, qualified psychologist
July 11, 2012
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services, and services of a certified registered nurse
anesthetist;
(iv) services of a nurse practitioner or clinical
nurse specialist but only if no facility or other provider
charges or is paid any amounts with respect to the
furnishing of such services; and
(C) outpatient physical therapy services (other than
services to which the second sentence of section 1861(p)
applies), outpatient occupational therapy services (other
than services to which such sentence applies through the
operation of section 1861(g)), and outpatient speech-lan-
guage pathology services (other than services to which the
second sentence of section 1861(p) applies through the ap-
plication of section 1861(11)(2));

(D)@) rural health clinic services and (ii) Federally
qualified health center services;

(E) comprehensive outpatient rehabilitation facility
services;

(F) facility services furnished in connection with sur-
gical procedures specified by the Secretary—

(i) pursuant to section 1833(i)(1)(A) and performed
in an ambulatory surgical center (which meets health,
safety, and other standards specified by the Secretary
in regulations) if the center has an agreement in effect
with the Secretary by which the center agrees to ac-
cept the standard overhead amount determined under
section 1833(1)(2)(A) as full payment for such services
(including intraocular lens in cases described in sec-
tion 1833(i)(2)(A)(iii)) and to accept an assignment de-
scribed in section 1842(b)(3)(B)(ii) with respect to pay-
ment for all such services (including intraocular lens
in cases described in section 1833(1)(2)(A)(ii)) fur-
nished by the center to individuals enrolled under this
part, or

(ii) pursuant to section 1833@)(1)B) and per-
formed by a physician, described in paragraph (1), (2),
or (3) of section 1861(r), in his office, if the Secretary
has determined that—

(I) a quality improvement organization (hav-
ing a contract with the Secretary under part B of
title XI of this Act) is willing, able, and has agreed
to carry out a review (on a sample or other rea-
sonable basis) of the physician’s performing such
procedures in the physician’s office,

(II) the particular physician involved has
agreed to make available to such organization
such records as the Secretary determines to be
necessary to carry out the review, and

(III) the physician is authorized to perform
the procedure in a hospital located in the area in
which the office is located,—and if the physician
agrees to accept the standard overhead amount
determined under section 1833(i)(2)(B) as full pay-
ment for such services and to accept payment on
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an assignment-related basis with respect to pay-
ment for all services (including all pre- and post-
operative services) described in paragraphs (1)
and (2)(A) of section 1861(s) and furnished in con-
nection with such surgical procedure to individ-
uals enrolled under this part;

(G) covered items (described in section 1834(a)(13))
furnished by a provider of services or by others under ar-
rangements with them made by a provider of services;

(H) outpatient critical access hospital services (as de-
fined in section 1861(mm)(3));

(I) prosthetic devices and orthotics and prosthetics (de-
scribed in section 1834(h)(4)) furnished by a provider of
services or by others under arrangements with them made
by a provider of services; and

(J) partial hospitalization services provided by a com-
munity mental health center (as described in section
1861(fH)(2)(B)).

(b) For definitions of “spell of illness”, “medical and other
health services”, and other terms used in this part, see section
1861.

PAYMENT OF BENEFITS

SEc. 1833. [42 U.S.C. 13951] (a) ! Except as provided in section
1876, and subject to the succeeding provisions of this section, there
shall be paid from the Federal Supplementary Medical Insurance
Trust Fund, in the case of each individual who is covered under the
insurance program established by this part and incurs expenses for
services with respect to which benefits are payable under this part,
amounts equal to—

(1) in the case of services described in section 1832(a)(1)—

80 percent of the reasonable charges for the services; except

that (A) an organization which provides medical and other

health services (or arranges for their availability) on a prepay-
ment basis (and either is sponsored by a union or employer, or
does not provide, or arrange for the provision of, any inpatient
hospital services) may elect to be paid 80 percent of the reason-
able cost of services for which payment may be made under
this part on behalf of individuals enrolled in such organization
in lieu of 80 percent of the reasonable charges for such services
if the organization undertakes to charge such individuals no
more than 20 percent of such reasonable cost plus any
amounts payable by them as a result of subsection (b), (B) with
respect to items and services described in section
1861(s)(10)(A), the amounts paid shall be 100 percent of the
reasonable charges for such items and services, (C) with re-
spect to expenses incurred for those physicians’ services for
which payment may be made under this part that are de-
scribed in section 1862(a)(4), the amounts paid shall be subject

to such limitations as may be prescribed by regulations, (D)

with respect to clinical diagnostic laboratory tests for which

1The amendments made by the Patient Protection and Affordable Care Act (Public Law 111-
148) to this provision applies beginning on or after January 1, 2011.
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payment is made under this part (i) on the basis of a fee sched-
ule under subsection (h)(1) or section 1834(d)(1), the amount
paid shall be equal to 80 percent (or 100 percent, in the case
of such tests for which payment is made on an assignment-re-
lated basis) of the lesser of the amount determined under such
fee schedule, the limitation amount for that test determined
under subsection (h)(4)(B), or the amount of the charges billed
for the tests, or (ii) on the basis of a negotiated rate estab-
lished under subsection (h)(6), the amount paid shall be equal
to 100 percent of such negotiated rate,, 1 (E) with respect to
services furnished to individuals who have been determined to
have end stage renal disease, the amounts paid shall be deter-
mined subject to the provisions of section 1881, (F) with re-
spect to clinical social worker services under section
1861(s)(2)(N), the amounts paid shall be 80 percent of the less-
er of (i) the actual charge for the services or (ii) 75 percent of
the amount determined for payment of a psychologist under
clause (L),

(G) 2 with respect to facility services furnished in con-
nection with a surgical procedure specified pursuant to
subsection (i)(1)(A) and furnished to an individual in an
ambulatory surgical center described in such subsection,
for services furnished beginning with the implementation
date of a revised payment system for such services in such
facilities specified in subsection (i)(2)(D), the amounts paid
shall be 80 percent of the lesser of the actual charge for
the services or the amount determined by the Secretary
under such revised payment system,

(H) with respect to services of a certified registered nurse anes-
thetist under section 1861(s)(11), the amounts paid shall be 80
percent of the least of the actual charge, the prevailing charge
that would be recognized (or, for services furnished on or after
January 1, 1992, the fee schedule amount provided under sec-
tion 1848) if the services had been performed by an anesthe-
siologist, or the fee schedule for such services established by
the Secretary in accordance with subsection (1), (I) with respect
to covered items (described in section 1834(a)(13)), the amounts
paid shall be the amounts described in section 1834(a)(1), and
(J) with respect to expenses incurred for radiologist services (as
defined in section 1834(b)(6)), subject to section 1848, the
amounts paid shall be 80 percent of the lesser of the actual
charge for the services or the amount provided under the fee
schedule established under section 1834(b), (K) with respect to
certified nurse-midwife services under section 1861(s)(2)(L), the
amounts paid shall be 80 percent of the lesser of the actual
charge for the services or the amount determined by a fee
schedule established by the Secretary for the purposes of this
subparagraph (but in no event shall such fee schedule exceed
65 percent of the prevailing charge that would be allowed for
the same service performed by a physician, or, for services fur-

1Two commas so in law. See amendment made by section 145(a)(2)(B) of Public Law 110-—
275.

2The margin so in law. Also the placement of subparagraph (G) after subparagraph (F) was
executed to reflect the probable intent of the Congress.
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nished on or after January 1, 1992, 65 percent (or 100 percent
for services furnished on or after January 1, 2011) of the fee
schedule amount provided under section 1848 for the same
service performed by a physician), (L) with respect to qualified
psychologist services under section 1861(s)(2)(M), the amounts
paid shall be 80 percent of the lesser of the actual charge for
the services or the amount determined by a fee schedule estab-
lished by the Secretary for the purposes of this subparagraph,
(M) with respect to prosthetic devices and orthotics and pros-
thetics (as defined in section 1834(h)(4)), the amounts paid
shall be the amounts described in section 1834(h)(1), (N) with
respect to expenses incurred for physicians’ services (as defined
in section 1848(j)(3)) other than personalized prevention plan
services (as defined in section 1861(hhh)(1)), the amounts paid
shall be 80 percent of the payment basis determined under sec-
tion 1848(a)(1), (O) with respect to services described in section
1861(s)(2)(K) (relating to services furnished by physician as-
sistants, nurse practitioners, or clinic nurse specialists), the
amounts paid shall be equal to 80 percent of (i) the lesser of
the actual charge or 85 percent of the fee schedule amount pro-
vided under section 1848, or (ii) in the case of services as an
assistant at surgery, the lesser of the actual charge or 85 per-
cent of the amount that would otherwise be recognized if per-
formed by a physician who is serving as an assistant at sur-
gery, (P) with respect to surgical dressings, the amounts paid
shall be the amounts determined under section 1834(i), (Q)
with respect to items or services for which fee schedules are es-
tablished pursuant to section 1842(s), the amounts paid shall
be 80 percent of the lesser of the actual charge or the fee
schedule established in such section, (R) with respect to ambu-
lance services, (i) the amounts paid shall be 80 percent of the
lesser of the actual charge for the services or the amount deter-
mined by a fee schedule established by the Secretary under
section 1834(1) and (ii) with respect to ambulance services de-
scribed in section 1834(1)(8), the amounts paid shall be the
amounts determined under section 1834(g) for outpatient crit-
ical access hospital services, (S) with respect to drugs and
biologicals (including intravenous immune globulin (as defined
in section 1861(zz))) not paid on a cost or prospective payment
basis as otherwise provided in this part (other than items and
services described in subparagraph (B)), the amounts paid
shall be 80 percent of the lesser of the actual charge or the
payment amount established in section 1842(o) (or, if applica-
ble, under section 1847, 1847A, or 1847B), (T) with respect to
medical nutrition therapy services (as defined in section
1861(vv)), the amount paid shall be 80 percent (or 100 percent
if such services are recommended with a grade of A or B by
the United States Preventive Services Task Force for any indi-
cation or population and are appropriate for the individual) of
the lesser of the actual charge for the services or 85 percent
of the amount determined under the fee schedule established
under section 1848(b) for the same services if furnished by a
physician, (U) with respect to facility fees described in section
1834(m)(2)(B), the amounts paid shall be 80 percent of the less-
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er of the actual charge or the amounts specified in such sec-
tion, (V) notwithstanding subparagraphs (I) (relating to dura-
ble medical equipment), (M) (relating to prosthetic devices and
orthotics and prosthetics), and (Q) (relating to 1842(s) items),
with respect to competitively priced items and services (de-
scribed in section 1847(a)(2)) that are furnished in a competi-
tive area, the amounts paid shall be the amounts described in
section 1847(b)(5), (W) with respect to additional preventive
services (as defined in section 1861(ddd)(1)), the amount paid
shall be (i) in the case of such services which are clinical diag-
nostic laboratory tests, the amount determined under subpara-
graph (D) (if such subparagraph were applied, by substituting
“100 percent” for “80 percent”), and (ii) in the case of all other
such services, 100 percent of the lesser of the actual charge for
the service or the amount determined under a fee schedule es-
tablished by the Secretary for purposes of this subparagraph,
(X) with respect to personalized prevention plan services (as
defined in section 1861(hhh)(1)), the amount paid shall be 100
percent of the lesser of the actual charge for the services or the
amount determined under the payment basis determined
under section 1848, (Y) with respect to preventive services de-
scribed in subparagraphs (A) and (B) of section 1861(ddd)(3)
that are appropriate for the individual and, in the case of such
services described in subparagraph (A), are recommended with
a grade of A or B by the United States Preventive Services
Task Force for any indication or population, the amount paid
shall be 100 percent of (i) except as provided in clause (ii), the
lesser of the actual charge for the services or the amount deter-
mined under the fee schedule that applies to such services
under this part, and (ii) in the case of such services that are
covered OPD services (as defined in subsection (t)(1)(B)), the
amount determined under subsection (t), and (Z) with respect
to Federally qualified health center services for which payment
is made under section 1834(o), the amounts paid shall be 80
percent of the lesser of the actual charge or the amount deter-
mined under such section;

(2) in the case of services described in section 1832(a)(2)
(except those services described in subparagraphs (C), (D), (E),
(F), (@), (H), and (I) of such section and unless otherwise speci-
fied in section 1881)—

(A) with respect to home health services (other than a
covered osteoporosis drug) (as defined in section 1861(kk)),
the amount determined under the prospective payment
system under section 1895;

(B) with respect to other items and services (except
those described in subparagraph (C), (D), or (E) of this
paragraph and except as may be provided in section 1886
or section 1888(e)(9))—

. (i) furnished before January 1, 1999, the lesser

O —

(I) the reasonable cost of such services, as de-
termined under section 1861(v), or

(IT) the customary charges with respect to
such services,—less the amount a provider may
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charge as described in clause (ii) of section

1866(a)(2)(A), but in no case may the payment for

such other services exceed 80 percent of such rea-
sonable cost, or

(i1) if such services are furnished before January
1, 1999, by a public provider of services, or by another
provider which demonstrates to the satisfaction of the
Secretary that a significant portion of its patients are
low-income (and requests that payment be made
under this clause), free of charge or at nominal
charges to the public, 80 percent of the amount deter-
mined in accordance with section 1814(b)(2), or

(iii) if such services are furnished on or after Jan-
uary 1, 1999, the amount determined under subsection
(t), or

(iv) if (and for so long as) the conditions described
in section 1814(b)(3) are met, the amounts determined
under the reimbursement system described in such
section;

(C) with respect to services described in the second
sentence of section 1861(p), 80 percent of the reasonable
charges for such services;

(D) with respect to clinical diagnostic laboratory tests
for which payment is made under this part (i) on the basis
of a fee schedule determined under subsection (h)(1) or sec-
tion 1834(d)(1), the amount paid shall be equal to 80 per-
cent (or 100 percent, in the case of such tests for which
payment is made on an assignment-related basis or to a
provider having an agreement under section 1866) of the
lesser of the amount determined under such fee schedule,
the limitation amount for that test determined under sub-
section (h)(4)(B), or the amount of the charges billed for
the tests, or (ii) on the basis of a negotiated rate estab-
lished under subsection (h)(6), the amount paid shall be
equal to 100 percent of such negotiated rate for such tests;

(E) with respect to—

(i) outpatient hospital radiology services (including
diagnostic and therapeutic radiology, nuclear medicine
and CAT scan procedures, magnetic resonance imag-
ing, and ultrasound and other imaging services, but
excluding screening mammography and, for services
furnished on or after January 1, 2005, diagnostic
mammography), and

(ii) effective for procedures performed on or after
October 1, 1989, diagnostic procedures (as defined by
the Secretary) described in section 1861(s)(3) (other
than diagnostic x-ray tests and diagnostic laboratory
tests),

the amount determined under subsection (n) or, for serv-
ices or procedures performed on or after January 1, 1999,
subsection (t);

(F) with respect to a covered osteoporosis drug (as de-

fined in section 1861(kk)) furnished by a home health
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agency, 80 percent of the reasonable cost of such service,
as determined under section 1861(v);

(G) with respect to items and services described in sec-
tion 1861(s)(10)(A), the lesser of—

(1) the reasonable cost of such services, as deter-
mined under section 1861(v), or

(ii) the customary charges with respect to such
services; and
(H) with respect to personalized prevention plan serv-

ices (as defined in section 1861(hhh)(1)) furnished by an
outpatient department of a hospital, the amount deter-
mined under paragraph (1)(X),

or, if such services are furnished by a public provider of
services, or by another provider which demonstrates to the
satisfaction of the Secretary that a significant portion of its
patients are low-income (and requests that payment be
made under this provision), free of charge or at nominal
charges to the public, the amount determined in accord-
ance with section 1814(b)(2);

(3) in the case of services described in section

1832(a)(2)(D)—

(A) except as provided in subparagraph (B), the costs
which are reasonable and related to the cost of furnishing
such services or which are based on such other tests of
reasonableness as the Secretary may prescribe in regula-
tions, including those authorized under section
1861(v)(1)(A), less the amount a provider may charge as
described in clause (ii) of section 1866(a)(2)(A), but in no
case may the payment for such services (other than for
items and services described in section 1861(s)(10)(A)) ex-
ceed 80 percent of such costs; or

(B) with respect to the services described in clause (ii)
of section 1832(a)(2)(D) that are furnished to an individual
enrolled with a MA plan under part C pursuant to a writ-
ten agreement described in section 1853(a)(4), the amount
(if any) by which—

(i) the amount of payment that would have other-
wise been provided (I) under subparagraph (A) (cal-
culated as if “100 percent” were substituted for “80
percent” in such subparagraph) for such services if the
individual had not been so enrolled, or (II) in the case
of such services furnished on or after the implementa-
tion date of the prospective payment system under
section 1834(o), under such section (calculated as if
“100 percent” were substituted for “80 percent” in such
section) for such services if the individual had not
been so enrolled; exceeds

(ii) the amount of the payments received under
such written agreement for such services (not includ-
ing any financial incentives provided for in such agree-
ment such as risk pool payments, bonuses, or with-
holds),

less the amount the federally qualified health center may
charge as described in section 1857(e)(3)(B);
July 11, 2012
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(4) in the case of facility services described in section
1832(a)(2)(F), and outpatient hospital facility services fur-
nished in connection with surgical procedures specified by the
Secretary pursuant to section 1833(i)(1)(A), the applicable
amount as determined under paragraph (2) or (3) of subsection
(1) or subsection (t);

(5) in the case of covered items (described in section
1834(a)(13)) the amounts described in section 1834(a)(1);

(6) in the case of outpatient critical access hospital serv-
ices, the amounts described in section 1834(g);

(7) in the case of prosthetic devices and orthotics and pros-
thetics (as described in section 1834(h)(4)), the amounts de-
scribed in section 1834(h);

(8) in the case of—

(A) outpatient physical therapy services, outpatient
speech-language pathology services, and outpatient occupa-
tional therapy services furnished—

(i) by a rehabilitation agency, public health agen-
cy, clinic, comprehensive outpatient rehabilitation fa-
cility, or skilled nursing facility,

(i1) by a home health agency to an individual who
is not homebound, or

(iii) by another entity under an arrangement with
an entity described in clause (i) or (ii); and
(B) outpatient physical therapy services, outpatient

speech-language pathology services, and outpatient occupa-

tional therapy services furnished—

(i) by a hospital to an outpatient or to a hospital
inpatient who is entitled to benefits under part A but
has exhausted benefits for inpatient hospital services
during a spell of illness or is not so entitled to benefits
under part A, or

(i) by another entity under an arrangement with
a hospital described in clause (i),

the amounts described in section 1834(k); and

(9) in the case of services described in section 1832(a)(2)(E)
that are not described in paragraph (8), the amounts described
in section 1834(k).
1Paragraph (3)(A) shall not apply to Federally qualified health
center services furnished on or after the implementation date
of the prospective payment system under section 1834(0).

(b) 2 Before applying subsection (a) with respect to expenses in-
curred by an individual during any calendar year, the total amount
of the expenses incurred by such individual during such year
(which would, except for this subsection, constitute incurred ex-
penses from which benefits payable under subsection (a) are deter-
minable) shall be reduced by a deductible of $75 for calendar years
before 1991, $100 for 1991 through 2004, $110 for 2005, and for a
subsequent year the amount of such deductible for the previous
year increased by the annual percentage increase in the monthly
actuarial rate under section 1839(a)(1) ending with such subse-

1Margin so in law. See amendment made by section 10501(i)(3)(C)(ii) of Public Law 111-148.
2The amendment made by the Patient Protection and Affordable Care Act (Public Law 111—
148) to this provision applies beginning on or after January 1, 2011.
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quent year (rounded to the nearest $1); except that (1) such total
amount shall not include expenses incurred for preventive services
described in subparagraph (A) of section 1861(ddd)(3) that are rec-
ommended with a grade of A or B by the United States Preventive
Services Task Force for any indication or population and are appro-
priate for the individual. 3, (2) such deductible shall not apply with
respect to home health services (other than a covered osteoporosis
drug (as defined in section 1861(kk))), (3) such deductible shall not
apply with respect to clinical diagnostic laboratory tests for which
payment is made under this part (A) under subsection (a)(1)(D)(i)
or (a)(2)(D)(i) on an assignment-related basis, or to a provider hav-
ing an agreement under section 1866, or (B) on the basis of a nego-
tiated rate determined under subsection (h)(6), (4) such deductible
shall not apply to Federally qualified health center services, (5)
such deductible shall not apply with respect to screening mammog-
raphy (as described in section 1861(j)), (6) such deductible shall
not apply with respect to screening pap smear and screening pelvic
exam (as described in section 1861(nn)), (7) such deductible shall
not apply with respect to ultrasound screening for abdominal aortic
aneurysm (as defined in section 1861(bbb)), (8) such deductible
shall not apply with respect to colorectal cancer screening tests (as
described in section 1861(pp)(1)), (9) such deductible shall not
apply with respect to an initial preventive physical examination (as
defined in section 1861(ww)), and (10) such deductible shall not
apply with respect to personalized prevention plan services (as de-
fined in section 1861(hhh)(1)). The total amount of the expenses in-
curred by an individual as determined under the preceding sen-
tence shall, after the reduction specified in such sentence, be fur-
ther reduced by an amount equal to the expenses incurred for the
first three pints of whole blood (or equivalent quantities of packed
red blood cells, as defined under regulations) furnished to the indi-
vidual during the calendar year, except that such deductible for
such blood shall in accordance with regulations be appropriately re-
duced to the extent that there has been a replacement of such
blood (or equivalent quantities of packed red blood cells, as so de-
fined); and for such purposes blood (or equivalent quantities of
packed red blood cells, as so defined) furnished such individual
shall be deemed replaced when the institution or other person fur-
nishing such blood (or such equivalent quantities of packed red
blood cells, as so defined) is given one pint of blood for each pint
of blood (or equivalent quantities of packed red blood cells, as so
defined) furnished such individual with respect to which a deduc-
tion is made under this sentence. The deductible under the pre-
vious sentence for blood or blood cells furnished an individual in
a year shall be reduced to the extent that a deductible has been
imposed under section 1813(a)(2) to blood or blood cells furnished
the individual in the year. Paragraph (1) of the first sentence of
this subsection shall apply with respect to a colorectal cancer
screening test regardless of the code that is billed for the establish-
ment of a diagnosis as a result of the test, or for the removal of
tissue or other matter or other procedure that is furnished in con-

3 Period so in law. See amendment made by sectoin 4104(c)(1) of Public Law 111-148.
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nection with, as a result of, and in the same clinical encounter as
the screening test.

(c)(1) Notwithstanding any other provision of this part, with re-
spect to expenses incurred in a calendar year in connection with
the treatment of mental, psychoneurotic, and personality disorders
of an individual who is not an inpatient of a hospital at the time
such expenses are incurred, there shall be considered as incurred
expenses for purposes of subsections (a) and (b)—

(A) for expenses incurred in years prior to 2010, only 62V2
percent of such expenses;

(B) for expenses incurred in 2010 or 2011, only 6834 per-
cent of such expenses;

(C) for expenses incurred in 2012, only 75 percent of such
expenses;

(D) for expenses incurred in 2013, only 81%4 percent of
such expenses; and

(E) for expenses incurred in 2014 or any subsequent cal-
endar year, 100 percent of such expenses.

(2) For purposes of subparagraphs (A) through (D) of para-
graph (1), the term “treatment” does not include brief office visits
(as defined by the Secretary) for the sole purpose of monitoring or
changing drug prescriptions used in the treatment of such dis-
orders or partial hospitalization services that are not directly pro-
vided by a physician

(d) No payment may be made under this part with respect to
any services furnished an individual to the extent that such indi-
vidual is entitled (or would be entitled except for section 1813) to
have payment made with respect to such services under part A.

(e) No payment shall be made to any provider of services or
other person under this part unless there has been furnished such
information as may be necessary in order to determine the
amounts due such provider or other person under this part for the
period with respect to which the amounts are being paid or for any
prior period.

(f) In establishing limits under subsection (a) on payment for
rural health clinic services provided by rural health clinics (other
than such clinics in hospitals with less than 50 beds), the Secretary
shall establish such limit, for services provided—

(1) in 1988, after March 31, at $46 per visit, and

(2) in a subsequent year, at the limit established under
this subsection for the previous year increased by the percent-
age increase in the MEI (as defined in section 1842(i)(3)) appli-

cable to primary care services (as defined in section 1842(i)(4))

furnished as of the first day of that year.

(g)(1) Subject to paragraphs (4) and (5), in the case of physical
therapy services of the type described in section 1861(p) and
speech-language pathology services of the type described in such
section through the application of section 1861(11)(2), but (except as
provided in paragraph (6)) not described in subsection (a)(8)(B),
and physical therapy services and speech-language pathology serv-
ices of such type which are furnished by a physician or as incident
to physicians’ services, with respect to expenses incurred in any
calendar year, no more than the amount specified in paragraph (2)
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for the year shall be considered as incurred expenses for purposes
of subsections (a) and (b).
(2) The amount specified in this paragraph—
(A) for 1999, 2000, and 2001, is $1,500, and
(B) for a subsequent year is the amount specified in this
paragraph for the preceding year increased by the percentage
increase in the MEI (as defined in section 1842(i)(3)) for such
subsequent year;
except that if an increase under subparagraph (B) for a year is not
g multiple of $10, it shall be rounded to the nearest multiple of
10.

(38) Subject to paragraphs (4) and (5), in the case of occupa-
tional therapy services (of the type that are described in section
1861(p) (but (except as provided in paragraph (6)) not described in
subsection (a)(8)(B)) through the operation of section 1861(g) and of
such type which are furnished by a physician or as incident to phy-
sicians’ services), with respect to expenses incurred in any calendar
year, no more than the amount specified in paragraph (2) for the
year shall be considered as incurred expenses for purposes of sub-
sections (a) and (b).

(4) This subsection shall not apply to expenses incurred with
respect to services furnished during 2000, 2001, 2002, 2004, and
2005.

(5)(A) With respect to expenses incurred during the period be-
ginning on January 1, 2006, and ending on December 31, 2012, for
services, the Secretary shall implement a process under which an
individual enrolled under this part may, upon request of the indi-
vidual or a person on behalf of the individual, obtain an exception
from the uniform dollar limitation specified in paragraph (2), for
services described in paragraphs (1) and (3) if the provision of such
services is determined to be medically necessary and if the require-
ment of subparagraph (B) is met. Under such process, if the Sec-
retary does not make a decision on such a request for an exception
within 10 business days of the date of the Secretary’s receipt of the
request made in accordance with such requirement, the Secretary
shall be deemed to have found the services to be medically nec-
essary.

(B) In the case of outpatient therapy services for which an ex-
ception is requested under the first sentence of subparagraph (A),
the claim for such services shall contain an appropriate modifier
(such as the KX modifier used as of the date of the enactment of
this subparagraph) indicating that such services are medically nec-
essary as justified by appropriate documentation in the medical
record involved.

(C)3) In applying this paragraph with respect to a request for
an exception with respect to expenses that would be incurred for
outpatient therapy services (including services described in sub-
section (a)(8)(B)) that would exceed the threshold described in
clause (ii) for a year, the request for such an exception, for services
furnished on or after October 1, 2012, shall be subject to a manual
medical review process that is similar to the manual medical re-
view process used for certain exceptions under this paragraph in
2006.
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(ii) The threshold under this clause for a year is $3,700. Such
threshold shall be applied separately—

(I) for physical therapy services and speech-language pa-
thology services; and
(II) for occupational therapy services.

(6) In applying paragraphs (1) and (3) to services furnished
during the period beginning not later than October 1, 2012, and
ending on December 31, 2012, the exclusion of services described
in subsection (a)(8)(B) from the uniform dollar limitation specified
in paragraph (2) shall not apply to such services furnished during
2012.

(h)(1)(A) Subject to section 1834(d)(1), the Secretary shall es-
tablish fee schedules for clinical diagnostic laboratory tests (includ-
ing prostate cancer screening tests under section 1861(oo) con-
sisting of prostate-specific antigen blood tests) for which payment
is made under this part, other than such tests performed by a pro-
vider of services for an inpatient of such provider.

(B) In the case of clinical diagnostic laboratory tests performed
by a physician or by a laboratory (other than tests performed by
a qualified hospital laboratory (as defined in subparagraph (D)) for
outpatients of such hospital), the fee schedules established under
subparagraph (A) shall be established on a regional, statewide, or
carrier service area basis (as the Secretary may determine to be ap-
propriate) for tests furnished on or after July 1, 1984.

(C) In the case of clinical diagnostic laboratory tests performed
by a qualified hospital laboratory (as defined in subparagraph (D))
for outpatients of such hospital, the fee schedules established under
subparagraph (A) shall be established on a regional, statewide, or
carrier service area basis (as the Secretary may determine to be ap-
propriate) for tests furnished on or after July 1, 1984.

(D) In this subsection, the term “qualified hospital laboratory”
means a hospital laboratory, in a sole community hospital (as de-
fined in section 1886(d)(5)(D)(iii)), which provides some clinical di-
agnostic laboratory tests 24 hours a day in order to serve a hospital
emergency room which is available to provide services 24 hours a
day and 7 days a week.

(2)(A)1) Except as provided in clause (v), subparagraph (B),
and paragraph (4), the Secretary shall set the fee schedules at 60
percent (or, in the case of a test performed by a qualified hospital
laboratory (as defined in paragraph (1)(D)) for outpatients of such
hospital, 62 percent) of the prevailing charge level determined pur-
suant to the third and fourth sentences of section 1842(b)(3) for
similar clinical diagnostic laboratory tests for the applicable region,
State, or area for the 12-month period beginning July 1, 1984, ad-
justed annually (to become effective on January 1 of each year) by,
subject to clause (iv), a percentage increase or decrease equal to the
percentage increase or decrease in the Consumer Price Index for
All Urban Consumers (United States city average) minus, for each
of the years 2009 and 2010, 0.5 percentage points, and subject to
such other adjustments as the Secretary determines are justified
by technological changes.

(i1) Notwithstanding clause (i)—

(I) any change in the fee schedules which would have be-
come effective under this subsection for tests furnished on or
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after January 1, 1988, shall not be effective for tests furnished

during the 3-month period beginning on January 1, 1988,

(II) the Secretary shall not adjust the fee schedules under
clause (i) to take into account any increase in the consumer
price index for 1988,

(ITT) the annual adjustment in the fee schedules deter-
mined under clause (i) for each of the years 1991, 1992, and
1993 shall be 2 percent, and

(IV) the annual adjustment in the fee schedules deter-
mined under clause (i) for each of the years 1994 and 1995,
1998 through 2002, and 2004 through 2008 shall be 0 percent.
(ii1) In establishing fee schedules under clause (i) with respect

to automated tests and tests (other than cytopathology tests) which
before July 1, 1984, the Secretary made subject to a limit based on
lowest charge levels under the sixth sentence of section 1842(b)(3)
performed after March 31, 1988, the Secretary shall reduce by 8.3
percent the fee schedules otherwise established for 1988, and such
reduced fee schedules shall serve as the base for 1989 and subse-
quent years.

(iv) After determining the adjustment to the fee schedules
under clause (i), the Secretary shall reduce such adjustment—

(I) for 2011 and each subsequent year, by the productivity
adjustment described in section 1886(b)(3)(B)(xi)(IT); and

(II) for each of 2011 through 2015, by 1.75 percentage
points.

Subclause (I) shall not apply in a year where the adjustment to the
fee schedules determined under clause (i) is 0.0 or a percentage de-
crease for a year. The application of the productivity adjustment
under subclause (I) shall not result in an adjustment to the fee
schedules under clause (i) being less than 0.0 for a year. The appli-
cation of subclause (II) may result in an adjustment to the fee
schedules under clause (i) being less than 0.0 for a year, and may
result in payment rates for a year being less than such payment
rates for the preceding year.

(v) The Secretary shall reduce by 2 percent the fee schedules
otherwise determined under clause (i) for 2013, and such reduced
fee schedules shall serve as the base for 2014 and subsequent
years.

(B) The Secretary may make further adjustments or exceptions
to the fee schedules to assure adequate reimbursement of (i) emer-
gency laboratory tests needed for the provision of bona fide emer-
gency services, and (ii) certain low volume high-cost tests where
highly sophisticated equipment or extremely skilled personnel are
necessary to assure quality.

(3) In addition to the amounts provided under the fee sched-
ules, the Secretary shall provide for and establish (A) a nominal fee
to cover the appropriate costs in collecting the sample on which a
clinical diagnostic laboratory test was performed and for which
payment is made under this part, except that not more than one
such fee may be provided under this paragraph with respect to
samples collected in the same encounter, and (B) a fee to cover the
transportation and personnel expenses for trained personnel to
travel to the location of an individual to collect the sample, except
that such a fee may be provided only with respect to an individual
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who is homebound or an inpatient in an inpatient facility (other
than a hospital). In establishing a fee to cover the transportation
and personnel expenses for trained personnel to travel to the loca-
tion of an individual to collect a sample, the Secretary shall provide
a method for computing the fee based on the number of miles trav-
eled and the personnel costs associated with the collection of each
individual sample, but the Secretary shall only be required to apply
such method in the case of tests furnished during the period begin-
ning on April 1, 1989, and ending on December 31, 1990, by a lab-
oratory that establishes to the satisfaction of the Secretary (based
on data for the 12-month period ending June 30, 1988) that (i) the
laboratory is dependent upon payments under this title for at least
80 percent of its collected revenues for clinical diagnostic laboratory
tests, (ii) at least 85 percent of its gross revenues for such tests are
attributable to tests performed with respect to individuals who are
homebound or who are residents in a nursing facility, and (iii) the
laboratory provided such tests for residents in nursing facilities
representing at least 20 percent of the number of such facilities in
the State in which the laboratory is located.

(4)(A) In establishing any fee schedule under this subsection,
the Secretary may provide for an adjustment to take into account,
with respect to the portion of the expenses of clinical diagnostic
laboratory tests attributable to wages, the relative difference be-
tween a region’s or local area’s wage rates and the wage rate pre-
sumed in the data on which the schedule is based.

(B) For purposes of subsections (a)(1)(D)(i) and (a)(2)(D)(i), the
limitation amount for a clinical diagnostic laboratory test per-
formed—

(i) on or after July 1, 1986, and before April 1, 1988, is
equal to 115 percent of the median of all the fee schedules es-
tablished for that test for that laboratory setting under para-
graph (1),

(i) after March 31, 1988, and before January 1, 1990, is
equal to the median of all the fee schedules established for that
test for that laboratory setting under paragraph (1),

(iii) after December 31, 1989, and before January 1, 1991,
is equal to 93 percent of the median of all the fee schedules
established for that test for that laboratory setting under para-
graph (1),

(iv) after December 31, 1990, and before January 1, 1994,
is equal to 88 percent of such median,

(v) after December 31, 1993, and before January 1, 1995,
is equal to 84 percent of such median,

(vi) after December 31, 1994, and before January 1, 1996,
is equal to 80 percent of such median,

(vii) after December 31, 1995, and before January 1, 1998,
is equal to 76 percent of such median, and

(viii) after December 31, 1997, is equal to 74 percent of
such median (or 100 percent of such median in the case of a
clinical diagnostic laboratory test performed on or after Janu-
ary 1, 2001, that the Secretary determines is a new test for
which no limitation amount has previously been established
under this subparagraph).
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(5)(A) In the case of a bill or request for payment for a clinical
diagnostic laboratory test for which payment may otherwise be
made under this part on an assignment-related basis or under a
provider agreement under section 1866, payment may be made
only to the person or entity which performed or supervised the per-
formance of such test; except that—

(i) if a physician performed or supervised the performance
of such test, payment may be made to another physician with
whom he shares his practice,

(ii) in the case of a test performed at the request of a lab-
oratory by another laboratory, payment may be made to the re-
ferring laboratory but only if—

(I) the referring laboratory is located in, or is part of,
a rural hospital,

(IT) the referring laboratory is wholly owned by the en-
tity performing such test, the referring laboratory wholly
owns the entity performing such test, or both the referring
laboratory and the entity performing such test are wholly-
owned by a third entity, or

(IIT) not more than 30 percent of the clinical diagnostic
laboratory tests for which such referring laboratory (but
not including a laboratory described in subclause (II)), re-
ceives requests for testing during the year in which the
test is performed are performed by another laboratory ,
and
(iii) in the case of a clinical diagnostic laboratory test pro-

vided under an arrangement (as defined in section 1861(w)(1))

made by a hospital, critical access hospital, or skilled nursing

facility, payment shall be made to the hospital or skilled nurs-
ing facility.

(B) In the case of such a bill or request for payment for a clin-
ical diagnostic laboratory test for which payment may otherwise be
made under this part, and which is not described in subparagraph
(A), payment may be made to the beneficiary only on the basis of
the itemized bill of the person or entity which performed or super-
vised the performance of the test.

(C) Payment for a clinical diagnostic laboratory test, including
a test performed in a physician’s office but excluding a test per-
formed by a rural health clinic may only be made on an assign-
ment-related basis or to a provider of services with an agreement
in effect under section 1866.

(D) A person may not bill for a clinical diagnostic laboratory
test, including a test performed in a physician’s office but excluding
a test performed by a rural health clinic, other than on an assign-
ment-related basis. If a person knowingly and willfully and on a re-
peated basis bills for a clinical diagnostic laboratory test in viola-
tion of the previous sentence, the Secretary may apply sanctions
against the person in the same manner as the Secretary may apply
sanctions against a physician in accordance with paragraph (2) of
section 1842(j) in the same manner such paragraphs apply with re-
spect to a physician. Paragraph (4) of such section shall apply in
this subparagraph in the same manner as such paragraph applies
to such section.
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(6) In the case of any diagnostic laboratory test payment for
which is not made on the basis of a fee schedule under paragraph
(1), the Secretary may establish a payment rate which is acceptable
to the person or entity performing the test and which would be con-
sidered the full charge for such tests. Such negotiated rate shall be
limited to an amount not in excess of the total payment that would
have been made for the services in the absence of such rate.

(7) Notwithstanding paragraphs (1) and (4), the Secretary shall
establish a national minimum payment amount under this sub-
section for a diagnostic or screening pap smear laboratory test (in-
cluding all cervical cancer screening technologies that have been
approved by the Food and Drug Administration as a primary
screening method for detection of cervical cancer) equal to $14.60
for tests furnished in 2000. For such tests furnished in subsequent
years, such national minimum payment amount shall be adjusted
annually as provided in paragraph (2).

(8)(A) The Secretary shall establish by regulation procedures
for determining the basis for, and amount of, payment under this
subsection for any clinical diagnostic laboratory test with respect to
which a new or substantially revised HCPCS code is assigned on
or after January 1, 2005 (in this paragraph referred to as “new
tests”).

(B) Determinations under subparagraph (A) shall be made only
after the Secretary—

(i) makes available to the public (through an Internet
website and other appropriate mechanisms) a list that includes
any such test for which establishment of a payment amount
under this subsection is being considered for a year;

(i) on the same day such list is made available, causes to
have published in the Federal Register notice of a meeting to
receive comments and recommendations (and data on which
recommendations are based) from the public on the appro-
priate basis under this subsection for establishing payment
amounts for the tests on such list;

(iii) not less than 30 days after publication of such notice
convenes a meeting, that includes representatives of officials of
the Centers for Medicare & Medicaid Services involved in de-
termining payment amounts, to receive such comments and
Eecorélmendations (and data on which the recommendations are

ased);

(iv) taking into account the comments and recommenda-
tions (and accompanying data) received at such meeting, devel-
ops and makes available to the public (through an Internet
website and other appropriate mechanisms) a list of proposed
determinations with respect to the appropriate basis for estab-
lishing a payment amount under this subsection for each such
code, together with an explanation of the reasons for each such
determination, the data on which the determinations are
based, and a request for public written comments on the pro-
posed determination; and

(v) taking into account the comments received during the
public comment period, develops and makes available to the
public (through an Internet website and other appropriate
mechanisms) a list of final determinations of the payment
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amounts for such tests under this subsection, together with the

rationale for each such determination, the data on which the

determinations are based, and responses to comments and sug-
gestions received from the public.

(C) Under the procedures established pursuant to subpara-
graph (A), the Secretary shall—

(i) set forth the criteria for making determinations under
subparagraph (A); and

(i1) make available to the public the data (other than pro-
prietary data) considered in making such determinations.

(D) The Secretary may convene such further public meetings to
receive public comments on payment amounts for new tests under
this subsection as the Secretary deems appropriate.

(E) For purposes of this paragraph:

(i) The term “HCPCS” refers to the Health Care Procedure
Coding System.

(i1) A code shall be considered to be “substantially revised”
if there is a substantive change to the definition of the test or
procedure to which the code applies (such as a new analyte or
a new methodology for measuring an existing analyte-specific
test).

(9) Notwithstanding any other provision in this part, in the
case of any diagnostic laboratory test for HbAlc that is labeled by
the Food and Drug Administration for home use and is furnished
on or after April 1, 2008, the payment rate for such test shall be
the payment rate established under this part for a glycated hemo-
globin test (identified as of October 1, 2007, by HCPCS code 83036
(and any succeeding codes)).

(1)(1) The Secretary shall, in consultation with appropriate
medical organizations—

(A) specify those surgical procedures which are appro-
priately (when considered in terms of the proper utilization of
hospital inpatient facilities) performed on an inpatient basis in
a hospital but which also can be performed safely on an ambu-
latory basis in an ambulatory surgical center (meeting the
standards specified under section 1832(a)(2)(F)(i)), critical ac-
cess hospital, or hospital outpatient department, and

(B) specify those surgical procedures which are appro-
priately (when considered in terms of the proper utilization of
hospital inpatient facilities) performed on an inpatient basis in
a hospital but which also can be performed safely on an ambu-
latory basis in a physician’s office.

The lists of procedures established under subparagraphs (A) and
(B) shall be reviewed and updated not less often than every 2
years, in consultation with appropriate trade and professional orga-
nizations.

(2)(A) For services furnished prior to the implementation of the
system described in subparagraph (D), subject to subparagraph (E),
the amount of payment to be made for facility services furnished
in connection with a surgical procedure specified pursuant to para-
graph (1)(A) and furnished to an individual in an ambulatory sur-
gical center described in such paragraph shall be equal to 80 per-
cent of a standard overhead amount established by the Secretary
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(with respect to each such procedure) on the basis of the Sec-
retary’s estimate of a fair fee which—

(i) takes into account the costs incurred by such centers,
or classes of centers, generally in providing services furnished
in connection with the performance of such procedure, as deter-
mined in accordance with a survey (based upon a representa-
tive sample of procedures and facilities) of the actual audited
costs incurred by such centers in providing such services,

(i1) takes such costs into account in such a manner as will
assure that the performance of the procedure in such a center
will result in substantially less amounts paid under this title
than would have been paid if the procedure had been per-
formed on an inpatient basis in a hospital, and

(iii) in the case of insertion of an intraocular lens during
or subsequent to cataract surgery includes payment which is
reasonable and related to the cost of acquiring the class of lens
involved.

Each amount so established shall be reviewed and updated not
later than July 1, 1987, and annually thereafter to take account of
varying conditions in different areas.

(B) The amount of payment to be made under this part for fa-
cility services furnished, in connection with a surgical procedure
specified pursuant to paragraph (1)(B), in a physician’s office shall
be equal to 80 percent of a standard overhead amount established
by the Secretary (with respect to each such procedure) on the basis
of the Secretary’s estimate of a fair fee which—

(i) takes into account additional costs, not usually included
in the professional fee, incurred by physicians in securing,
maintaining, and staffing the facilities and ancillary services
appropriate for the performance of such procedure in the physi-
cian’s office, and

(ii) takes such items into account in such a manner which
will assure that the performance of such procedure in the phy-
sician’s office will result in substantially less amounts paid
under this title than would have been paid if the services had
been furnished on an inpatient basis in a hospital.

Each amount so established shall be reviewed and updated not
later than July 1, 1987, and annually thereafter to take account of
varying conditions in different areas.

(C)d) Notwithstanding the second sentence of each of subpara-
graphs (A) and (B), except as otherwise specified in clauses (ii),
(iii), and (iv), if the Secretary has not updated amounts established
under such subparagraphs or under subparagraph (D), with respect
to facility services furnished during a fiscal year (beginning with
fiscal year 1986 or a calendar year (beginning with 2006)), such
amounts shall be increased by the percentage increase in the Con-
sumer Price Index for all urban consumers (U.S. city average) as
estimated by the Secretary for the 12-month period ending with the
midpoint of the year involved.

(i1) In each of the fiscal years 1998 through 2002, the increase
under this subparagraph shall be reduced (but not below zero) by
2.0 percentage points.

(iii) In fiscal year 2004, beginning with April 1, 2004, the in-
crease under this subparagraph shall be the Consumer Price Index
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for all urban consumers (U.S. city average) as estimated by the
Secretary for the 12-month period ending with March 31, 2003,
minus 3.0 percentage points.

(iv) In fiscal year 2005, the last quarter of calendar year 2005,
and each of calendar years 2006 through 2009, the increase under
this subparagraph shall be 0 percent.

(D)) Taking into account the recommendations in the report
under section 626(d) of Medicare Prescription Drug, Improvement,
and Modernization Act of 2003, the Secretary shall implement a re-
vised payment system for payment of surgical services furnished in
ambulatory surgical centers.

(i) In the year the system described in clause (i) is imple-
mented, such system shall be designed to result in the same aggre-
gate amount of expenditures for such services as would be made if
this subparagraph did not apply, as estimated by the Secretary and
taking into account reduced expenditures that would apply if sub-
paragraph (E) were to continue to apply, as estimated by the Sec-
retary.

(iii) The Secretary shall implement the system described in
clause (i) for periods in a manner so that it is first effective begin-
ning on or after January 1, 2006, and not later than January 1,
2008.

(iv) The Secretary may implement such system in a manner so
as to provide for a reduction in any annual update for failure to
report on quality measures in accordance with paragraph (7).

(v)1 In implementing the system described in
clause (i) for 2011 and each subsequent year, any an-
nual update under such system for the year, after ap-
plication of clause (iv), shall be reduced by the produc-
tivity adjustment described in section
1886(b)(3)(B)(xi)(II). The application of the preceding
sentence may result in such update being less than 0.0
for a year, and may result in payment rates under the
system described in clause (i) for a year being less
than such payment rates for the preceding year.

(vi) There shall be no administrative or judicial review under
section 1869, 1878, or otherwise, of the classification system, the
relative weights, payment amounts, and the geographic adjustment
factor, if any, under this subparagraph.

(E) With respect to surgical procedures furnished on or after
January 1, 2007, and before the effective date of the implementa-
tion of a revised payment system under subparagraph (D), if—

(i) the standard overhead amount under subparagraph (A)
for a facility service for such procedure, without the application
of any geographic adjustment, exceeds

(i) the Medicare OPD fee schedule amount established
under the prospective payment system for hospital outpatient
department services under paragraph (3)(D) of section 1833(t)
for such service for such year, determined without regard to
geographic adjustment under paragraph (2)(D) of such section,

1Margin so in law.
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the Secretary shall substitute under subparagraph (A) the amount
described in clause (ii) for the standard overhead amount for such
service referred to in clause (i).

(3)(A) The aggregate amount of the payments to be made
under this part for outpatient hospital facility services or critical
access hospital services furnished before January 1, 1999, in con-
nection with surgical procedures specified under paragraph (1)(A)
shall be equal to the lesser of—

(i) the amount determined with respect to such services
under subsection (a)(2)(B); or

(i1) the blend amount (described in subparagraph (B)).
(B)d) The blend amount for a cost reporting period is the sum

of—

(I) the cost proportion (as defined in clause (ii)(I)) of the
amount described in subparagraph (A)(i), and

(IT) the ASC proportion (as defined in clause (ii)(II)) of the
standard overhead amount payable with respect to the same
surgical procedure as if it were provided in an ambulatory sur-
gical center in the same area, as determined under paragraph
(2)(A), less the amount a provider may charge as described in
clause (ii) of section 1866(a)(2)(A).

(i) Subject to paragraph (4), in this paragraph:

(I) The term “cost proportion” means 75 percent for cost re-
porting periods beginning in fiscal year 1988, 50 percent for
portions of cost reporting periods beginning on or after October
1, 1988, and ending on or before December 31, 1990, and 42
percent for portions of cost reporting periods beginning on or
after January 1, 1991.

(II) The term “ASC proportion” means 25 percent for cost
reporting periods beginning in fiscal year 1988, 50 percent for
portions of cost reporting periods beginning on or after October
1, 1988, and ending on or before December 31, 1990, and 58
percent for portions of cost reporting periods beginning on or
after January 1, 1991.

(4)(A) In the case of a hospital that—

(i) makes application to the Secretary and demonstrates
that it specializes in eye services or eye and ear services (as
determined by the Secretary),

(i) receives more than 30 percent of its total revenues
from outpatient services, and

(i11) on October 1, 1987—

(I) was an eye specialty hospital or an eye and ear spe-
cialty hospital, or

(IT) was operated as an eye or eye and ear unit (as de-
fined in subparagraph (B)) of a general acute care hospital
which, on the date of the application described in clause

(i), operates less than 20 percent of the beds that the hos-

pital operated on October 1, 1987, and has sold or other-

wise disposed of a substantial portion of the hospital’s
other acute care operations,
the cost proportion and ASC proportion in effect under subclauses
(I) and (IT) of paragraph (3)(B)(ii) for cost reporting periods begin-
ning in fiscal year 1988 shall remain in effect for cost reporting pe-
July 11, 2012
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riods beginning on or after October 1, 1988, and before January 1,
1995.

(B) For purposes of this subparagraph (A)(iii)(II), the term “eye
or eye and ear unit” means a physically separate or distinct unit
containing separate surgical suites devoted solely to eye or eye and
ear services.

(5)(A) The Secretary is authorized to provide by regulations
that in the case of a surgical procedure, specified by the Secretary
pursuant to paragraph (1)(A), performed in an ambulatory surgical
center described in such paragraph, there shall be paid (in lieu of
any amounts otherwise payable under this part) with respect to the
facility services furnished by such center and with respect to all re-
lated services (including physicians’ services, laboratory, X-ray, and
diagnostic services) a single all-inclusive fee established pursuant
to subparagraph (B), if all parties furnishing all such services agree
to accept such fee (to be divided among the parties involved in such
manner as they shall have previously agreed upon) as full payment
for the services furnished.

(B) In implementing this paragraph, the Secretary shall estab-
lish with respect to each surgical procedure specified pursuant to
paragraph (1)(A) the amount of the all-inclusive fee for such proce-
dure, taking into account such factors as may be appropriate. The
amount so established with respect to any surgical procedure shall
be reviewed periodically and may be adjusted by the Secretary,
when appropriate, to take account of varying conditions in different
areas.

(6) Any person, including a facility having an agreement under
section 1832(a)(2)(F)(i), who knowingly and willfully presents, or
causes to be presented, a bill or request for payment, for an intra-
ocular lens inserted during or subsequent to cataract surgery for
which payment may be made under paragraph (2)(A)(iii), is subject
to a civil money penalty of not to exceed $2,000. The provisions of
section 1128A (other than subsections (a) and (b)) shall apply to a
civil money penalty under the previous sentence in the same man-
ner as such provisions apply to a penalty or proceeding under sec-
tion 1128A(a).

(7)(A) For purposes of paragraph (2)(D)(iv), the Secretary may
provide, in the case of an ambulatory surgical center that does not
submit, to the Secretary in accordance with this paragraph, data
required to be submitted on measures selected under this para-
graph with respect to a year, any annual increase provided under
the system established under paragraph (2)(D) for such year shall
be reduced by 2.0 percentage points. A reduction under this sub-
paragraph shall apply only with respect to the year involved and
the Secretary shall not take into account such reduction in com-
puting any annual increase factor for a subsequent year.

(B) Except as the Secretary may otherwise provide, the provi-
sions of subparagraphs (B), (C), (D), and (E) of paragraph (17) of
section 1833(t) shall apply with respect to services of ambulatory
surgical centers under this paragraph in a similar manner to the
manner in which they apply under such paragraph and, for pur-
poses of this subparagraph, any reference to a hospital, outpatient
setting, or outpatient hospital services is deemed a reference to an
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ambulatory surgical center, the setting of such a center, or services
of such a center, respectively.

(j) Whenever a final determination is made that the amount of
payment made under this part either to a provider of services or
to another person pursuant to an assignment under section
1842(b)(3)(B)(ii) was in excess of or less than the amount of pay-
ment that is due, and payment of such excess or deficit is not made
(or effected by offset) within 30 days of the date of the determina-
tion, interest shall accrue on the balance of such excess or deficit
not paid or offset (to the extent that the balance is owed by or
owing to the provider) at a rate determined in accordance with the
regulations of the Secretary of the Treasury applicable to charges
for late payments.

(k) With respect to services described in section 1861(s)(10)(B),
the Secretary may provide, instead of the amount of payment oth-
erwise provided under this part, for payment of such an amount or
amounts as reasonably reflects the general cost of efficiently pro-
viding such services.

(1D(1)(A) The Secretary shall establish a fee schedule for serv-
ices of certified registered nurse anesthetists under section
1861(s)(11).

(B) In establishing the fee schedule under this paragraph the
Secretary may utilize a system of time units, a system of base and
time units, or any appropriate methodology.

(C) The provisions of this subsection shall not apply to certain
services furnished in certain hospitals in rural areas under the pro-
visions of section 9320(k) of the Omnibus Budget Reconciliation Act
of 1986, as amended by section 6132 of the Omnibus Budget Rec-
onciliation Act of 1989.

(2) Except as provided in paragraph (3), the fee schedule estab-
lished under paragraph (1) shall be initially based on audited data
from cost reporting periods ending in fiscal year 1985 and such
other data as the Secretary determines necessary.

(3)(A) In establishing the initial fee schedule for those services,
the Secretary shall adjust the fee schedule to the extent necessary
to ensure that the estimated total amount which will be paid under
this title for those services plus applicable coinsurance in 1989 will
equal the estimated total amount which would be paid under this
title for those services in 1989 if the services were included as in-
patient hospital services and payment for such services was made
under part A in the same manner as payment was made in fiscal
year 1987, adjusted to take into account changes in prices and
technology relating to the administration of anesthesia.

(B) The Secretary shall also reduce the prevailing charge of
physicians for medical direction of a certified registered nurse anes-
thetist, or the fee schedule for services of certified registered nurse
anesthetists, or both, to the extent necessary to ensure that the es-
timated total amount which will be paid under this title plus appli-
cable coinsurance for such medical direction and such services in
1989 and 1990 will not exceed the estimated total amount which
would have been paid plus applicable coinsurance but for the enact-
ment of the amendments made by section 9320 of the Omnibus
Budget Reconciliation Act of 1986. A reduced prevailing charge
under this subparagraph shall become the prevailing charge but for
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subsequent years for purposes of applying the economic index
under the fourth sentence of section 1842(b)(3).

(4)(A) Except as provided in subparagraphs (C) and (D), in de-
termining the amount paid under the fee schedule under this sub-
section for services furnished on or after January 1, 1991, by a cer-
tified registered nurse anesthetist who is not medically directed—

(i) the conversion factor shall be—

(I) for services furnished in 1991, $15.50,

(II) for services furnished in 1992, $15.75,

(III) for services furnished in 1993, $16.00,

(IV) for services furnished in 1994, $16.25,

(V) for services furnished in 1995, $16.50,

(VI) for services furnished in 1996, $16.75, and

(VII) for services furnished in calendar years after
1996, the previous year’s conversion factor increased by
the update determined under section 1848(d) for physician
anesthesia services for that year;

(ii) the payment areas to be used shall be the fee schedule
areas used under section 1848 (or, in the case of services fur-
nished during 1991, the localities used under section 1842(b))
for purposes of computing payments for physicians’ services
that are anesthesia services;

(iii) the geographic adjustment factors to be applied to the
conversion factor under clause (i) for services in a fee schedule
area or locality is—

(I) in the case of services furnished in 1991, the geo-
graphic work index value and the geographic practice cost
index value specified in section 1842(q)(1)(B) for physi-
cians’ services that are anesthesia services furnished in
the area or locality, and

(II) in the case of services furnished after 1991, the ge-
ographic work index value, the geographic practice cost
index value, and the geographic malpractice index value
used for determining payments for physicians’ services
that are anesthesia services under section 1848,

with 70 percent of the conversion factor treated as attributable

to work and 30 percent as attributable to overhead for services

furnished in 1991 (and the portions attributable to work, prac-
tice expenses, and malpractice expenses in 1992 and thereafter

being the same as is applied under section 1848).

(B)d) Except as provided in clause (ii) and subparagraph (D),
in determining the amount paid under the fee schedule under this
subsection for services furnished on or after January 1, 1991, and
before January 1, 1994, by a certified registered nurse anesthetist
who is medically directed, the Secretary shall apply the same
methodology specified in subparagraph (A).

(i1) The conversion factor used under clause (i) shall be—

(I) for services furnished in 1991, $10.50,

(IT) for services furnished in 1992, $10.75, and

(III) for services furnished in 1993, $11.00.

(ii1) In the case of services of a certified registered nurse anes-
thetist who is medically directed or medically supervised by a phy-
sician which are furnished on or after January 1, 1994, the fee
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schedule amount shall be one-half of the amount described in sec-
tion 1848(a)(5)(B) with respect to the physician.

(C) Notwithstanding subclauses (I) through (V) of subpara-
graph (A)(i)—

(i) in the case of a 1990 conversion factor that is greater
than $16.50, the conversion factor for a calendar year after
1990 and before 1996 shall be the 1990 conversion factor re-
duced by the product of the last digit of the calendar year and
one-fifth of the amount by which the 1990 conversion factor ex-
ceeds $16.50; and

(i1) in the case of a 1990 conversion factor that is greater
than $15.49 but less than $16.51, the conversion factor for a
cz;lendar year after 1990 and before 1996 shall be the greater
O —

(I) the 1990 conversion factor, or
(IT) the conversion factor specified in subparagraph

(A)(i) for the year involved.

(D) Notwithstanding subparagraph (C), in no case may the con-
version factor used to determine payment for services in a fee
schedule area or locality under this subsection, as adjusted by the
adjustment factors specified in subparagraphs (A)(iii), exceed the
conversion factor used to determine the amount paid for physicians’
services that are anesthesia services in the area or locality.

(5)(A) Payment for the services of a certified registered nurse
anesthetist (for which payment may otherwise be made under this
part) may be made on the basis of a claim or request for payment
presented by the certified registered nurse anesthetist furnishing
such services, or by a hospital, critical access hospital, physician,
group practice, or ambulatory surgical center with which the cer-
tified registered nurse anesthetist furnishing such services has an
employment or contractual relationship that provides for payment
to be made under this part for such services to such hospital, crit-
ical access hospital, physician, group practice, or ambulatory sur-
gical center.

(B) No hospital or critical access hospital that presents a claim
or request for payment for services of a certified nurse anesthetist
under this part may treat any uncollected coinsurance amount im-
posed under this part with respect to such services as a bad debt
of such hospital or critical access hospital for purposes of this title.

(6) If an adjustment under paragraph (3)(B) results in a reduc-
tion in the reasonable charge for a physicians’ service and a non-
participating physician furnishes the service to an individual enti-
tled to benefits under this part after the effective date of the reduc-
tion, the physician’s actual charge is subject to a limit under sec-
tion 1842(j)(1)(D).

(m)(1) In the case of physicians’ services furnished in a year to
an individual, who is covered under the insurance program estab-
lished by this part and who incurs expenses for such services, in
an area that is designated (under section 332(a)(1)(A) of the Public
Health Service Act) as a health professional shortage area as iden-
tified by the Secretary prior to the beginning of such year, in addi-
tion to the amount otherwise paid under this part, there also shall
be paid to the physician (or to an employer or facility in the cases
described in clause (A) of section 1842(b)(6)) (on a monthly or quar-
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terly basis) from the Federal Supplementary Medical Insurance
Trust Fund an amount equal to 10 percent of the payment amount
for the service under this part.

(2) For each health professional shortage area identified in
paragraph (1) that consists of an entire county, the Secretary shall
provide for the additional payment under paragraph (1) without
any requirement on the physician to identify the health profes-
sional shortage area involved. The Secretary may implement the
previous sentence using the method specified in subsection
(w)(4)(C).

(8) The Secretary shall post on the Internet website of the Cen-
ters for Medicare & Medicaid Services a list of the health profes-
sional shortage areas identified in paragraph (1) that consist of a
partial county to facilitate the additional payment under paragraph
(1) in such areas.

(4) There shall be no administrative or judicial review under
section 1869, section 1878, or otherwise, respecting—

(A) the identification of a county or area;

(B) the assignment of a specialty of any physician under
this paragraph;

(C) the assignment of a physician to a county under this
subsection; or

(D) the assignment of a postal ZIP Code to a county or
other area under this subsection.

(n)(1)(A) The aggregate amount of the payments to be made for
all or part of a cost reporting period for services described in sub-
section (a)(2)(E)(i) furnished under this part on or after October 1,
1988, and before January 1, 1999, and for services described in
subsection (a)(2)(E)(ii) furnished under this part on or after October
1, 1989, and before January 1, 1999, shall be equal to the lesser
of—

(i) the amount determined with respect to such services
under subsection (a)(2)(B), or
(i1) the blend amount for radiology services and diagnostic

procedures determined in accordance with subparagraph (B).

(B)d) The blend amount for radiology services and diagnostic
procedures for a cost reporting period is the sum of—

(I) the cost proportion (as defined in clause (ii)) of the
amount described in subparagraph (A)(i); and
(II) the charge proportion (as defined in clause (ii)(II)) of

62 percent (for services described in subsection (a)(2)(E)()), or

(for procedures described in subsection (a)(2)(E)(ii)), 42 percent

or such other percent established by the Secretary (or carriers

acting pursuant to guidelines issued by the Secretary) based on
prevailing charges established with actual charge data, of the
prevailing charge or (for services described in subsection

(a)(2)(E)d) furnished on or after January 1, 1989) the fee

schedule amount established for participating physicians for

the same services as if they were furnished in a physician’s of-

fice in the same locality as determined under section 1842(b),

less the amount a provider may charge as described in clause

(i1) of section 1866(a)(2)(A).

(i1) In this subparagraph:
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(I) The term “cost proportion” means 50 percent, except
that such term means 65 percent in the case of outpatient radi-
ology services for portions of cost reporting periods which occur
in fiscal year 1989 and in the case of diagnostic procedures de-
scribed in subsection (a)(2)(E)(ii) for portions of cost reporting
periods which occur in fiscal year 1990, and such term means
42 percent in the case of outpatient radiology services for por-
tions of cost reporting periods beginning on or after January 1,
1991.

(II) The term “charge proportion” means 100 percent
minus the cost proportion.

(0)(1) In the case of shoes described in section 1861(s)(12)—

(A) no payment may be made under this part, with respect
to any individual for any year, for the furnishing of—

(i) more than one pair of custom molded shoes (includ-
ing inserts provided with such shoes) and 2 additional
pairs of inserts for such shoes, or

(i1) more than one pair of extra-depth shoes (not in-
cluding inserts provided with such shoes) and 3 pairs of in-
serts for such shoes, and
(B) with respect to expenses incurred in any calendar year,

no more than the amount of payment applicable under para-

graph (2) shall be considered as incurred expenses for purposes

of subsections (a) and (b).

Payment for shoes (or inserts) under this part shall be considered
to include payment for any expenses for the fitting of such shoes
(or inserts).

(2)(A) Except as provided by the Secretary under subpara-
graphs (B) and (C), the amount of payment under this paragraph
for custom molded shoes, extra-depth shoes, and inserts shall be
the amount determined for such items by the Secretary under sec-
tion 1834(h).

(B) The Secretary may establish payment amounts for shoes
and inserts that are lower than the amount established under sec-
tion 1834(h) if the Secretary finds that shoes and inserts of an ap-
propriate quality are readily available at or below the amount es-
tablished under such section.

(C) In accordance with procedures established by the Sec-
retary, an individual entitled to benefits with respect to shoes de-
scribed in section 1861(s)(12) may substitute modification of such
shoes instead of obtaining one (or more, as specified by the Sec-
retary) pair of inserts (other than the original pair of inserts with
respect to such shoes). In such case, the Secretary shall substitute,
for the payment amount established under section 1834(h), a pay-
ment amount that the Secretary estimates will assure that there
is no net increase in expenditures under this subsection as a result
of this subparagraph.

(3) In this title, the term “shoes” includes, except for purposes
of subparagraphs (A)(ii) and (B) of paragraph (2), inserts for extra-
depth shoes.

[(p) Striken.]

(q)(1) Each request for payment, or bill submitted, for an item
or service furnished by an entity for which payment may be made
under this part and for which the entity knows or has reason to
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believe there has been a referral by a referring physician (within
the meaning of section 1877) shall include the name and unique
physician identification number for the referring physician.

(2)(A) In the case of a request for payment for an item or serv-
ice furnished by an entity under this part on an assignment-related
basis and for which information is required to be provided under
paragraph (1) but not included, payment may be denied under this
part.

(B) In the case of a request for payment for an item or service
furnished by an entity under this part not submitted on an assign-
ment-related basis and for which information is required to be pro-
vided under paragraph (1) but not included—

(i) if the entity knowingly and willfully fails to provide

such information promptly upon request of the Secretary or a

carrier, the entity may be subject to a civil money penalty in

an amount not to exceed $2,000, and

(i1) if the entity knowingly, willfully, and in repeated cases
fails, after being notified by the Secretary of the obligations
and requirements of this subsection to provide the information
required under paragraph (1), the entity may be subject to ex-
clusion from participation in the programs under this Act for

a period not to exceed 5 years, in accordance with the proce-

dures of subsections (c), (f), and (g) of section 1128.

The provisions of section 1128A (other than subsections (a) and (b))
shall apply to civil money penalties under clause (i) in the same
manner as they apply to a penalty or proceeding under section
1128A(a).

(r)(1) With respect to services described in section
1861(s)(2)(K)(ii) (relating to nurse practitioner or clinical nurse spe-
cialist services), payment may be made on the basis of a claim or
request for payment presented by the nurse practitioner or clinical
nurse specialist furnishing such services, or by a hospital, critical
access hospital, skilled nursing facility or nursing facility (as de-
fined in section 1919(a)), physician, group practice, or ambulatory
surgical center with which the nurse practitioner or clinical nurse
specialist has an employment or contractual relationship that pro-
vides for payment to be made under this part for such services to
such hospital, physician, group practice, or ambulatory surgical
center.

(2) No hospital or critical access hospital that presents a claim
or request for payment under this part for services described in
section 1861(s)(2)(K)(ii) may treat any uncollected coinsurance
amount imposed under this part with respect to such services as
a bad debt of such hospital for purposes of this title.

(s) The Secretary may not provide for payment under sub-
section (a)(1)(A) with respect to an organization unless the organi-
zation provides assurances satisfactory to the Secretary that the or-
ganization meets the requirement of section 1866(f) (relating to
maintaining written policies and procedures respecting advance di-
rectives).

(t) PROSPECTIVE PAYMENT SYSTEM FOR HOSPITAL OUTPATIENT
DEPARTMENT SERVICES.—

(1) AMOUNT OF PAYMENT.—
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(A) IN GENERAL.—With respect to covered OPD serv-
ices (as defined in subparagraph (B)) furnished during a
year beginning with 1999, the amount of payment under
this part shall be determined under a prospective payment
system established by the Secretary in accordance with
this subsection.

(B) DEFINITION OF COVERED OPD SERVICES.—For pur-
poses of this subsection, the term “covered OPD serv-
ices”—

(1) means hospital outpatient services designated
by the Secretary;

(i1) subject to clause (iv), includes inpatient hos-
pital services designated by the Secretary that are cov-
ered under this part and furnished to a hospital inpa-
tient who (I) is entitled to benefits under part A but
has exhausted benefits for inpatient hospital services
during a spell of illness, or (II) is not so entitled;

(i1i) includes implantable items described in para-
graph (3), (6), or (8) of section 1861(s); but

(iv)1 does not include any therapy services de-
scribed in subsection (a)(8) or ambulance services, for
which payment is made under a fee schedule described
in section 1834(k) or section 1834(]1) and does not in-
clude screening mammography (as defined in section
1861(jj)), diagnostic mammography, or personalized
prevention plan services (as defined in section
1861(hhh)(1)).

(2) SYSTEM REQUIREMENTS.—Under the payment system—

(A) the Secretary shall develop a classification system
for covered OPD services;

(B) the Secretary may establish groups of covered
OPD services, within the classification system described in
subparagraph (A), so that services classified within each
group are comparable clinically and with respect to the use
of resources and so that an implantable item is classified
to the group that includes the service to which the item re-
lates;

(C) the Secretary shall, using data on claims from
1996 and using data from the most recent available cost
reports, establish relative payment weights for covered
OPD services (and any groups of such services described in
subparagraph (B)) based on median (or, at the election of
the Secretary, mean) hospital costs and shall determine
projections of the frequency of utilization of each such
service (or group of services) in 1999;

(D) subject to paragraph (19), the Secretary shall de-
termine a wage adjustment factor to adjust the portion of
payment and coinsurance attributable to labor-related
costs for relative differences in labor and labor-related
costs across geographic regions in a budget neutral man-
ner;

1The amendment made by the Patient Protection and Affordable Care Act (Public Law 111
148) to this provision applies beginning on or after January 1, 2011.
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(E) the Secretary shall establish, in a budget neutral
manner, outlier adjustments under paragraph (5) and
transitional pass-through payments under paragraph (6)
and other adjustments as determined to be necessary to
ensure equitable payments, such as adjustments for cer-
tain classes of hospitals;

(F) the Secretary shall develop a method for control-
ling unnecessary increases in the volume of covered OPD
services;

(G) the Secretary shall create additional groups of cov-
ered OPD services that classify separately those proce-
dulées that utilize contrast agents from those that do not;
an

(H) with respect to devices of brachytherapy consisting
of a seed or seeds (or radioactive source), the Secretary
shall create additional groups of covered OPD services that
classify such devices separately from the other services (or
group of services) paid for under this subsection in a man-
ner reflecting the number, isotope, and radioactive inten-
sity of such devices furnished, including separate groups
for palladium-103 and iodine-125 devices and for stranded
and non-stranded devices furnished on or after July 1,
2007.

For purposes of subparagraph (B), items and services within a
group shall not be treated as “comparable with respect to the
use of resources” if the highest median cost (or mean cost, if
elected by the Secretary under subparagraph (C)) for an item
or service within the group is more than 2 times greater than
the lowest median cost (or mean cost, if so elected) for an item
or service within the group; except that the Secretary may
make exceptions in unusual cases, such as low volume items
and services, but may not make such an exception in the case
of a drug or biological that has been designated as an orphan
drug under section 526 of the Federal Food, Drug and Cos-
metic Act.
(3) CALCULATION OF BASE AMOUNTS.—

(A) AGGREGATE AMOUNTS THAT WOULD BE PAYABLE IF
DEDUCTIBLES WERE DISREGARDED.—The Secretary shall es-
timate the sum of—

(i) the total amounts that would be payable from
the Trust Fund under this part for covered OPD serv-
ices in 1999, determined without regard to this sub-
section, as though the deductible under section 1833(b)
did not apply, and

(i1) the total amounts of copayments estimated to
be paid under this subsection by beneficiaries to hos-
pitals for covered OPD services in 1999, as though the
deductible under section 1833(b) did not apply.

(B) UNADJUSTED COPAYMENT AMOUNT.—

(i) IN GENERAL.—For purposes of this subsection,
subject to clause (ii), the “unadjusted copayment
amount” applicable to a covered OPD service (or group
of such services) is 20 percent of the national median
of the charges for the service (or services within the
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group) furnished during 1996, updated to 1999 using
the Secretary’s estimate of charge growth during the
period.

(ii) ADJUSTED TO BE 20 PERCENT WHEN FULLY
PHASED IN.—If the pre-deductible payment percentage
for a covered OPD service (or group of such services)
furnished in a year would be equal to or exceed 80
percent, then the unadjusted copayment amount shall
be 20 percent of amount determined under subpara-
graph (D).

(iii) RULES FOR NEW SERVICES.—The Secretary
shall establish rules for establishment of an
unadjusted copayment amount for a covered OPD
service not furnished during 1996, based upon its clas-
sification within a group of such services.

(C) CALCULATION OF CONVERSION FACTORS.—

(i) FOR 1999.—

(I) IN GENERAL.—The Secretary shall estab-
lish a 1999 conversion factor for determining the
medicare OPD fee schedule amounts for each cov-
ered OPD service (or group of such services) fur-
nished in 1999. Such conversion factor shall be es-
tablished on the basis of the weights and fre-
quencies described in paragraph (2)(C) and in
such a manner that the sum for all services and
groups of the products (described in subclause (II)
for each such service or group) equals the total
projected amount described in subparagraph (A).

(IT) ProDUCT DESCRIBED.—The Secretary shall
determine for each service or group the product of
the medicare OPD fee schedule amounts (taking
into account appropriate adjustments described in
paragraphs (2)(D) and (2)(E)) and the estimated
frequencies for such service or group.

(i) SUBSEQUENT YEARS.—Subject to paragraph
(8)(B), the Secretary shall establish a conversion factor
for covered OPD services furnished in subsequent
years in an amount equal to the conversion factor es-
tablished under this subparagraph and applicable to
such services furnished in the previous year increased
by the OPD fee schedule increase factor specified
under clause (iv) for the year involved.

(iii)) ADJUSTMENT FOR SERVICE MIX CHANGES.—In-
sofar as the Secretary determines that the adjust-
ments for service mix under paragraph (2) for a pre-
vious year (or estimates that such adjustments for a
future year) did (or are likely to) result in a change in
aggregate payments under this subsection during the
year that are a result of changes in the coding or clas-
sification of covered OPD services that do not reflect
real changes in service mix, the Secretary may adjust
the conversion factor computed under this subpara-
graph for subsequent years so as to eliminate the ef-
fect of such coding or classification changes.
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(iv) OPD FEE SCHEDULE INCREASE FACTOR.—For
purposes of this subparagraph, subject to paragraph
(17) and subparagraph (F) of this paragraph, the
“OPD fee schedule increase factor” for services fur-
nished in a year is equal to the market basket per-
centage increase applicable under section
1886(b)(3)(B)(iii) to hospital discharges occurring dur-
ing the fiscal year ending in such year, reduced by 1
percentage point for such factor for services furnished
in each of 2000 and 2002. In applying the previous
sentence for years beginning with 2000, the Secretary
may substitute for the market basket percentage in-
crease an annual percentage increase that is computed
and applied with respect to covered OPD services fur-
nished in a year in the same manner as the market
basket percentage increase is determined and applied
to inpatient hospital services for discharges occurring
in a fiscal year.

(D) CALCULATION OF MEDICARE OPD FEE SCHEDULE
AMOUNTS.—The Secretary shall compute a medicare OPD
fee schedule amount for each covered OPD service (or
group of such services) furnished in a year, in an amount
equal to the product of—

(i) the conversion factor computed under subpara-
graph (C) for the year, and

(ii) the relative payment weight (determined
under paragraph (2)(C)) for the service or group.

(E) PRE-DEDUCTIBLE PAYMENT PERCENTAGE.—The pre-
deductible payment percentage for a covered OPD service
(or group of such services) furnished in a year is equal to
the ratio of—

(i) the medicare OPD fee schedule amount estab-
lished under subparagraph (D) for the year, minus the
unadjusted copayment amount determined under sub-
paragraph (B) for the service or group, to

(ii) the medicare OPD fee schedule amount deter-
mined under subparagraph (D) for the year for such
service or group.

(F) PRODUCTIVITY AND OTHER ADJUSTMENT.—After de-
termining the OPD fee schedule increase factor under sub-
paragraph (C)(iv), the Secretary shall reduce such increase
factor—

(i) for 2012 and subsequent years, by the produc-
tivity adjustment described in section
1886(b)(3)(B)(xi)(1I); and

(i1) for each of 2010 through 2019, by the adjust-
ment described in subparagraph (G).

The application of this subparagraph may result in the in-
crease factor under subparagraph (C)(iv) being less than
0.0 for a year, and may result in payment rates under the
payment system under this subsection for a year being less
than such payment rates for the preceding year.
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(G) OTHER ADJUSTMENT.—For purposes of subpara-
graph (F)(ii), the adjustment described in this subpara-
graph is—

(i) for each of 2010 and 2011, 0.25 percentage
point;

(11) for each of 2012 and 2013, 0.1 percentage
point;

(1i1) for 2014, 0.3 percentage point;

(iv) for each of 2015 and 2016, 0.2 percentage
point; and

(v) for each of 2017, 2018, and 2019, 0.75 percent-
age point.

(4) MEDICARE PAYMENT AMOUNT.—The amount of payment

made from the Trust Fund under this part for a covered OPD
service (and such services classified within a group) furnished
in a year is determined, subject to paragraph (7), as follows:

(A) FEE SCHEDULE ADJUSTMENTS.—The medicare OPD
fee schedule amount (computed under paragraph (3)(D))
for the service or group and year is adjusted for relative
differences in the cost of labor and other factors deter-
mined by the Secretary, as computed under paragraphs
(2)(D) and (2)(E).

(B) SUBTRACT APPLICABLE DEDUCTIBLE.—Reduce the
adjusted amount determined under subparagraph (A) by
the amount of the deductible under section 1833(b), to the
extent applicable.

(C) APPLY PAYMENT PROPORTION TO REMAINDER.—The
amount of payment is the amount so determined under
subparagraph (B) multiplied by the pre-deductible pay-
ment percentage (as determined under paragraph (3)(E))
for the service or group and year involved, plus the
amount of any reduction in the copayment amount attrib-
utable to paragraph (8)(C).

(5) OUTLIER ADJUSTMENT.—

(A) IN GENERAL.—Subject to subparagraph (D), the
Secretary shall provide for an additional payment for each
covered OPD service (or group of services) for which a hos-
pital’s charges, adjusted to cost, exceed—

(1) a fixed multiple of the sum of—

(I) the applicable medicare OPD fee schedule
amount determined under paragraph (3)(D), as
adjusted under paragraph (4)(A) (other than for
adjustments under this paragraph or paragraph
(6)); and

(IT) any transitional pass-through payment
under paragraph (6); and
(ii) at the option of the Secretary, such fixed dollar

amount as the Secretary may establish.

(B) AMOUNT OF ADJUSTMENT.—The amount of the ad-
ditional payment under subparagraph (A) shall be deter-
mined by the Secretary and shall approximate the mar-
ginal cost of care beyond the applicable cutoff point under
such subparagraph.

(C) LIMIT ON AGGREGATE OUTLIER ADJUSTMENTS.—
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(1) IN GENERAL.—The total of the additional pay-
ments made under this paragraph for covered OPD
services furnished in a year (as estimated by the Sec-
retary before the beginning of the year) may not ex-
ceed the applicable percentage (specified in clause (ii))
of the total program payments estimated to be made
under this subsection for all covered OPD services fur-
nished in that year. If this paragraph is first applied
to less than a full year, the previous sentence shall
apply only to the portion of such year.

(i) APPLICABLE PERCENTAGE.—For purposes of
clause (i), the term “applicable percentage” means a
percentage specified by the Secretary up to (but not to
exceed)—

(I) for a year (or portion of a year) before

2004, 2.5 percent; and

(IT) for 2004 and thereafter, 3.0 percent.

(D) TRANSITIONAL AUTHORITY.—In applying subpara-
graph (A) for covered OPD services furnished before Janu-
ary 1, 2002, the Secretary may—

(i) apply such subparagraph to a bill for such serv-
ices related to an outpatient encounter (rather than
for a specific service or group of services) using OPD
fee schedule amounts and transitional pass-through
payments covered under the bill; and

(i1) use an appropriate cost-to-charge ratio for the
hospital involved (as determined by the Secretary),
rathler than for specific departments within the hos-
pital.

(E) EXCLUSION OF SEPARATE DRUG AND BIOLOGICAL
APCS FROM OUTLIER PAYMENTS.—No additional payment
shall be made under subparagraph (A) in the case of am-
bulatory payment classification groups established sepa-
rately for drugs or biologicals.

(6) TRANSITIONAL PASS-THROUGH FOR ADDITIONAL COSTS OF
INNOVATIVE MEDICAL DEVICES, DRUGS, AND BIOLOGICALS.—

(A) IN GENERAL.—The Secretary shall provide for an
additional payment under this paragraph for any of the
following that are provided as part of a covered OPD serv-
ice (or group of services):

(i) CURRENT ORPHAN DRUGS.—A drug or biological
that is used for a rare disease or condition with re-
spect to which the drug or biological has been des-
ignated as an orphan drug under section 526 of the
Federal Food, Drug and Cosmetic Act if payment for
the drug or biological as an outpatient hospital service
under this part was being made on the first date that
the system under this subsection is implemented.

(ii)) CURRENT CANCER THERAPY DRUGS AND
BIOLOGICALS AND BRACHYTHERAPY.—A drug or biologi-
cal that is used in cancer therapy, including (but not
limited to) a chemotherapeutic agent, an antiemetic, a
hematopoietic growth factor, a colony stimulating fac-
tor, a biological response modifier, a bisphosphonate,
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and a device of brachytherapy or temperature mon-
itored cryoablation, if payment for such drug, biologi-
cal, or device as an outpatient hospital service under
this part was being made on such first date.

(iii) CURRENT RADIOPHARMACEUTICAL DRUGS AND
BIOLOGICAL PRODUCTS.—A radiopharmaceutical drug
or biological product used in diagnostic, monitoring,
and therapeutic nuclear medicine procedures if pay-
ment for the drug or biological as an outpatient hos-
pital service under this part was being made on such
first date.

(iv) NEW MEDICAL DEVICES, DRUGS, AND
BIOLOGICALS.—A medical device, drug, or biological not
described in clause (i), (i1), or (iii) if—

(I) payment for the device, drug, or biological
as an outpatient hospital service under this part
was not being made as of December 31, 1996; and

(IT) the cost of the drug or biological or the av-
erage cost of the category of devices is not insig-
nificant in relation to the OPD fee schedule
amount (as calculated under paragraph (3)(D))
payable for the service (or group of services) in-
volved.

(B) USE OF CATEGORIES IN DETERMINING ELIGIBILITY

OF A DEVICE FOR PASS-THROUGH PAYMENTS.—The following
provisions apply for purposes of determining whether a
medical device qualifies for additional payments under
clause (ii) or (iv) of subparagraph (A):

July 11, 2012

(i) ESTABLISHMENT OF INITIAL CATEGORIES.—

(I) IN GENERAL.—The Secretary shall initially
establish under this clause categories of medical
devices based on type of device by April 1, 2001.
Such categories shall be established in a manner
such that each medical device that meets the re-
quirements of clause (ii) or (iv) of subparagraph
(A) as of January 1, 2001, is included in such a
category and no such device is included in more
than one category. For purposes of the preceding
sentence, whether a medical device meets such re-
quirements as of such date shall be determined on
the basis of the program memoranda issued before
such date.

(IT) AUTHORIZATION OF IMPLEMENTATION
OTHER THAN THROUGH REGULATIONS.—The cat-
egories may be established under this clause by
program memorandum or otherwise, after con-
sultation with groups representing hospitals, man-
ufacturers of medical devices, and other affected
parties.

(ii) ESTABLISHING CRITERIA FOR ADDITIONAL CAT-
EGORIES.—

(I) IN GENERAL.—The Secretary shall estab-
lish criteria that will be used for creation of addi-
tional categories (other than those established
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under clause (i)) through rulemaking (which may

include use of an interim final rule with comment

period).

(IT) STANDARD.—Such categories shall be es-
tablished under this clause in a manner such that
no medical device is described by more than one
category. Such criteria shall include a test of
whether the average cost of devices that would be
included in a category and are in use at the time
the category is established is not insignificant, as
described in subparagraph (A)(iv)(II).

(IIT) DEADLINE.—Criteria shall first be estab-
lished under this clause by July 1, 2001. The Sec-
retary may establish in compelling circumstances
categories under this clause before the date such
criteria are established.

(IV) ADDING CATEGORIES.—The Secretary
shall promptly establish a new category of medical
devices under this clause for any medical device
that meets the requirements of subparagraph
(A)Gv) and for which none of the categories in ef-
fect (or that were previously in effect) is appro-
priate.

(iii) PERIOD FOR WHICH CATEGORY IS IN EFFECT.—
A category of medical devices established under clause
(i) or (ii) shall be in effect for a period of at least 2
years, but not more than 3 years, that begins—

(I) in the case of a category established under
clause (i), on the first date on which payment was
made under this paragraph for any device de-
scribed by such category (including payments
made during the period before April 1, 2001); and

(II) in the case of any other category, on the
first date on which payment is made under this
paragraph for any medical device that is described
by such category.

(iv) REQUIREMENTS TREATED AS MET.—A medical
device shall be treated as meeting the requirements of
subparagraph (A)(iv), regardless of whether the device
meets the requirement of subclause (I) of such sub-
paragraph, if—

(I) the device is described by a category estab-
lished and in effect under clause (i); or

(IT) the device is described by a category es-
tablished and in effect under clause (ii) and an ap-
plication under section 515 of the Federal Food,
Drug, and Cosmetic Act has been approved with
respect to the device, or the device has been
cleared for market under section 510(k) of such
Act, or the device is exempt from the require-
ments of section 510(k) of such Act pursuant to
subsection (1) or (m) of section 510 of such Act or
section 520(g) of such Act.
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Nothing in this clause shall be construed as requiring
an application or prior approval (other than that de-
scribed in subclause (II)) in order for a covered device
described by a category to qualify for payment under
this paragraph.

(C) LIMITED PERIOD OF PAYMENT.—

(i) DRUGS AND BIOLOGICALS.—The payment under
this paragraph with respect to a drug or biological
shall only apply during a period of at least 2 years,
but not more than 3 years, that begins—

(I) on the first date this subsection is imple-
mented in the case of a drug or biological de-
scribed in clause (i), (ii), or (ii1) of subparagraph
(A) and in the case of a drug or biological de-
scribed in subparagraph (A)(iv) and for which pay-
ment under this part is made as an outpatient
hospital service before such first date; or

(IT) in the case of a drug or biological de-
scribed in subparagraph (A)(iv) not described in
subclause (I), on the first date on which payment
is made under this part for the drug or biological
as an outpatient hospital service.

(ii) MEDICAL DEVICES.—Payment shall be made
under this paragraph with respect to a medical device
only if such device—

(I) is described by a category of medical de-
vices established and in effect under subpara-
graph (B); and

(IT) is provided as part of a service (or group
of services) paid for under this subsection and pro-
vided during the period for which such category is
in effect under such subparagraph.

(D) AMOUNT OF ADDITIONAL PAYMENT.—Subject to sub-
paragraph (E)(iii), the amount of the payment under this
paragraph with respect to a device, drug, or biological pro-
vided as part of a covered OPD service is—

(1) in the case of a drug or biological, the amount
by which the amount determined under section
1842(o) (or if the drug or biological is covered under a
competitive acquisition contract under section 1847B,
an amount determined by the Secretary equal to the
average price for the drug or biological for all competi-
tive acquisition areas and year established under such
section as calculated and adjusted by the Secretary for
purposes of this paragraph) for the drug or biological
exceeds the portion of the otherwise applicable medi-
care OPD fee schedule that the Secretary determines
is associated with the drug or biological; or

(i1) in the case of a medical device, the amount by
which the hospital’s charges for the device, adjusted to
cost, exceeds the portion of the otherwise applicable
medicare OPD fee schedule that the Secretary deter-
mines is associated with the device.

(E) LIMIT ON AGGREGATE ANNUAL ADJUSTMENT.—
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(1) IN GENERAL.—The total of the additional pay-
ments made under this paragraph for covered OPD
services furnished in a year (as estimated by the Sec-
retary before the beginning of the year) may not ex-
ceed the applicable percentage (specified in clause (ii))
of the total program payments estimated to be made
under this subsection for all covered OPD services fur-
nished in that year. If this paragraph is first applied
to less than a full year, the previous sentence shall
apply only to the portion of such year.

(i) APPLICABLE PERCENTAGE.—For purposes of
clause (i), the term “applicable percentage” means—

(I) for a year (or portion of a year) before
2004, 2.5 percent; and

(I) for 2004 and thereafter, a percentage
specified by the Secretary up to (but not to exceed)
2.0 percent.

(iii) UNIFORM PROSPECTIVE REDUCTION IF AGGRE-
GATE LIMIT PROJECTED TO BE EXCEEDED.—If the Sec-
retary estimates before the beginning of a year that
the amount of the additional payments under this
paragraph for the year (or portion thereof) as deter-
mined under clause (i) without regard to this clause
will exceed the limit established under such clause,
the Secretary shall reduce pro rata the amount of each
of the additional payments under this paragraph for
that year (or portion thereof) in order to ensure that
the aggregate additional payments under this para-
graph (as so estimated) do not exceed such limit.

(F) LIMITATION OF APPLICATION OF FUNCTIONAL
EQUIVALENCE STANDARD.—

(i) IN GENERAL.—The Secretary may not publish
regulations that apply a functional equivalence stand-
ard to a drug or biological under this paragraph.

(i1) APPLICATION.—Clause (i) shall apply to the ap-
plication of a functional equivalence standard to a
drug or biological on or after the date of enactment of
the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003 unless—

(I) such application was being made to such
drug or biological prior to such date of enactment;
and

(IT) the Secretary applies such standard to
such drug or biological only for the purpose of de-
termining eligibility of such drug or biological for
additional payments under this paragraph and
not for the purpose of any other payments under
this title.

(iii) RULE OF CONSTRUCTION.—Nothing in this sub-
paragraph shall be construed to effect the Secretary’s
authority to deem a particular drug to be identical to
another drug if the 2 products are pharmaceutically
equivalent and bioequivalent, as determined by the
Commissioner of Food and Drugs.
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(7) TRANSITIONAL ADJUSTMENT TO LIMIT DECLINE IN PAY-
MENT.—

(A) BEFORE 2002.—Subject to subparagraph (D), for
covered OPD services furnished before January 1, 2002,
{oEI;)Which the PPS amount (as defined in subparagraph

is—

(i) at least 90 percent, but less than 100 percent,
of the pre-BBA amount (as defined in subparagraph
(F)), the amount of payment under this subsection
shall be increased by 80 percent of the amount of such
difference;

(i) at least 80 percent, but less than 90 percent,
of the pre-BBA amount, the amount of payment under
this subsection shall be increased by the amount by
which (I) the product of 0.71 and the pre-BBA amount,
exceeds (II) the product of 0.70 and the PPS amount;

(iii) at least 70 percent, but less than 80 percent,
of the pre-BBA amount, the amount of payment under
this subsection shall be increased by the amount by
which (I) the product of 0.63 and the pre-BBA amount,
exceeds (II) the product of 0.60 and the PPS amount;
or

(iv) less than 70 percent of the pre-BBA amount,
the amount of payment under this subsection shall be
increased by 21 percent of the pre-BBA amount.

(B) 2002.—Subject to subparagraph (D), for covered
OPD services furnished during 2002, for which the PPS
amount is—

(i) at least 90 percent, but less than 100 percent,
of the pre-BBA amount, the amount of payment under
this subsection shall be increased by 70 percent of the
amount of such difference;

(i) at least 80 percent, but less than 90 percent,
of the pre-BBA amount, the amount of payment under
this subsection shall be increased by the amount by
which (I) the product of 0.61 and the pre-BBA amount,
exceeds (II) the product of 0.60 and the PPS amount;
or

(iii) less than 80 percent of the pre-BBA amount,
the amount of payment under this subsection shall be
increased by 13 percent of the pre-BBA amount.

(C) 2003.—Subject to subparagraph (D), for covered
OPD services furnished during 2003, for which the PPS
amount is—

(1) at least 90 percent, but less than 100 percent,
of the pre-BBA amount, the amount of payment under
this subsection shall be increased by 60 percent of the
amount of such difference; or

(ii) less than 90 percent of the pre-BBA amount,
the amount of payment under this subsection shall be
increased by 6 percent of the pre-BBA amount.

(D) HOLD HARMLESS PROVISIONS.—

(i) TEMPORARY TREATMENT FOR CERTAIN RURAL
HOSPITALS.—(I) In the case of a hospital located in a
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rural area and that has not more than 100 beds or a
sole community hospital (as defined in section
1886(d)(5)(D)(iii)) located in a rural area, for covered
OPD services furnished before January 1, 2006, for
which the PPS amount is less than the pre-BBA
amount, the amount of payment under this subsection
shall be increased by the amount of such difference.

(IT) In the case of a hospital located in a rural
area and that has not more than 100 beds and that is
not a sole community hospital (as defined in section
1886(d)(5)(D)(iii)), for covered OPD services furnished
on or after January 1, 2006, and before January 1,
2013, for which the PPS amount is less than the pre-
BBA amount, the amount of payment under this sub-
section shall be increased by the applicable percentage
of the amount of such difference. For purposes of the
preceding sentence, the applicable percentage shall be
95 percent with respect to covered OPD services fur-
nished in 2006, 90 percent with respect to such serv-
ices furnished in 2007, and 85 percent with respect to
such services furnished in 2008, 2009, 2010, 2011, or
2012.

(ITI) In the case of a sole community hospital (as
defined in section 1886(d)(5)(D)(iii)) that has not more
than 100 beds, for covered OPD services furnished on
or after January 1, 2009, and before January 1, 2013,
for which the PPS amount is less than the pre-BBA
amount, the amount of payment under this subsection
shall be increased by 85 percent of the amount of such
difference. In the case of covered OPD services fur-
nished on or after January 1, 2010, and before March
1, 2012, the preceding sentence shall be applied with-
out regard to the 100-bed limitation.

(i) PERMANENT TREATMENT FOR CANCER HOS-
PITALS AND CHILDREN’S HOSPITALS.—In the case of a
hospital described in clause (iii) or (v) of section
1886(d)(1)(B), for covered OPD services for which the
PPS amount is less than the pre-BBA amount, the
amount of payment under this subsection shall be in-
creased by the amount of such difference.

(E) PPS AMOUNT DEFINED.—In this paragraph, the
term “PPS amount” means, with respect to covered OPD
services, the amount payable under this title for such serv-
ices (determined without regard to this paragraph), includ-
ing amounts payable as copayment under paragraph (8),
coinsurance under section 1866(a)(2)(A)(ii), and the deduct-
ible under section 1833(b).

(F) PRE-BBA AMOUNT DEFINED.—

(i) IN GENERAL.—In this paragraph, the “pre-BBA
amount” means, with respect to covered OPD services
furnished by a hospital in a year, an amount equal to
the product of the reasonable cost of the hospital for
such services for the portions of the hospital’s cost re-
porting period (or periods) occurring in the year and
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the base OPD payment-to-cost ratio for the hospital

(as defined in clause (ii)).

(ii) BASE PAYMENT-TO-COST-RATIO DEFINED.—For
purposes of this subparagraph, the “base payment-to-
cost ratio” for a hospital means the ratio of—

(I) the hospital’s reimbursement under this
part for covered OPD services furnished during
the cost reporting period ending in 1996 (or in the
case of a hospital that did not submit a cost report
for such period, during the first subsequent cost
reporting period ending before 2001 for which the
hospital submitted a cost report), including any
reimbursement for such services through cost-
sharing described in subparagraph (E), to

(IT) the reasonable cost of such services for
such period.

The Secretary shall determine such ratios as if the

amendments made by section 4521 of the Balanced

Budget Act of 1997 were in effect in 1996.

(G) INTERIM PAYMENTS.—The Secretary shall make
payments under this paragraph to hospitals on an interim
basis, subject to retrospective adjustments based on settled
cost reports.

(H) NO EFFECT ON COPAYMENTS.—Nothing in this
paragraph shall be construed to affect the unadjusted co-
payment amount described in paragraph (3)(B) or the co-
payment amount under paragraph (8).

(I) APPLICATION WITHOUT REGARD TO BUDGET NEU-
TRALITY.—The additional payments made under this para-
graph—

(i) shall not be considered an adjustment under
paragraph (2)(E); and

(i) shall not be implemented in a budget neutral
manner.

(8) COPAYMENT AMOUNT.—

(A) IN GENERAL.—Except as provided in subpara-
graphs (B) and (C), the copayment amount under this sub-
section is the amount by which the amount described in
paragraph (4)(B) exceeds the amount of payment deter-
mined under paragraph (4)(C).

(B) ELECTION TO OFFER REDUCED COPAYMENT
AMOUNT.—The Secretary shall establish a procedure under
which a hospital, before the beginning of a year (beginning
with 1999), may elect to reduce the copayment amount
otherwise established under subparagraph (A) for some or
all covered OPD services to an amount that is not less
than 20 percent of the medicare OPD fee schedule amount
(computed under paragraph (3)(D)) for the service in-
volved. Under such procedures, such reduced copayment
amount may not be further reduced or increased during
the year involved and the hospital may disseminate infor-
mation on the reduction of copayment amount effected
under this subparagraph.

(C) LIMITATION ON COPAYMENT AMOUNT.—
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(i) TO INPATIENT HOSPITAL DEDUCTIBLE AMOUNT.—
In no case shall the copayment amount for a procedure
performed in a year exceed the amount of the inpa-
tient hospital deductible established under section
1813(b) for that year.

(ii) TO SPECIFIED PERCENTAGE.—The Secretary
shall reduce the mnational unadjusted copayment
amount for a covered OPD service (or group of such
services) furnished in a year in a manner so that the
effective copayment rate (determined on a national
unadjusted basis) for that service in the year does not
exceed the following percentage:

(I) For procedures performed in 2001, on or
after April 1, 2001, 57 percent.
(I) For procedures performed in 2002 or

2003, 55 percent.

(IIT) For procedures performed in 2004, 50
percent.

(IV) For procedures performed in 2005, 45
percent.

(V) For procedures performed in 2006 and
thereafter, 40 percent.

(D) NO IMPACT ON DEDUCTIBLES.—Nothing in this
paragraph shall be construed as affecting a hospital’s au-
thority to waive the charging of a deductible under section
1833(b).

(E) COMPUTATION IGNORING OUTLIER AND PASS-
THROUGH ADJUSTMENTS.—The copayment amount shall be
computed under subparagraph (A) as if the adjustments
under paragraphs (5) and (6) (and any adjustment made
under paragraph (2)(E) in relation to such adjustments)
had not occurred.

(9) PERIODIC REVIEW AND ADJUSTMENTS COMPONENTS OF

PROSPECTIVE PAYMENT SYSTEM.—

(A) PERIODIC REVIEW.—The Secretary shall review not
less often than annually and revise the groups, the relative
payment weights, and the wage and other adjustments de-
scribed in paragraph (2) to take into account changes in
medical practice, changes in technology, the addition of
new services, new cost data, and other relevant informa-
tion and factors. The Secretary shall consult with an ex-
pert outside advisory panel composed of an appropriate se-
lection of representatives of providers to review (and ad-
vise the Secretary concerning) the clinical integrity of the
groups and weights. Such panel may use data collected or
developed by entities and organizations (other than the
Department of Health and Human Services) in conducting
such review.

(B) BUDGET NEUTRALITY ADJUSTMENT.—If the Sec-
retary makes adjustments under subparagraph (A), then
the adjustments for a year may not cause the estimated
amount of expenditures under this part for the year to in-
crease or decrease from the estimated amount of expendi-
tures under this part that would have been made if the ad-
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justments had not been made. In determining adjustments

under the preceding sentence for 2004 and 2005, the Sec-

retary shall not take into account under this subparagraph
or paragraph (2)(E) any expenditures that would not have

been made but for the application of paragraph (14).

(C) UPDATE FACTOR.—If the Secretary determines
under methodologies described in paragraph (2)(F) that the
volume of services paid for under this subsection increased
beyond amounts established through those methodologies,
the Secretary may appropriately adjust the update to the
conversion factor otherwise applicable in a subsequent
year.

(10) SPECIAL RULE FOR AMBULANCE SERVICES.—The Sec-
retary shall pay for hospital outpatient services that are ambu-
lance services on the basis described in section 1861(v)(1)(U),
or, if('l)applicable, the fee schedule established under section
1834(1).

(11) SPECIAL RULES FOR CERTAIN HOSPITALS.—In the case
of hospitals described in clause (iii) or (v) of section
1886(d)(1)(B)—

(A) the system under this subsection shall not apply to
coxgared OPD services furnished before January 1, 2000;
an

(B) the Secretary may establish a separate conversion
factor for such services in a manner that specifically takes
into account the unique costs incurred by such hospitals by
virtue of their patient population and service intensity.
(12) LIMITATION ON REVIEW.—There shall be no adminis-

trative or judicial review under section 1869, 1878, or other-
wise of—

(A) the development of the classification system under
paragraph (2), including the establishment of groups and
relative payment weights for covered OPD services, of
wage adjustment factors, other adjustments, and methods
described in paragraph (2)(F);

(B) the calculation of base amounts under paragraph
(3);

(C) periodic adjustments made under paragraph (6);

(D) the establishment of a separate conversion factor
under paragraph (8)(B); and

(E) the determination of the fixed multiple, or a fixed
dollar cutoff amount, the marginal cost of care, or applica-
ble percentage under paragraph (5) or the determination of
insignificance of cost, the duration of the additional pay-
ments, the determination and deletion of initial and new
categories (consistent with subparagraphs (B) and (C) of
paragraph (6)), the portion of the medicare OPD fee sched-
ule amount associated with particular devices, drugs, or
biologicals, and the application of any pro rata reduction
under paragraph (6).

(13) AUTHORIZATION OF ADJUSTMENT FOR RURAL HOS-
PITALS.—

(A) STUDY.—The Secretary shall conduct a study to de-
termine if, under the system under this subsection, costs
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incurred by hospitals located in rural areas by ambulatory
payment classification groups (APCs) exceed those costs in-
curred by hospitals located in urban areas.

(B) AUTHORIZATION OF ADJUSTMENT.—Insofar as the
Secretary determines under subparagraph (A) that costs
incurred by hospitals located in rural areas exceed those
costs incurred by hospitals located in urban areas, the Sec-
retary shall provide for an appropriate adjustment under
paragraph (2)(E) to reflect those higher costs by January
1, 2006.

(14) DRUG APC PAYMENT RATES.—

(A) IN GENERAL.—The amount of payment under this
subsection for a specified covered outpatient drug (defined
in subparagraph (B)) that is furnished as part of a covered
OPD service (or group of services)—

(1) in 2004, in the case of—

(I) a sole source drug shall in no case be less
than 88 percent, or exceed 95 percent, of the ref-
erence average wholesale price for the drug;

(IT) an innovator multiple source drug shall in
no case exceed 68 percent of the reference average
wholesale price for the drug; or

(ITI) a noninnovator multiple source drug
shall in no case exceed 46 percent of the reference
average wholesale price for the drug;

(i1) in 2005, in the case of—

(I) a sole source drug shall in no case be less
than 83 percent, or exceed 95 percent, of the ref-
erence average wholesale price for the drug;

(IT) an innovator multiple source drug shall in
no case exceed 68 percent of the reference average
wholesale price for the drug; or

(ITIT) a noninnovator multiple source drug
shall in no case exceed 46 percent of the reference
average wholesale price for the drug; or
(iii) in a subsequent year, shall be equal, subject

to subparagraph (E)—

(I) to the average acquisition cost for the drug
for that year (which, at the option of the Sec-
retary, may vary by hospital group (as defined by
the Secretary based on volume of covered OPD
services or other relevant characteristics)), as de-
termined by the Secretary taking into account the
hospital acquisition cost survey data under sub-
paragraph (D); or

(II) if hospital acquisition cost data are not
available, the average price for the drug in the
year established under section 1842(o), section
1847A, or section 1847B, as the case may be, as
calculated and adjusted by the Secretary as nec-
essary for purposes of this paragraph.

(B) SPECIFIED COVERED OUTPATIENT DRUG DEFINED.—

(i) IN GENERAL.—In this paragraph, the term

“specified covered outpatient drug” means, subject to
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clause (ii), a covered outpatient drug (as defined in

section 1927(k)(2)) for which a separate ambulatory

payment classification group (APC) has been estab-
lished and that is—

(I) a radiopharmaceutical; or

(I) a drug or biological for which payment
was made under paragraph (6) (relating to pass-
through payments) on or before December 31,
2002.

(i1) EXCEPTION.—Such term does not include—

(I) a drug or biological for which payment is
first made on or after January 1, 2003, under
paragraph (6);

(IT) a drug or biological for which a temporary
HCPCS code has not been assigned; or

(IIT) during 2004 and 2005, an orphan drug
(as designated by the Secretary).

(C) PAYMENT FOR DESIGNATED ORPHAN DRUGS DURING
2004 AND 2005.—The amount of payment under this sub-
section for an orphan drug designated by the Secretary
under subparagraph (B)(ii)(IIT) that is furnished as part of
a covered OPD service (or group of services) during 2004
and 2005 shall equal such amount as the Secretary may
specify.

(D) ACQUISITION COST SURVEY FOR HOSPITAL OUT-
PATIENT DRUGS.—

(i) ANNUAL GAO SURVEYS IN 2004 AND 2005.—

(I) IN GENERAL.—The Comptroller General of
the United States shall conduct a survey in each
of 2004 and 2005 to determine the hospital acqui-
sition cost for each specified covered outpatient
drug. Not later than April 1, 2005, the Comp-
troller General shall furnish data from such sur-
veys to the Secretary for use in setting the pay-
ment rates under subparagraph (A) for 2006.

(II) RECOMMENDATIONS.—Upon the comple-
tion of such surveys, the Comptroller General
shall recommend to the Secretary the frequency
and methodology of subsequent surveys to be con-
ducted by the Secretary under clause (ii).

(ii) SUBSEQUENT SECRETARIAL SURVEYS.—The Sec-
retary, taking into account such recommendations,
shall conduct periodic subsequent surveys to deter-
mine the hospital acquisition cost for each specified
covered outpatient drug for use in setting the payment
rates under subparagraph (A).

(iii) SURVEY REQUIREMENTS.—The surveys con-
ducted under clauses (i) and (ii) shall have a large
sample of hospitals that is sufficient to generate a sta-
tistically significant estimate of the average hospital
acquisition cost for each specified covered outpatient
drug. With respect to the surveys conducted under
clause (i), the Comptroller General shall report to Con-
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gress on the justification for the size of the sample
used in order to assure the validity of such estimates.

(iv) DIFFERENTIATION IN COST.—In conducting sur-
veys under clause (i), the Comptroller General shall
determine and report to Congress if there is (and the
extent of any) variation in hospital acquisition costs
for drugs among hospitals based on the volume of cov-
ered OPD services performed by such hospitals or
other relevant characteristics of such hospitals (as de-
fined by the Comptroller General).

(v) COMMENT ON PROPOSED RATES.—Not later than
30 days after the date the Secretary promulgated pro-
posed rules setting forth the payment rates under sub-
paragraph (A) for 2006, the Comptroller General shall
evaluate such proposed rates and submit to Congress
a report regarding the appropriateness of such rates
based on the surveys the Comptroller General has con-
ducted under clause (i).

(E) ADJUSTMENT IN PAYMENT RATES FOR OVERHEAD
COSTS.—

(i) MEDPAC REPORT ON DRUG APC DESIGN.—The
Medicare Payment Advisory Commission shall submit
to the Secretary, not later than July 1, 2005, a report
on adjustment of payment for ambulatory payment
classifications for specified covered outpatient drugs to
take into account overhead and related expenses, such
as pharmacy services and handling costs. Such report
shall include—

(I) a description and analysis of the data
available with regard to such expenses;

(II) a recommendation as to whether such a
payment adjustment should be made; and

(III) if such adjustment should be made, a rec-
ommendation regarding the methodology for mak-
ing such an adjustment.

(i1) ADJUSTMENT AUTHORIZED.—The Secretary may
adjust the weights for ambulatory payment classifica-
tions for specified covered outpatient drugs to take
into account the recommendations contained in the re-
port submitted under clause (i).

(F) CLASSES OF DRUGS.—For purposes of this para-
graph:

(i) SOLE SOURCE DRUGS.—The term “sole source
drug” means—

(I) a biological product (as defined under sec-
tion 1861(t)(1)); or

(IT) a single source drug (as defined in section
1927(k)(7)(A)Iv)).

(ii) INNOVATOR MULTIPLE SOURCE DRUGS.—The
term “innovator multiple source drug” has the mean-
ing given such term in section 1927(k)(7)(A)(1).

(iii) NONINNOVATOR MULTIPLE SOURCE DRUGS.—
The term “noninnovator multiple source drug” has the
meaning given such term in section 1927(k)(7)(A)(ii).
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(G) REFERENCE AVERAGE WHOLESALE PRICE.—The
term “reference average wholesale price” means, with re-
spect to a specified covered outpatient drug, the average
wholesale price for the drug as determined under section
1842(o) as of May 1, 2003.

(H) INAPPLICABILITY OF EXPENDITURES IN DETERMINING
CONVERSION, WEIGHTING, AND OTHER ADJUSTMENT FAC-
TORS.—Additional expenditures resulting from this para-
graph shall not be taken into account in establishing the
conversion, weighting, and other adjustment factors for
2004 and 2005 under paragraph (9), but shall be taken
into account for subsequent years.

(15) PAYMENT FOR NEW DRUGS AND BIOLOGICALS UNTIL
HCPCS CODE ASSIGNED.—With respect to payment under this
part for an outpatient drug or biological that is covered under
this part and is furnished as part of covered OPD services for
which a HCPCS code has not been assigned, the amount pro-
vided for payment for such drug or biological under this part
shall be equal to 95 percent of the average wholesale price for
the drug or biological.

(16) MISCELLANEOUS PROVISIONS.—

(A) APPLICATION OF RECLASSIFICATION OF CERTAIN
HOSPITALS.—If a hospital is being treated as being located
in a rural area under section 1886(d)(8)(E), that hospital
shall be treated under this subsection as being located in
that rural area.

(B) THRESHOLD FOR ESTABLISHMENT OF SEPARATE APCS
FOR DRUGS.—The Secretary shall reduce the threshold for
the establishment of separate ambulatory payment classi-
fication groups (APCs) with respect to drugs or biologicals
to $50 per administration for drugs and biologicals fur-
nished in 2005 and 2006.

(C) PAYMENT FOR DEVICES OF BRACHYTHERAPY AND
THERAPEUTIC RADIOPHARMACEUTICALS AT CHARGES AD-
JUSTED TO COST.—Notwithstanding the preceding provi-
sions of this subsection, for a device of brachytherapy con-
sisting of a seed or seeds (or radioactive source) furnished
on or after January 1, 2004, and before January 1, 2010,
and for therapeutic radiopharmaceuticals furnished on or
after January 1, 2008, and before January 1, 2010, the
payment basis for the device or therapeutic radiopharma-
ceutical under this subsection shall be equal to the hos-
pital’s charges for each device or therapeutic radiopharma-
ceutical furnished, adjusted to cost. Charges for such de-
vices or therapeutic radiopharmaceuticals shall not be in-
cluded in determining any outlier payment under this sub-
section.

(17) QUALITY REPORTING.—

(A) REDUCTION IN UPDATE FOR FAILURE TO REPORT.—

(i) IN GENERAL.—For purposes of paragraph

(8)(C)(iv) for 2009 and each subsequent year, in the

case of a subsection (d) hospital (as defined in section

1886(d)(1)(B)) that does not submit, to the Secretary in
accordance with this paragraph, data required to be
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submitted on measures selected under this paragraph

with respect to such a year, the OPD fee schedule in-

crease factor under paragraph (3)(C)(iv) for such year
shall be reduced by 2.0 percentage points.

(i) NON-CUMULATIVE APPLICATION.—A reduction
under this subparagraph shall apply only with respect
to the year involved and the Secretary shall not take
into account such reduction in computing the OPD fee
schedule increase factor for a subsequent year.

(B) FORM AND MANNER OF SUBMISSION.—Each sub-
section (d) hospital shall submit data on measures selected
under this paragraph to the Secretary in a form and man-
ner, and at a time, specified by the Secretary for purposes
of this paragraph.

(C) DEVELOPMENT OF OUTPATIENT MEASURES.—

(i) IN GENERAL.—The Secretary shall develop
measures that the Secretary determines to be appro-
priate for the measurement of the quality of care (in-
cluding medication errors) furnished by hospitals in
outpatient settings and that reflect consensus among
affected parties and, to the extent feasible and prac-
ticable, shall include measures set forth by one or
more national consensus building entities.

(i1) CONSTRUCTION.—Nothing in this paragraph
shall be construed as preventing the Secretary from
selecting measures that are the same as (or a subset
of) the measures for which data are required to be
submitted under section 1886(b)(3)(B)(viii).

(D) REPLACEMENT OF MEASURES.—For purposes of this
paragraph, the Secretary may replace any measures or in-
dicators in appropriate cases, such as where all hospitals
are effectively in compliance or the measures or indicators
have been subsequently shown not to represent the best
clinical practice.

(E) AVAILABILITY OF DATA.—The Secretary shall estab-
lish procedures for making data submitted under this
paragraph available to the public. Such procedures shall
ensure that a hospital has the opportunity to review the
data that are to be made public with respect to the hos-
pital prior to such data being made public. The Secretary
shall report quality measures of process, structure, out-
come, patients’ perspectives on care, efficiency, and costs of
care that relate to services furnished in outpatient settings
in hospitals on the Internet website of the Centers for
Medicare & Medicaid Services.

(18) AUTHORIZATION OF ADJUSTMENT FOR CANCER HOS-

PITALS.—

(A) STUDY.—The Secretary shall conduct a study to de-
termine if, under the system under this subsection, costs
incurred by hospitals described in section 1886(d)(1)(B)(v)
with respect to ambulatory payment classification groups
exceed those costs incurred by other hospitals furnishing
services under this subsection (as determined appropriate
by the Secretary). In conducting the study under this sub-
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paragraph, the Secretary shall take into consideration the

cost of drugs and biologicals incurred by such hospitals.

(B) AUTHORIZATION OF ADJUSTMENT.—Insofar as the
Secretary determines under subparagraph (A) that costs
incurred by hospitals described in section 1886(d)(1)(B)(v)
exceed those costs incurred by other hospitals furnishing
services under this subsection, the Secretary shall provide
for an appropriate adjustment under paragraph (2)(E) to
reflect those higher costs effective for services furnished on
or after January 1, 2011.

(19) FLOOR ON AREA WAGE ADJUSTMENT FACTOR FOR HOS-
PITAL OUTPATIENT DEPARTMENT SERVICES IN FRONTIER
STATES.—

(A) IN GENERAL.—Subject to subparagraph (B), with
respect to covered OPD services furnished on or after Jan-
uary 1, 2011, the area wage adjustment factor applicable
under the payment system established under this sub-
section to any hospital outpatient department which is lo-
cated in a frontier State (as defined in section
1886(d)(3)(E)(iii)(II)) may not be less than 1.00. The pre-
ceding sentence shall not be applied in a budget neutral
manner.

(B) LiMITATION.—This paragraph shall not apply to
any hospital outpatient department located in a State that
receives a non-labor related share adjustment under sec-
tion 1886(d)(5)(H).

(u) INCENTIVE PAYMENTS FOR PHYSICIAN SCARCITY AREAS.—

(1) IN GENERAL.—In the case of physicians’ services fur-
nished on or after January 1, 2005, and before July 1, 2008—

(A) by a primary care physician in a primary care
scarcity county (identified under paragraph (4)); or

(B) by a physician who is not a primary care physician
in a specialist care scarcity county (as so identified),

in addition to the amount of payment that would otherwise be
made for such services under this part, there also shall be paid
an amount equal to 5 percent of the payment amount for the
service under this part.

(2) DETERMINATION OF RATIOS OF PHYSICIANS TO MEDICARE
BENEFICIARIES IN AREA.—Based upon available data, the Sec-
retary shall establish for each county or equivalent area in the
United States, the following:

(A) NUMBER OF PHYSICIANS PRACTICING IN THE AREA.—
The number of physicians who furnish physicians’ services
in the active practice of medicine or osteopathy in that
county or area, other than physicians whose practice is ex-
clusively for the Federal Government, physicians who are
retired, or physicians who only provide administrative
services. Of such number, the number of such physicians
who are—

(i) primary care physicians; or
(il) physicians who are not primary care physi-
cians.

(B) NUMBER OF MEDICARE BENEFICIARIES RESIDING IN
THE AREA.—The number of individuals who are residing in
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the county and are entitled to benefits under part A or en-
rolled under this part, or both (in this subsection referred
to as “individuals”).

(C) DETERMINATION OF RATIOS.—

(1) PRIMARY CARE RATIO.—The ratio (in this para-
graph referred to as the “primary care ratio”) of the
number of primary care physicians (determined under
subparagraph (A)(i)), to the number of individuals de-
termined under subparagraph (B).

(ii) SPECIALIST CARE RATIO.—The ratio (in this
paragraph referred to as the “specialist care ratio”) of
the number of other physicians (determined under
subparagraph (A)(ii)), to the number of individuals de-
termined under subparagraph (B).

(3) RANKING OF COUNTIES.—The Secretary shall rank each

such county or area based separately on its primary care ratio
and its specialist care ratio.

(4) IDENTIFICATION OF COUNTIES.—

(A) IN GENERAL.—The Secretary shall identify—

(i) those counties and areas (in this paragraph re-
ferred to as “primary care scarcity counties”) with the
lowest primary care ratios that represent, if each such
county or area were weighted by the number of indi-
viduals determined under paragraph (2)(B), an aggre-
gate total of 20 percent of the total of the individuals
determined under such paragraph; and

(i1) those counties and areas (in this subsection re-
ferred to as “specialist care scarcity counties”) with the
lowest specialist care ratios that represent, if each
such county or area were weighted by the number of
individuals determined under paragraph (2)(B), an ag-
gregate total of 20 percent of the total of the individ-
uals determined under such paragraph.

(B) PeErIODIC REVISIONS.—The Secretary shall periodi-
cally revise the counties or areas identified in subpara-
graph (A) (but not less often than once every three years)
unless the Secretary determines that there is no new data
available on the number of physicians practicing in the
county or area or the number of individuals residing in the
county or area, as identified in paragraph (2).

(C) IDENTIFICATION OF COUNTIES WHERE SERVICE IS
FURNISHED.—For purposes of paying the additional
amount specified in paragraph (1), if the Secretary uses
the 5-digit postal ZIP Code where the service is furnished,
the dominant county of the postal ZIP Code (as determined
by the United States Postal Service, or otherwise) shall be
used to determine whether the postal ZIP Code is in a
scarcity county identified in subparagraph (A) or revised in
subparagraph (B).

(D) SpECIAL RULE.—With respect to physicians’ serv-
ices furnished on or after January 1, 2008, and before July
1, 2008, for purposes of this subsection, the Secretary shall
use the primary care scarcity counties and the specialty
care scarcity counties (as identified under the preceding
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provisions of this paragraph) that the Secretary was using

under this subsection with respect to physicians’ services

furnished on December 31, 2007.

(E) JupiciAL REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or other-
wise, respecting—

116.(31) the identification of a county or area;

(i1) the assignment of a specialty of any physician
under this paragraph;

(iii) the assignment of a physician to a county
under paragraph (2); or

(iv) the assignment of a postal ZIP Code to a coun-
ty or other area under this subsection.

(5) RURAL CENSUS TRACTS.—To the extent feasible, the Sec-
retary shall treat a rural census tract of a metropolitan statis-
tical area (as determined under the most recent modification of
the Goldsmith Modification, originally published in the Federal
Register on February 27, 1992 (57 Fed. Reg. 6725)), as an
equivalent area for purposes of qualifying as a primary care
scarcity county or specialist care scarcity county under this
subsection.

(6) PHYSICIAN DEFINED.—For purposes of this paragraph,
the term “physician” means a physician described in section
1861(r)(1) and the term “primary care physician” means a phy-
sician who is identified in the available data as a general prac-
titioner, family practice practitioner, general internist, or ob-
stetrician or gynecologist.

(7) PUBLICATION OF LIST OF COUNTIES; POSTING ON
WEBSITE.—With respect to a year for which a county or area
is identified or revised under paragraph (4), the Secretary shall
identify such counties or areas as part of the proposed and
final rule to implement the physician fee schedule under sec-
tion 1848 for the applicable year. The Secretary shall post the
list of counties identified or revised under paragraph (4) on the
Internet website of the Centers for Medicare & Medicaid Serv-
ices.

(v) INCREASE OF FQHC PAYMENT LIMITS.—In the case of serv-
ices furnished by Federally qualified health centers (as defined in
section 1861(aa)(4)), the Secretary shall establish payment limits
with respect to such services under this part for services fur-
nished—

(1) in 2010, at the limits otherwise established under this
part for such year increased by $5; and

(2) in a subsequent year, at the limits established under
this subsection for the previous year increased by the percent-
age increase in the MEI (as defined in section 1842(i)(3)) for
such subsequent year.

(w) METHODS OF PAYMENT.—The Secretary may develop alter-
native methods of payment for items and services provided under
clinical trials and comparative effectiveness studies sponsored or
supported by an agency of the Department of Health and Human
Services, as determined by the Secretary, to those that would oth-
erwise apply under this section, to the extent such alternative
methods are necessary to preserve the scientific validity of such
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trials or studies, such as in the case where masking the identity
of interventions from patients and investigators is necessary to
comply with the particular trial or study design.

(x) INCENTIVE PAYMENTS FOR PRIMARY CARE SERVICES.—

(1) IN GENERAL.—In the case of primary care services fur-
nished on or after January 1, 2011, and before January 1,
2016, by a primary care practitioner, in addition to the amount
of payment that would otherwise be made for such services
under this part, there also shall be paid (on a monthly or quar-
terly basis) an amount equal to 10 percent of the payment
amount for the service under this part.

(2) DEFINITIONS.—In this subsection:

(A) PRIMARY CARE PRACTITIONER.—The term “primary
care practitioner” means an individual—

(1) who—

(I) is a physician (as described in section
1861(r)(1)) who has a primary specialty designa-
tion of family medicine, internal medicine, geri-
atric medicine, or pediatric medicine; or

(IT) is a nurse practitioner, clinical nurse spe-
cialist, or physician assistant (as those terms are
defined in section 1861(aa)(5)); and
(i1) for whom primary care services accounted for

at least 60 percent of the allowed charges under this
part for such physician or practitioner in a prior pe-
riod as determined appropriate by the Secretary.

(B) PRIMARY CARE SERVICES.—The term “primary care
services” means services identified, as of January 1, 2009,
by the following HCPCS codes (and as subsequently modi-
fied by the Secretary):

(1) 99201 through 99215.
(ii) 99304 through 99340.
(iii) 99341 through 99350.

(3) COORDINATION WITH OTHER PAYMENTS.—The amount of
the additional payment for a service under this subsection and
subsection (m) shall be determined without regard to any addi-
tional payment for the service under subsection (m) and this
subsection, respectively.

(4) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or otherwise,
respecting the identification of primary care practitioners
under this subsection.

(y) INCENTIVE PAYMENTS FOR MAJOR SURGICAL PROCEDURES
FURNISHED IN HEALTH PROFESSIONAL SHORTAGE AREAS.—

(1) IN GENERAL.—In the case of major surgical procedures
furnished on or after January 1, 2011, and before January 1,
2016, by a general surgeon in an area that is designated
(under section 332(a)(1)(A) of the Public Health Service Act) as
a health professional shortage area as identified by the Sec-
retary prior to the beginning of the year involved, in addition
to the amount of payment that would otherwise be made for
such services under this part, there also shall be paid (on a
monthly or quarterly basis) an amount equal to 10 percent of
the payment amount for the service under this part.
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(2) DEFINITIONS.—In this subsection:

(A) GENERAL SURGEON.—In this subsection, the term
“general surgeon” means a physician (as described in sec-
tion 1861(r)(1)) who has designated CMS specialty code
02—-General Surgery as their primary specialty code in the
physician’s enrollment under section 1866(j).

(B) MAJOR SURGICAL PROCEDURES.—The term “major
surgical procedures” means physicians’ services which are
surgical procedures for which a 10-day or 90-day global pe-
riod is used for payment under the fee schedule under sec-
tion 1848(b).

(3) COORDINATION WITH OTHER PAYMENTS.—The amount of
the additional payment for a service under this subsection and
subsection (m) shall be determined without regard to any addi-
tional payment for the service under subsection (m) and this
subsection, respectively.

(4) APPLICATION.—The provisions of paragraph (2) and (4)
of subsection (m) shall apply to the determination of additional
payments under this subsection in the same manner as such
provisions apply to the determination of additional payments
under subsection (m).

SPECIAL PAYMENT RULES FOR PARTICULAR ITEMS AND SERVICES

SEC. 1834. [42 U.S.C. 1395m] (a) PAYMENT FOR DURABLE
MEDICAL EQUIPMENT.—
(1) GENERAL RULE FOR PAYMENT.—

(A) IN GENERAL.—With respect to a covered item (as
defined in paragraph (13)) for which payment is deter-
mined under this subsection, payment shall be made in
the frequency specified in paragraphs (2) through (7) and
in an amount equal to 80 percent of the payment basis de-
scribed in subparagraph (B).

(B) PAYMENT BASIS.—Subject to subparagraph (F)(),
the payment basis described in this subparagraph is the
lesser of—

(1) the actual charge for the item, or
(i) the payment amount recognized under para-
graphs (2) through (7) of this subsection for the item,;
except that clause (i) shall not apply if the covered item is
furnished by a public home health agency (or by another
home health agency which demonstrates to the satisfaction
of the Secretary that a significant portion of its patients
are low income) free of charge or at nominal charges to the
public.

(C) EXCLUSIVE PAYMENT RULE.—Subject to subpara-
graph (F)(ii), this subsection shall constitute the exclusive
provision of this title for payment for covered items under
this part or under part A to a home health agency.

(D) REDUCTION IN FEE SCHEDULES FOR CERTAIN
ITEMS.—With respect to a seat-lift chair or transcutaneous
electrical nerve stimulator furnished on or after April 1,
1990, the Secretary shall reduce the payment amount ap-
plied under subparagraph (B)@ii) for such an item by 15
percent, and, in the case of a transcutaneous electrical
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nerve stimulator furnished on or after January 1, 1991,
the Secretary shall further reduce such payment amount
(as previously reduced) by 45 percent.

(E) CLINICAL CONDITIONS FOR COVERAGE.—

(i) IN GENERAL.—The Secretary shall establish
standards for clinical conditions for payment for cov-
ered items under this subsection.

(i1)) REQUIREMENTS.—The standards established
under clause (i) shall include the specification of types
or classes of covered items that require, as a condition
of payment under this subsection, a face-to-face exam-
ination of the individual by a physician (as defined in
section 1861(r)), a physician assistant, nurse practi-
tioner, or a clinical nurse specialist (as those terms are
defined in section 1861(aa)(5)) and a prescription for
the item.

(iii) PRIORITY OF ESTABLISHMENT OF STANDARDS.—
In establishing the standards under this subpara-
graph, the Secretary shall first establish standards for
those covered items for which the Secretary deter-
mines there has been a proliferation of use, consistent
findings of charges for covered items that are not de-
livered, or consistent findings of falsification of docu-
mentation to provide for payment of such covered
items under this part.

(iv) STANDARDS FOR POWER WHEELCHAIRS.—Effec-
tive on the date of the enactment of this subpara-
graph, in the case of a covered item consisting of a mo-
torized or power wheelchair for an individual, pay-
ment may not be made for such covered item unless
a physician (as defined in section 1861(r)(1)), a physi-
cian assistant, nurse practitioner, or a clinical nurse
specialist (as those terms are defined in section
1861(aa)(5)) has conducted a face-to-face examination
of the individual and written a prescription for the
item.

(v) LIMITATION ON PAYMENT FOR COVERED
ITEMS.—Payment may not be made for a covered item
under this subsection unless the item meets any
standards established under this subparagraph for
clinical condition of coverage.

(F) APPLICATION OF COMPETITIVE ACQUISITION; LIMITA-
TION OF INHERENT REASONABLENESS AUTHORITY.—In the
case of covered items furnished on or after January 1,
2011, subject to subparagraph (G), that are included in a
competitive acquisition program in a competitive acquisi-
tion area under section 1847(a)—

(i) the payment basis under this subsection for
such items and services furnished in such area shall
be the payment basis determined under such competi-
tive acquisition program;

(ii) the Secretary may (and, in the case of covered
items furnished on or after January 1, 2016, subject to
clause (iii), shall) use information on the payment de-
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termined under such competitive acquisition programs

to adjust the payment amount otherwise recognized

under subparagraph (B)(ii) for an area that is not a

competitive acquisition area under section 1847 and in

the case of such adjustment, paragraph (10)(B) shall
not be applied; and

(ii1) in the case of covered items furnished on or
after January 1, 2016, the Secretary shall continue to
make such adjustments described in clause (ii) as,
under such competitive acquisition programs, addi-
tional covered items are phased in or information is
updated as contracts under section 1847 are recom-
peted in accordance with section 1847(b)(3)(B).

(G) USE OF INFORMATION ON COMPETITIVE BID RATES.—
The Secretary shall specify by regulation the methodology
to be used in applying the provisions of subparagraph
(F)(1i) and subsection (h)(1)(H)(ii). In promulgating such
regulation, the Secretary shall consider the costs of items
and services in areas in which such provisions would be
applied compared to the payment rates for such items and
services in competitive acquisition areas.

(2) PAYMENT FOR INEXPENSIVE AND OTHER ROUTINELY PUR-

CHASED DURABLE MEDICAL EQUIPMENT.—

(A) IN GENERAL.—Payment for an item of durable
medical equipment (as defined in paragraph (13))—

R (i) the purchase price of which does not exceed

150,

(i1) which the Secretary determines is acquired at
least 75 percent of the time by purchase, or

(iii) which is an accessory used in conjunction with
a nebulizer, aspirator, or a ventilator excluded under
paragraph (3)(A),

shall be made on a rental basis or in a lump-sum amount
for the purchase of the item. The payment amount recog-
nized for purchase or rental of such equipment is the
amount specified in subparagraph (B) for purchase or rent-
al, except that the total amount of payments with respect
to an item may not exceed the payment amount specified
in subparagraph (B) with respect to the purchase of the
item.

(B) PAYMENT AMOUNT.—For purposes of subparagraph
(A), the amount specified in this subparagraph, with re-
spect to the purchase or rental of an item furnished in a
carrier service area—

(1) in 1989 and in 1990 is the average reasonable
charge in the area for the purchase or rental, respec-
tively, of the item for the 12-month period ending on
June 30, 1987, increased by the percentage increase in
the consumer price index for all urban consumers
(U.S. city average) for the 6-month period ending with
December 1987;

(i1) in 1991 is the sum of (I) 67 percent of the local
payment amount for the item or device computed
under subparagraph (C)(i)(I) for 1991, and (II) 33 per-
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cent of the national limited payment amount for the

item or device computed under subparagraph (C)(i)

for 1991;

(iii) in 1992 is the sum of (I) 33 percent of the
local payment amount for the item or device computed
under subparagraph (C)(1)(II) for 1992, and (II) 67 per-
cent of the national limited payment amount for the
item or device computed under subparagraph (C)(i)
for 1992; and

(iv) in 1993 and each subsequent year is the na-
tional limited payment amount for the item or device
computed under subparagraph (C)(ii) for that year (re-
duced by 10 percent, in the case of a blood glucose
testing strip furnished after 1997 for an individual
with diabetes).

(C) COMPUTATION OF LOCAL PAYMENT AMOUNT AND NA-
TIONAL LIMITED PAYMENT AMOUNT.—For purposes of sub-
paragraph (B)—

(i) the local payment amount for an item or device
for a year is equal to—

(I) for 1991, the amount specified in subpara-
graph (B)3) for 1990 increased by the covered
item update for 1991, and

(IT) for 1992, 1993, and 1994 the amount de-
termined under this clause for the preceding year
increased by the covered item update for the year;
and
(ii) the national limited payment amount for an

item or device for a year is equal to—

(I) for 1991, the local payment amount deter-
mined under clause (i) for such item or device for
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the
weighted average of all local payment amounts de-
termined under such clause for such item for that
year and may not be less than 85 percent of the
weighted average of all local payment amounts de-
termined under such clause for such item,

(II) for 1992 and 1993, the amount deter-
mined under this clause for the preceding year in-
creased by the covered item update for such sub-
sequent year,

(IIT) for 1994, the local payment amount de-
termined under clause (i) for such item or device
for that year, except that the national limited pay-
ment amount may not exceed 100 percent of the
median of all local payment amounts determined
under such clause for such item for that year and
may not be less than 85 percent of the median of
all local payment amounts determined under such
clause for such item or device for that year, and

(IV) for each subsequent year, the amount de-
termined under this clause for the preceding year

July 11, 2012
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increased by the covered item update for such sub-

sequent year.

(3) PAYMENT FOR ITEMS REQUIRING FREQUENT AND SUB-
STANTIAL SERVICING.—

(A) IN GENERAL.—Payment for a covered item (such as
IPPB machines and ventilators, excluding ventilators that
are either continuous airway pressure devices or intermit-
tent assist devices with continuous airway pressure de-
vices) for which there must be frequent and substantial
servicing in order to avoid risk to the patient’s health shall
be made on a monthly basis for the rental of the item and
the amount recognized is the amount specified in subpara-
graph (B).

(B) PAYMENT AMOUNT.—For purposes of subparagraph
(A), the amount specified in this subparagraph, with re-
spect to an item or device furnished in a carrier service
area—

(1) in 1989 and in 1990 is the average reasonable
charge in the area for the rental of the item or device
for the 12-month period ending with June 1987, in-
creased by the percentage increase in the consumer
price index for all urban consumers (U.S. city average)
for the 6-month period ending with December 1987;

(i1) in 1991 is the sum of (I) 67 percent of the local
payment amount for the item or device computed
under subparagraph (C)(i)(I) for 1991, and (II) 33 per-
cent of the national limited payment amount for the
item or device computed under subparagraph (C)(ii)
for 1991;

(iii) in 1992 is the sum of (I) 33 percent of the
local payment amount for the item or device computed
under subparagraph (C)(1)(II) for 1992, and (II) 67 per-
cent of the national limited payment amount for the
item or device computed under subparagraph (C)(ii)
for 1992; and

(iv) in 1993 and each subsequent year is the na-
tional limited payment amount for the item or device
computed under subparagraph (C)(ii) for that year.

(C) COMPUTATION OF LOCAL PAYMENT AMOUNT AND NA-
TIONAL LIMITED PAYMENT AMOUNT.—For purposes of sub-
paragraph (B)—

(i) the local payment amount for an item or device
for a year is equal to—

(I) for 1991, the amount specified in subpara-
graph (B)(i) for 1990 increased by the covered
item update for 1991, and

(IT) for 1992, 1993, and 1994 the amount de-
termined under this clause for the preceding year
inc(i'eased by the covered item update for the year;
an
(ii) the national limited payment amount for an

item or device for a year is equal to—

(I) for 1991, the local payment amount deter-
mined under clause (i) for such item or device for
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that year, except that the national limited pay-
ment amount may not exceed 100 percent of the
weighted average of all local payment amounts de-
termined under such clause for such item for that
year and may not be less than 85 percent of the
weighted average of all local payment amounts de-
termined under such clause for such item,

(II) for 1992 and 1993, the amount deter-
mined under this clause for the preceding year in-
creased by the covered item update for such sub-
sequent year,

(IIT) for 1994, the local payment amount de-
termined under clause (i) for such item or device
for that year, except that the national limited pay-
ment amount may not exceed 100 percent of the
median of all local payment amounts determined
under such clause for such item for that year and
may not be less than 85 percent of the median of
all local payment amounts determined under such
clause for such item or device for that year, and

(IV) for each subsequent year, the amount de-
termined under this clause for the preceding year
increased by the covered item update for such sub-
sequent year.

(4) PAYMENT FOR CERTAIN CUSTOMIZED ITEMS.—Payment
with respect to a covered item that is uniquely constructed or
substantially modified to meet the specific needs of an indi-
vidual patient, and for that reason cannot be grouped with
similar items for purposes of payment under this title, shall be
made in a lump-sum amount (A) for the purchase of the item
in a payment amount based upon the carrier’s individual con-
sideration for that item, and (B) for the reasonable and nec-
essary maintenance and servicing for parts and labor not cov-
ered by the supplier’s or manufacturer’s warranty, when nec-
essary during the period of medical need, and the amount rec-
ognized for such maintenance and servicing shall be paid on a
lump-sum, as needed basis based upon the carrier’s individual
consideration for that item. In the case of a wheelchair fur-
nished on or after January 1, 1992, the wheelchair shall be
treated as a customized item for purposes of this paragraph if
the wheelchair has been measured, fitted, or adapted in consid-
eration of the patient’s body size, disability, period of need, or
intended use, and has been assembled by a supplier or ordered
from a manufacturer who makes available customized features,
modifications, or components for wheelchairs that are intended
for an individual patient’s use in accordance with instructions
from the patient’s physician.

(5) PAYMENT FOR OXYGEN AND OXYGEN EQUIPMENT.—

(A) IN GENERAL.—Payment for oxygen and oxygen
equipment shall be made on a monthly basis in the month-
ly payment amount recognized under paragraph (9) for ox-
ygen and oxygen equipment (other than portable oxygen
equipment), subject to subparagraphs (B), (C), (E), and (F).
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(B) ADD-ON FOR PORTABLE OXYGEN EQUIPMENT.—When
portable oxygen equipment is used, but subject to subpara-
graph (D), the payment amount recognized under subpara-
graph (A) shall be increased by the monthly payment
amount recognized under paragraph (9) for portable oxy-
gen equipment.

(C) VOLUME ADJUSTMENT.—When the attending physi-
cian prescribes an oxygen flow rate—

(i) exceeding 4 liters per minute, the payment
amount recognized under subparagraph (A), subject to
subparagraph (D), shall be increased by 50 percent, or

(i1) of less than 1 liter per minute, the payment
amount recognized under subparagraph (A) shall be
decreased by 50 percent.

(D) LIMIT ON ADJUSTMENT.—When portable oxygen
equipment is used and the attending physician prescribes
an oxygen flow rate exceeding 4 liters per minute, there
shall only be an increase under either subparagraph (B) or
(C), whichever increase is larger, and not under both such
subparagraphs.

(E) RECERTIFICATION FOR PATIENTS RECEIVING HOME
OXYGEN THERAPY.—In the case of a patient receiving home
oxygen therapy services who, at the time such services are
initiated, has an initial arterial blood gas value at or above
a partial pressure of 56 or an arterial oxygen saturation at
or above 89 percent (or such other values, pressures, or cri-
teria as the Secretary may specify) no payment may be
made under this part for such services after the expiration
of the 90-day period that begins on the date the patient
first receives such services unless the patient’s attending
physician certifies that, on the basis of a follow-up test of
the patient’s arterial blood gas value or arterial oxygen
saturation conducted during the final 30 days of such 90-
day period, there is a medical need for the patient to con-
tinue to receive such services.

(F) RENTAL CAP1.—

(i) IN GENERAL.—Payment for oxygen equipment
(including portable oxygen equipment) under this
paragraph may not extend over a period of continuous
use (as determined by the Secretary) of longer than 36
months.

(i) PAYMENTS AND RULES AFTER RENTAL CAP.—
After the 36th continuous month during which pay-
ment is made for the equipment under this para-
graph—

(I) the supplier furnishing such equipment
under this subsection shall continue to furnish the
equipment during any period of medical need for
the remainder of the reasonable useful lifetime of
the equipment, as determined by the Secretary;

1The amendment to the heading for paragraph (5)(F) made by section 144(b)(1)(A) of Public
Law 110-275 was executed to reflect probable intent of Congress. The casing for the first word
struck and the first word inserted probably should have appeared in small caps.
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(II) payments for oxygen shall continue to be
made in the amount recognized for oxygen under
paragraph (9) for the period of medical need; and

(ITI) maintenance and servicing payments
shall, if the Secretary determines such payments
are reasonable and necessary, be made (for parts
and labor not covered by the supplier’s or manu-
facturer’s warranty, as determined by the Sec-
retary to be appropriate for the equipment), and
such payments shall be in an amount determined
to be appropriate by the Secretary.

(6) PAYMENT FOR OTHER COVERED ITEMS (OTHER THAN DU-
RABLE MEDICAL EQUIPMENT).—Payment for other covered items
(other than durable medical equipment and other covered
items described in paragraph (3), (4), or (5)) shall be made in
a lump-sum amount for the purchase of the item in the
amount of the purchase price recognized under paragraph (8).

(7) PAYMENT FOR OTHER ITEMS OF DURABLE MEDICAL
EQUIPMENT.—

(A) PAYMENT.—In the case of an item of durable med-

ical equipment not described in paragraphs (2) through (6),

the following rules shall apply:

(i) RENTAL.—

(I) IN GENERAL.—Except as provided in clause
(iii), payment for the item shall be made on a
monthly basis for the rental of the item during the
period of medical need (but payments under this
clause may not extend over a period of continuous
use (as determined by the Secretary) of longer
than 13 months).

(IT) PAYMENT AMOUNT.—Subject to subclause
(ITI) and subparagraph (B), the amount recognized
for the item, for each of the first 3 months of such
period, is 10 percent of the purchase price recog-
nized under paragraph (8) with respect to the
item, and, for each of the remaining months of
such period, is 7.5 percent of such purchase price.

(III) SPECIAL RULE FOR POWER-DRIVEN WHEEL-
CHAIRS.—For purposes of payment for power-driv-
en wheelchairs, subclause (II) shall be applied by
substituting “15 percent” and “6 percent” for “10
percent” and “7.5 percent”, respectively.

(ii) OWNERSHIP AFTER RENTAL.—On the first day
that begins after the 13th continuous month during
which payment is made for the rental of an item
under clause (i), the supplier of the item shall transfer
title to the item to the individual.

(1i1) PURCHASE AGREEMENT OPTION FOR COMPLEX,
REHABILITATIVE POWER-DRIVEN WHEELCHAIRS.—In the
case of a complex, rehabilitative power-driven wheel-
chair, at the time the supplier furnishes the item, the
supplier shall offer the individual the option to pur-
chase the item, and payment for such item shall be



FACOMP\SSA\TITLE18B

165 TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 1834

made on a lump-sum basis if the individual exercises
such option.

(iv) MAINTENANCE AND SERVICING.—After the sup-
plier transfers title to the item under clause (ii) or in
the case of a power-driven wheelchair for which a pur-
chase agreement has been entered into under clause
(iii), maintenance and servicing payments shall, if the
Secretary determines such payments are reasonable
and necessary, be made (for parts and labor not cov-
ered by the supplier’s or manufacturer’s warranty, as
determined by the Secretary to be appropriate for the
particular type of durable medical equipment), and
such payments shall be in an amount determined to
be appropriate by the Secretary.

(B) RANGE FOR RENTAL AMOUNTS.—

(i) For 1989.—For items furnished during 1989,
the payment amount recognized under subparagraph
(A)d) shall not be more than 115 percent, and shall
not be less than 85 percent, of the prevailing charge
established for rental of the item in January 1987, in-
creased by the percentage increase in the consumer
price index for all urban consumers (U.S. city average)
for the 6-month period ending with December 1987.

(ii) FOor 1990.—For items furnished during 1990,
clause (i) shall apply in the same manner as it applies
to items furnished during 1989.

(C) REPLACEMENT OF ITEMS.—

(i) ESTABLISHMENT OF REASONABLE USEFUL LIFE-
TIME.—In accordance with clause (iii), the Secretary
shall determine and establish a reasonable useful life-
time for items of durable medical equipment for which
payment may be made under this paragraph.

(ii) PAYMENT FOR REPLACEMENT ITEMS.—If the
reasonable lifetime of such an item, as so established,
has been reached during a continuous period of med-
ical need, or the carrier determines that the item is
lost or irreparably damaged, the patient may elect to
have payment for an item serving as a replacement for
such item made—

(I) on a monthly basis for the rental of the re-
placement item in accordance with subparagraph
(A); or

(II) in the case of an item for which a pur-
chase agreement has been entered into under sub-
paragraph (A)(iii), in a lump-sum amount for the
purchase of the item.

(iii) LENGTH OF REASONABLE USEFUL LIFETIME.—
The reasonable useful lifetime of an item of durable
medical equipment under this subparagraph shall be
equal to 5 years, except that, if the Secretary deter-
mines that, on the basis of prior experience in making
payments for such an item under this title, a reason-
able useful lifetime of 5 years is not appropriate with
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respect to a particular item, the Secretary shall estab-
lish an alternative reasonable lifetime for such item.

(8) PURCHASE PRICE RECOGNIZED FOR MISCELLANEOUS DE-
VICES AND ITEMS.—For purposes of paragraphs (6) and (7), the
amount that is recognized under this paragraph as the pur-
chase price for a covered item is the amount described in sub-
paragraph (C) of this paragraph, determined as follows:

(A) COMPUTATION OF LOCAL PURCHASE PRICE.—Each

carrier under section 1842 shall compute a base local pur-
chase price for the item as follows:

(1) The carrier shall compute a base local purchase

price, for each item described—

(I) in paragraph (6) equal to the average rea-
sonable charge in the locality for the purchase of
the item for the 12-month period ending with
June 1987, or

(II) in paragraph (7) equal to the average of
the purchase prices on the claims submitted on an
assignment-related basis for the unused item sup-
plied during the 6-month period ending with De-
cember 1986.

(ii) The carrier shall compute a local purchase

price, with respect to the furnishing of each particular
item—

(I) in 1989 and 1990, equal to the base local
purchase price computed under clause (i) in-
creased by the percentage increase in the con-
sumer price index for all urban consumers (U.S.
city average) for the 6-month period ending with
December 1987,

(II) in 1991, equal to the local purchase price
computed under this clause for the previous year,
increased by the covered item update for 1991,
and decreased by the percentage by which the av-
erage of the reasonable charges for claims paid for
all items described in paragraph (7) is lower than
the average of the purchase prices submitted for
such items during the final 9 months of 1988; or

(III) in 1992, 1993, and 1994 equal to the
local purchase price computed under this clause
for the previous year increased by the covered
item update for the year.

(B) COMPUTATION OF NATIONAL LIMITED PURCHASE

PRICE.—With respect to the furnishing of a particular item
in a year, the Secretary shall compute a national limited
purchase price—

July 11, 2012

(i) for 1991, equal to the local purchase price com-

puted under subparagraph (A)@ii) for the item for the
year, except that such national limited purchase price
may not exceed 100 percent of the weighted average of
all local purchase prices for the item computed under
such subparagraph for the year, and may not be less
than 85 percent of the weighted average of all local
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purchase prices for the item computed under such sub-

paragraph for the year;

(11) for 1992 and 1993, the amount determined
under this subparagraph for the preceding year in-
creased by the covered item update for such subse-
quent year;

(ii1) for 1994, the local purchase price computed
under subparagraph (A)(ii) for the item for the year,
except that such national limited purchase price may
not exceed 100 percent of the median of all local pur-
chase prices computed for the item under such sub-
paragraph for the year and may not be less than 85
percent of the median of all local purchase prices com-
puted under such subparagraph for the item for the
year; and

(iv) for each subsequent year, equal to the amount
determined under this subparagraph for the preceding
year increased by the covered item update for such
subsequent year.

(C) PURCHASE PRICE RECOGNIZED.—For purposes of
paragraphs (6) and (7), the amount that is recognized
under this paragraph as the purchase price for each item
furnished—

(1) in 1989 or 1990, is 100 percent of the local pur-
chase price computed under subparagraph (A)({i)(D);

(i) in 1991, is the sum of (I) 67 percent of the
local purchase price computed under subparagraph
(A)Gi)II) for 1991, and (II) 33 percent of the national
limited purchase price computed under subparagraph
(B) for 1991;

(iii) in 1992, is the sum of (I) 33 percent of the
local purchase price computed under subparagraph
(A)G1)III) for 1992, and (II) 67 percent of the national
limited purchase price computed under subparagraph
(B) for 1992; and

(iv) in 1993 or a subsequent year, is the national
limited purchase price computed under subparagraph
(B) for that year.

(9) MONTHLY PAYMENT AMOUNT RECOGNIZED WITH RESPECT
TO OXYGEN AND OXYGEN EQUIPMENT.—For purposes of para-
graph (5), the amount that is recognized under this paragraph
for payment for oxygen and oxygen equipment is the monthly
payment amount described in subparagraph (C) of this para-
graph. Such amount shall be computed separately (i) for all
items of oxygen and oxygen equipment (other than portable ox-
ygen equipment) and (ii) for portable oxygen equipment (each
such group referred to in this paragraph as an “item”).

(A) COMPUTATION OF LOCAL MONTHLY PAYMENT
RATE.—Each carrier under this section shall compute a
base local payment rate for each item as follows:

(1) The carrier shall compute a base local average
monthly payment rate per beneficiary as an amount
equal to (I) the total reasonable charges for the item
during the 12-month period ending with December
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1986, divided by (II) the total number of months for all

beneficiaries receiving the item in the area during the

12-month period for which the carrier made payment
for the item under this title.

(i1) The carrier shall compute a local average
monthly payment rate for the item applicable—

(I) to 1989 and 1990, equal to 95 percent of
the base local average monthly payment rate com-
puted under clause (i) for the item increased by
the percentage increase in the consumer price
index for all urban consumers (U.S. city average)
for the 6-month period ending with December
1987, or

(IT) to 1991, 1992, 1993, and 1994 equal to the
local average monthly payment rate computed
under this clause for the item for the previous
year increased by the covered item increase for
the year.

(B) COMPUTATION OF NATIONAL LIMITED MONTHLY PAY-
MENT RATE.—With respect to the furnishing of an item in
a year, the Secretary shall compute a national limited
monthly payment rate equal to—

(1) for 1991, the local monthly payment rate com-
puted under subparagraph (A)(ii)(II) for the item for
the year, except that such national limited monthly
payment rate may not exceed 100 percent of the
weighted average of all local monthly payment rates
computed for the item under such subparagraph for
the year, and may not be less than 85 percent of the
weighted average of all local monthly payment rates
computed for the item under such subparagraph for
the year;

@11) for 1992 and 1993, the amount determined
under this subparagraph for the preceding year in-
creased by the covered item update for such subse-
quent year;

(ii1) for 1994, the local monthly payment rate com-
puted under subparagraph (A)(ii) for the item for the
year, except that such national limited monthly pay-
ment rate may not exceed 100 percent of the median
of all local monthly payment rates computed for the
item under such subparagraph for the year and may
not be less than 85 percent of the median of all local
monthly payment rates computed for the item under
such subparagraph for the year;

(iv) for 1995, 1996, and 1997, equal to the amount
determined under this subparagraph for the preceding
year increased by the covered item update for such
subsequent year;

(v) for 1998, 75 percent of the amount determined
under this subparagraph for 1997; and

(vi) for 1999 and each subsequent year, 70 percent
of the amount determined under this subparagraph for
1997.
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(C) MONTHLY PAYMENT AMOUNT RECOGNIZED.—For
purposes of paragraph (5), the amount that is recognized
under this paragraph as the base monthly payment
amount for each item furnished—

(1) in 1989 and in 1990, is 100 percent of the local
average monthly payment rate computed under sub-
paragraph (A)(i) for the item;

(i) in 1991, is the sum of (I) 67 percent of the
local average monthly payment rate computed under
subparagraph (A)@ii)(II) for the item for 1991, and (II)
33 percent of the national limited monthly payment
rate computed under subparagraph (B)(i) for the item
for 1991;

(iii) in 1992, is the sum of (I) 33 percent of the
local average monthly payment rate computed under
subparagraph (A)(ii)(II) for the item for 1992, and (II)
67 percent of the national limited monthly payment
rate computed under subparagraph (B)(@ii) for the item
for 1992; and

(iv) in a subsequent year, is the national limited
monthly payment rate computed under subparagraph
(B) for the item for that year.?

(10) EXCEPTIONS AND ADJUSTMENTS.—

(A) AREAS OUTSIDE CONTINENTAL UNITED STATES.—Ex-
ceptions to the amounts recognized under the previous pro-
visions of this subsection shall be made to take into ac-
count the unique circumstances of covered items furnished
in Alaska, Hawaii, or Puerto Rico.

(B) ADJUSTMENT FOR INHERENT REASONABLENESS.—
The Secretary is authorized to apply the provisions of
paragraphs (8) and (9) of section 1842(b) to covered items
and suppliers of such items and payments under this sub-
section in an area and with respect to covered items and
services for which the Secretary does not make a payment
amount adjustment under paragraph (1)(F).

(C) TRANSCUTANEOUS ELECTRICAL NERVE STIMULATOR
(TENS).—In order to permit an attending physician time to
determine whether the purchase of a transcutaneous elec-
trical nerve stimulator is medically appropriate for a par-
ticular patient, the Secretary may determine an appro-
priate payment amount for the initial rental of such item
for a period of not more than 2 months. If such item is
subsequently purchased, the payment amount with respect

1Section 4552(b) of P.L. 105-33 (111 Stat. 459) amended “section 1848(a)(9) [sic] (42 U.S.C.
1395m(a)(9)[sic])” by adding a new subparagraph (D) at the end. Section 1395m of title 42,
United States Code, corresponds to this section (rather than section 1849) and it appears to
have been the intent to add the following language at the end of this paragraph, rather than
at the end of section 1848(a)(9) (which provision does not exist). Subparagraph (D) is as follows:

“(D) AUTHORITY TO CREATE CLASSES.—

“(i) IN GENERAL.—Subject to clause (ii), the Secretary may establish separate
classes for any item of oxygen and oxygen equipment and separate national lim-
ited monthly payment rates for each of such classes.

“(i1) BUDGET NEUTRALITY.—The Secretary may take actions under clause (i)
only to the extent such actions do not result in expenditures for any year to be
more or less than the expenditures which would have been made if such actions
had not been taken.”.
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to such purchase is the payment amount determined under

paragraph (2).

(11) IMPROPER BILLING AND REQUIREMENT OF PHYSICIAN
ORDER.—

(A) IMPROPER BILLING FOR CERTAIN RENTAL ITEMS.—
Notwithstanding any other provision of this title, a sup-
plier of a covered item for which payment is made under
this subsection and which is furnished on a rental basis
shall continue to supply the item without charge (other
than a charge provided under this subsection for the main-
tenance and servicing of the item) after rental payments
may no longer be made under this subsection. If a supplier
knowingly and willfully violates the previous sentence, the
Secretary may apply sanctions against the supplier under
section 1842(3)(2) in the same manner such sanctions may
apply with respect to a physician.

(B) REQUIREMENT OF PHYSICIAN ORDER.—

(i) IN GENERAL.—The Secretary is authorized to
require, for specified covered items, that payment may
be made under this subsection with respect to the item
only if a physician enrolled under section 1866(j) or an
eligible professional under section 1848(k)(3)(B) that is
enrolled under section 1866(j) has communicated to
the supplier, before delivery of the item, a written
order for the item.

(ii) REQUIREMENT FOR FACE TO FACE ENCOUN-
TER.—The Secretary shall require that such an order
be written pursuant to the physician documenting that
a physician, a physician assistant, a nurse practi-
tioner, or a clinical nurse specialist (as those terms are
defined in section 1861(aa)(5)) has had a face-to-face
encounter (including through use of telehealth under
subsection (m) and other than with respect to encoun-
ters that are incident to services involved) with the in-
dividual involved during the 6-month period preceding
such written order, or other reasonable timeframe as
determined by the Secretary.

(12) REGIONAL CARRIERS.—The Secretary may designate,
by regulation under section 1842, one carrier for one or more
entire regions to process all claims within the region for cov-
ered items under this section.

(13) COVERED ITEM.—In this subsection, the term “covered
item” means durable medical equipment (as defined in section
1861(n)), including such equipment described in section
1861(m)(5), but not including implantable items for which pay-
ment may be made under section 1833(t).

(14) COVERED ITEM UPDATE.—In this subsection, the term
“covered item update” means, with respect to a year—

(A) for 1991 and 1992, the percentage increase in the
consumer price index for all urban consumers (U.S. city
average) for the 12-month period ending with June of the
previous year reduced by 1 percentage point;

(B) for 1993, 1994, 1995, 1996, and 1997, the percent-
age increase in the consumer price index for all urban con-
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sumers (U.S. city average) for the 12-month period ending
with June of the previous year;

(C) for each of the years 1998 through 2000, 0 percent-
age points;

(D) for 2001, the percentage increase in the consumer
price index for all urban consumers (U.S. city average) for
the 12-month period ending with June 2000;

(E) for 2002, 0 percentage points;

(F) for 2003, the percentage increase in the consumer
price index for all urban consumers (U.S. urban average)
for the 12-month period ending with June of 2002;

(G) for 2004 through 2006—

(1) subject to clause (ii), in the case of class III
medical devices described in section 513(a)(1)(C) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360(c)(1)(C)), the percentage increase described in sub-
paragraph (B) for the year involved; and

(11) in the case of covered items not described in
clause (i), 0 percentage points;

(H) for 2007—

(1) subject to clause (ii), in the case of class III
medical devices described in section 513(a)(1)(C) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360(c)(1)(C)), the percentage change determined by the
Secretary to be appropriate taking into account rec-
ommendations contained in the report of the Comp-
troller General of the United States under section
302(c)(1)(B) of the Medicare Prescription Drug, Im-
provement, and Modernization Act of 2003; and

(i1) in the case of covered items not described in
clause (i), 0 percentage points;

(I) for 2008—

(i) subject to clause (ii), in the case of class III
medical devices described in section 513(a)(1)(C) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360(c)(1)(C)), the percentage increase described in sub-
paragraph (B) (as applied to the payment amount for
2007 determined after the application of the percent-
age change under subparagraph (H)(i)); and

(i1) in the case of covered items not described in
clause (i), 0 percentage points;

(J) for 2009—

(1) in the case of items and services furnished in
any geographic area, if such items or services were se-
lected for competitive acquisition in any area under
the competitive acquisition program under section
1847(a)(1)(B)1)(I) before July 1, 2008, including re-
lated accessories but only if furnished with such items
and services selected for such competition and diabetic
supplies but only if furnished through mail order, - 9.5
percent; or

(11) in the case of other items and services, the
percentage increase in the consumer price index for all
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urban consumers (U.S. urban average) for the 12-

month period ending with June 2008;

(K) for 2010, the percentage increase in the consumer
price index for all urban consumers (U.S. urban average)
for the 12-month period ending with June of the previous
year; and

(L) for 2011 and each subsequent year—

(i) the percentage increase in the consumer price
index for all urban consumers (United States city av-
erage) for the 12-month period ending with June of
the previous year, reduced by—

(i) the productivity adjustment described in sec-
tion 1886(b)(3)(B)(xi)II).

The application of subparagraph (L)(ii) may result in the cov-
ered item update under this paragraph being less than 0.0 for
a year, and may result in payment rates under this subsection
for a year being less than such payment rates for the preceding
year.

(15) ADVANCE DETERMINATIONS OF COVERAGE FOR CERTAIN
ITEMS.—

(A) DEVELOPMENT OF LISTS OF ITEMS BY SECRETARY.—
The Secretary may develop and periodically update a list
of items for which payment may be made under this sub-
section that the Secretary determines, on the basis of prior
payment experience, are frequently subject to unnecessary
utilization throughout a carrier’s entire service area or a
portion of such area.

(B) DEVELOPMENT OF LISTS OF SUPPLIERS BY SEC-
RETARY.—The Secretary may develop and periodically up-
date a list of suppliers of items for which payment may be
made under this subsection with respect to whom—

(i) the Secretary has found that a substantial
number of claims for payment under this part for
items furnished by the supplier have been denied on
the basis of the application of section 1862(a)(1); or

(i) the Secretary has identified a pattern of over-
utilization resulting from the business practice of the
supplier.

(C) DETERMINATIONS OF COVERAGE IN ADVANCE.—A
carrier shall determine in advance of delivery of an item
whether payment for the item may not be made because
the item is not covered or because of the application of sec-
tion 1862(a)(1) if—

(1) the item is included on the list developed by
the Secretary under subparagraph (A);

(ii) the item is furnished by a supplier included on
the list developed by the Secretary under subpara-
graph (B); or

(iii) the item is a customized item (other than in-
expensive items specified by the Secretary) and the
patient to whom the item is to be furnished or the
supplier requests that such advance determination be
made.
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(16) DISCLOSURE OF INFORMATION AND SURETY BOND.—The
Secretary shall not provide for the issuance (or renewal) of a
provider number for a supplier of durable medical equipment,
for purposes of payment under this part for durable medical
equipment furnished by the supplier, unless the supplier pro-
vides the Secretary on a continuing basis—

(A) with—

(1) full and complete information as to the identity
of each person with an ownership or control interest
(as defined in section 1124(a)(3)) in the supplier or in
any subcontractor (as defined by the Secretary in reg-
ulations) in which the supplier directly or indirectly
has a 5 percent or more ownership interest; and

(ii) to the extent determined to be feasible under
regulations of the Secretary, the name of any dis-
closing entity (as defined in section 1124(a)(2)) with
respect to which a person with such an ownership or
control interest in the supplier is a person with such
an ownership or control interest in the disclosing enti-
ty; and
(B) with a surety bond in a form specified by the Sec-

retary and in an amount that is not less than $50,000 that

the Secretary determines is commensurate with the vol-

ume of the billing of the supplier.
The Secretary may waive the requirement of a bond under sub-
paragraph (B) in the case of a supplier that provides a com-
parable surety bond under State law. The Secretary, at the
Secretary’s discretion, may impose the requirements of the
first sentence with respect to some or all providers of items or
services under part A or some or all suppliers or other persons
(other than physicians or other practitioners, as defined in sec-
tion 1842(b)(18)(C)) who furnish items or services under this
part.

(17) PROHIBITION AGAINST UNSOLICITED TELEPHONE CON-
TACTS BY SUPPLIERS.—

(A) IN GENERAL.—A supplier of a covered item under
this subsection may not contact an individual enrolled
under this part by telephone regarding the furnishing of a
covered item to the individual unless 1 of the following ap-
plies:

(1) The individual has given written permission to
the supplier to make contact by telephone regarding
the furnishing of a covered item.

(i1) The supplier has furnished a covered item to
the individual and the supplier is contacting the indi-
vidual only regarding the furnishing of such covered
item.

(iii) If the contact is regarding the furnishing of a
covered item other than a covered item already fur-
nished to the individual, the supplier has furnished at
least 1 covered item to the individual during the 15-
month period preceding the date on which the supplier
makes such contact.
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(B) PROHIBITING PAYMENT FOR ITEMS FURNISHED SUB-
SEQUENT TO UNSOLICITED CONTACTS.—If a supplier know-
ingly contacts an individual in violation of subparagraph
(A), no payment may be made under this part for any item
subsequently furnished to the individual by the supplier.

(C) EXCLUSION FROM PROGRAM FOR SUPPLIERS ENGAG-
ING IN PATTERN OF UNSOLICITED CONTACTS.—If a supplier
knowingly contacts individuals in violation of subpara-
graph (A) to such an extent that the supplier’s conduct es-
tablishes a pattern of contacts in violation of such subpara-
graph, the Secretary shall exclude the supplier from par-
ticipation in the programs under this Act, in accordance
with the procedures set forth in subsections (c¢), (f), and (g)
of section 1128.

(18) REFUND OF AMOUNTS COLLECTED FOR CERTAIN DIS-

ALLOWED ITEMS.—

(A) IN GENERAL.—If a nonparticipating supplier fur-
nishes to an individual enrolled under this part a covered
item for which no payment may be made under this part
by reason of paragraph (17)(B), the supplier shall refund
on a timely basis to the patient (and shall be liable to the
patient for) any amounts collected from the patient for the
item, unless—

(i) the supplier establishes that the supplier did
not know and could not reasonably have been expected
to know that payment may not be made for the item
by reason of paragraph (17)(B), or

(ii) before the item was furnished, the patient was
informed that payment under this part may not be
made for that item and the patient has agreed to pay
for that item.

(B) SANCTIONS.—If a supplier knowingly and willfully
fails to make refunds in violation of subparagraph (A), the
Secretary may apply sanctions against the supplier in ac-
cordance with section 1842(j)(2).

(C) NorticE.—Each carrier with a contract in effect
under this part with respect to suppliers of covered items
shall send any notice of denial of payment for covered
items by reason of paragraph (17)(B) and for which pay-
ment is not requested on an assignment-related basis to
the supplier and the patient involved.

(D) TIMELY BASIS DEFINED.—A refund under subpara-
graph (A) is considered to be on a timely basis only if—

(1) in the case of a supplier who does not request
reconsideration or seek appeal on a timely basis, the
refund is made within 30 days after the date the sup-
plier receives a denial notice under subparagraph (C),
or

(i1) in the case in which such a reconsideration or
appeal is taken, the refund is made within 15 days
after the date the supplier receives notice of an ad-
verse determination on reconsideration or appeal.

(19) CERTAIN UPGRADED ITEMS.—
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(A) INDIVIDUAL’S RIGHT TO CHOOSE UPGRADED ITEM.—
Notwithstanding any other provision of this title, the Sec-
retary may issue regulations under which an individual
may purchase or rent from a supplier an item of upgraded
durable medical equipment for which payment would be
made under this subsection if the item were a standard
item.

(B) PAYMENTS TO SUPPLIER.—In the case of the pur-
(CX?SG or rental of an upgraded item under subparagraph

(i) the supplier shall receive payment under this
subsection with respect to such item as if such item
were a standard item; and

(i) the individual purchasing or renting the item
shall pay the supplier an amount equal to the dif-
ference between the supplier’s charge and the amount
under clause (i).

In no event may the supplier’s charge for an upgraded
item exceed the applicable fee schedule amount (if any) for
such item.

(C) CONSUMER PROTECTION SAFEGUARDS.—Any regula-
tions under subparagraph (A) shall provide for consumer
protection standards with respect to the furnishing of up-
graded equipment under subparagraph (A). Such regula-
tions shall provide for—

(i) determination of fair market prices with re-
spect to an upgraded item,;

(i1) full disclosure of the availability and price of
standard items and proof of receipt of such disclosure
information by the beneficiary before the furnishing of
the upgraded item;

(1i1) conditions of participation for suppliers in the
billing arrangement;

(iv) sanctions of suppliers who are determined to
engage in coercive or abusive practices, including ex-
clusion; and

(v) such other safeguards as the Secretary deter-
mines are necessary.

(20) IDENTIFICATION OF QUALITY STANDARDS.—

(A) IN GENERAL.—Subject to subparagraph (C), the
Secretary shall establish and implement quality standards
for suppliers of items and services described in subpara-
graph (D) to be applied by recognized independent accredi-
tation organizations (as designated under subparagraph
(B)) and with which such suppliers shall be required to
comply in order to—

(1) furnish any such item or service for which pay-
ment is made under this part; and

(i1) receive or retain a provider or supplier number
used to submit claims for reimbursement for any such
item or service for which payment may be made under
this title.

(B) DESIGNATION OF INDEPENDENT ACCREDITATION OR-
GANIZATIONS.—Not later than the date that is 1 year after
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the date on which the Secretary implements the quality
standards under subparagraph (A), notwithstanding sec-
tion 1865(a), the Secretary shall designate and approve
one or more independent accreditation organizations for
purposes of such subparagraph.

(C) QUALITY STANDARDS.—The quality standards de-
scribed in subparagraph (A) may not be less stringent than
the quality standards that would otherwise apply if this
paragraph did not apply and shall include consumer serv-
ices standards.

(D) ITEMS AND SERVICES DESCRIBED.—The items and
services described in this subparagraph are the following
items and services, as the Secretary determines appro-
priate:

(1) Covered items (as defined in paragraph (13))
for which payment may otherwise be made under this
subsection.

(ii) Prosthetic devices and orthotics and pros-
thetics described in section 1834(h)(4).

(1i1) Items and services described in section
1842(s)(2).

(E) IMPLEMENTATION.—The Secretary may establish
by program instruction or otherwise the quality standards
under this paragraph, including subparagraph (F), after
consultation with representatives of relevant parties. Such
standards shall be applied prospectively and shall be pub-
lished on the Internet website of the Centers for Medicare
& Medicaid Services.

(F) APPLICATION OF ACCREDITATION REQUIREMENT.—In
implementing quality standards under this paragraph—

(1) subject to clause (ii) and subparagraph (G), the
Secretary shall require suppliers furnishing items and
services described in subparagraph (D) on or after Oc-
tober 1, 2009, directly or as a subcontractor for an-
other entity, to have submitted to the Secretary evi-
dence of accreditation by an accreditation organization
designated under subparagraph (B) as meeting appli-
cable quality standards, except that the Secretary
shall not require under this clause pharmacies to ob-
tain such accreditation before January 1, 2010, except
that the Secretary shall not require a pharmacy to
have submitted to the Secretary such evidence of ac-
creditation prior to January 1, 2011; and

(i) in applying such standards and the accredita-
tion requirement of clause (i) with respect to eligible
professionals (as defined in section 1848(k)(3)(B)), and
including such other persons, such as orthotists and
prosthetists, as specified by the Secretary, furnishing
such items and services—

(I) such standards and accreditation require-
ment shall not apply to such professionals and
persons unless the Secretary determines that the
standards being applied are designed specifically
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to &)e applied to such professionals and persons;

an

(IT) the Secretary may exempt such profes-
sionals and persons from such standards and re-
quirement if the Secretary determines that licens-
ing, accreditation, or other mandatory quality re-
quirements apply to such professionals and per-
sons with respect to the furnishing of such items
and services.

(G) APPLICATION OF ACCREDITATION REQUIREMENT TO
CERTAIN PHARMACIES.—

(i) IN GENERAL.—With respect to items and serv-
ices furnished on or after January 1, 2011, in imple-
menting quality standards under this paragraph—

(I) subject to subclause (II), in applying such
standards and the accreditation requirement of
subparagraph (F)(i) with respect to pharmacies
described in clause (ii) furnishing such items and
services, such standards and accreditation re-
quhrement shall not apply to such pharmacies;
an

(IT) the Secretary may apply to such phar-
macies an alternative accreditation requirement
established by the Secretary if the Secretary de-
termines such alternative accreditation require-
ment is more appropriate for such pharmacies.

(ii) PHARMACIES DESCRIBED.—A pharmacy de-
scribed in this clause is a pharmacy that meets each
of the following criteria:

(I) The total billings by the pharmacy for such
items and services under this title are less than 5
percent of total pharmacy sales, as determined
based on the average total pharmacy sales for the
previous 3 calendar years, 3 fiscal years, or other
yearly period specified by the Secretary.

(I) The pharmacy has been enrolled under
section 1866(j) as a supplier of durable medical
equipment, prosthetics, orthotics, and supplies,
has been issued (which may include the renewal
of) a provider number for at least 5 years, and for
which a final adverse action (as defined in section
424.57(a) of title 42, Code of Federal Regulations)
has not been imposed in the past 5 years.

(ITT) The pharmacy submits to the Secretary
an attestation, in a form and manner, and at a
time, specified by the Secretary, that the phar-
macy meets the criteria described in subclauses (I)
and (IT). Such attestation shall be subject to sec-
tion 1001 of title 18, United States Code.

(IV) The pharmacy agrees to submit materials
as requested by the Secretary, or during the
course of an audit conducted on a random sample
of pharmacies selected annually, to verify that the
pharmacy meets the criteria described in sub-

July 11, 2012
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clauses (I) and (IT). Materials submitted under the

preceding sentence shall include a certification by

an accountant on behalf of the pharmacy or the
submission of tax returns filed by the pharmacy
during the relevant periods, as requested by the

Secretary.

(21) SPECIAL PAYMENT RULE FOR SPECIFIED ITEMS AND SUP-
PLIES.—

(A) IN GENERAL.—Notwithstanding the preceding pro-
visions of this subsection, for specified items and supplies
(described in subparagraph (B)) furnished during 2005, the
payment amount otherwise determined under this sub-
section for such specified items and supplies shall be re-
duced by the percentage difference between—

(i) the amount of payment otherwise determined
for the specified item or supply under this subsection
for 2002, and

(i1) the amount of payment for the specified item
or supply under chapter 89 of title 5, United States
Code, as identified in the column entitled “Median
FEHP Price” in the table entitled “SUMMARY OF
MEDICARE PRICES COMPARED TO VA, MED-
ICAID, RETAIL, AND FEHP PRICES FOR 16
ITEMS” included in the Testimony of the Inspector
General before the Senate Committee on Appropria-
tions, June 12, 2002, or any subsequent report by the
Inspector General.

(B) SPECIFIED ITEM OR SUPPLY DESCRIBED.—For pur-
poses of subparagraph (A), a specified item or supply
means oxygen and oxygen equipment, standard wheel-
chairs (including standard power wheelchairs), nebulizers,
diabetic supplies consisting of lancets and testing strips,
hospital beds, and air mattresses, but only if the HCPCS
code for the item or supply is identified in a table referred
to in subparagraph (A)(i1).

(C) APPLICATION OF UPDATE TO SPECIAL PAYMENT
AMOUNT.—The covered item update under paragraph (14)
for specified items and supplies for 2006 and each subse-
quent year shall be applied to the payment amount under
subparagraph (A) unless payment is made for such items
and supplies under section 1847.

(b) FEE SCHEDULES FOR RADIOLOGIST SERVICES.—

(1) DEVELOPMENT.—The Secretary shall develop—

(A) a relative value scale to serve as the basis for the
payment for radiologist services under this part, and

(B) using such scale and appropriate conversion fac-
tors and subject to subsection (c)(1)(A), fee schedules (on a
regional, statewide, locality, or carrier service area basis)
for payment for radiologist services under this part, to be
implemented for such services furnished during 1989.

(2) CONSULTATION.—In carrying out paragraph (1), the
Secretary shall regularly consult closely with the Physician
Payment Review Commission, the American College of Radi-
ology, and other organizations representing physicians or sup-
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pliers who furnish radiologist services and shall share with
them the data and data analysis being used to make the deter-
minations under paragraph (1), including data on variations in
current medicare payments by geographic area, and by service
and physician specialty.

(3) CONSIDERATIONS.—In developing the relative value
scale and fee schedules under paragraph (1), the Secretary—

(A) shall take into consideration variations in the cost
of furnishing such services among geographic areas and
among different sites where services are furnished, and

(B) may also take into consideration such other factors
respecting the manner in which physicians in different
specialties furnish such services as may be appropriate to
assure that payment amounts are equitable and designed
to promote effective and efficient provision of radiologist
services by physicians in the different specialties.

(4) SAVINGS.—

(A) BUDGET NEUTRAL FEE SCHEDULES.—The Secretary
shall develop preliminary fee schedules for 1989, which are
designed to result in the same amount of aggregate pay-
ments (net of any coinsurance and deductibles under sec-
tions 1833(a)(1)(J) and 1833(b)) for radiologist services fur-
nished in 1989 as would have been made if this subsection
had not been enacted.

(B) INITIAL SAVINGS.—The fee schedules established
for payment purposes under this subsection for services
furnished in 1989 shall be 97 percent of the amounts per-
mitted under these preliminary fee schedules developed
under subparagraph (A).

(C) 1990 rFEE SCHEDULES.—For radiologist services
(other than portable X-ray services) furnished under this
part during 1990, after March 31 of such year, the conver-
sion factors used under this subsection shall be 96 percent
of the conversion factors that applied under this subsection
as of December 31, 1989.

(D) 1991 FEE SCHEDULES.—For radiologist services
(other than portable X-ray services) furnished under this
part during 1991, the conversion factors used in a locality
under this subsection shall, subject to clause (vii), be re-
duced to the adjusted conversion factor for the locality de-
termined as follows:

(i) NATIONAL WEIGHTED AVERAGE CONVERSION FAC-

TOR.—The Secretary shall estimate the national

weighted average of the conversion factors used under

this subsection for services furnished during 1990 be-
ginning on April 1, using the best available data.
(ii) REDUCED NATIONAL WEIGHTED AVERAGE.—The

national weighted average estimated under clause (i)

shall be reduced by 13 percent.

(iii) COMPUTATION OF 1990 LOCALITY INDEX REL-

ATIVE TO NATIONAL AVERAGE.—The Secretary shall es-

tablish an index which reflects, for each locality, the

ratio of the conversion factor used in the locality under
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this subsection to the national weighted average esti-

mated under clause (i).

(iv) ADJUSTED CONVERSION FACTOR.—The adjusted
conversion factor for the professional or technical com-
ponent of a service in a locality is the sum of ¥z of the
locally-adjusted amount determined under clause (v)
and %2 of the GPCI-adjusted amount determined
under clause (vi).

(v) LOCALLY-ADJUSTED AMOUNT.—For purposes of
clause (iv), the locally adjusted amount determined
under this clause is the product of (I) the national
weighted average conversion factor computed under
clause (ii), and (II) the index value established under
clause (iii) for the locality.

(vi) GPCI-ADJUSTED AMOUNT.—For purposes of
clause (iv), the GPCI-adjusted amount determined
under this clause is the sum of—

(I) the product of (a) the portion of the re-
duced national weighted average conversion factor
computed under clause (ii) which is attributable to
physician work and (b) the geographic work index
value for the locality (specified in Addendum C to
the Model Fee Schedule for Physician Services
(published on September 4, 1990, 55 Federal Reg-
ister pp. 36238-36243)); and

(II) the product of (a) the remaining portion of
the reduced national weighted average conversion
factor computed under clause (ii), and (b) the geo-
graphic practice cost index value specified in sec-
tion 1842(b)(14)(C)(iv) for the locality.

In applying this clause with respect to the professional
component of a service, 80 percent of the conversion
factor shall be considered to be attributable to physi-
cian work and with respect to the technical component
of the service, 0 percent shall be considered to be at-
tributable to physician work.

(vii) LIMITS ON CONVERSION FACTOR.—The conver-
sion factor to be applied to a locality to the profes-
sional or technical component of a service shall not be
reduced under this subparagraph by more than 9.5
percent below the conversion factor applied in the lo-
cality under subparagraph (C) to such component, but
in no case shall the conversion factor be less than 60
percent of the national weighted average of the con-
version factors (computed under clause (i)).

(E) RULE FOR CERTAIN SCANNING SERVICES.—In the
case of the technical components of magnetic resonance
imaging (MRI) services and computer assisted tomography
(CAT) services furnished after December 31, 1990, the
amount otherwise payable shall be reduced by 10 percent.

(F) SUBSEQUENT UPDATING.—For radiologist services
furnished in subsequent years, the fee schedules shall be
the schedules for the previous year updated by the per-
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centage increase in the MEI (as defined in section
1842(1)(3)) for the year.

(G) NONPARTICIPATING PHYSICIANS AND SUPPLIERS.—
Each fee schedule so established shall provide that the
payment rate recognized for nonparticipating physicians
and suppliers is equal to the appropriate percent (as de-
fined in section 1842(b)(4)(A)(iv)) of the payment rate rec-
ognized for participating physicians and suppliers.

(5) LIMITING CHARGES OF NONPARTICIPATING PHYSICIANS

AND SUPPLIERS.—

(A) IN GENERAL.—In the case of radiologist services
furnished after January 1, 1989, for which payment is
made under a fee schedule under this subsection, if a non-
participating physician or supplier furnishes the service to
an individual entitled to benefits under this part, the phy-
sician or supplier may not charge the individual more than
the limiting charge (as defined in subparagraph (B)).

(B) LIMITING CHARGE DEFINED.—In subparagraph (A),
the term “limiting charge” means, with respect to a service
furnished—

(1) in 1989, 125 percent of the amount specified for
the service in the appropriate fee schedule established
under paragraph (1),

(i1) in 1990, 120 percent of the amount specified
for the service in the appropriate fee schedule estab-
lished under paragraph (1), and

(iii) after 1990, 115 percent of the amount speci-
fied for the service in the appropriate fee schedule es-
tablished under paragraph (1).

(C) ENFORCEMENT.—If a physician or supplier know-
ingly and willfully bills in violation of subparagraph (A),
the Secretary may apply sanctions against such physician
or supplier in accordance with section 1842(j)(2) in the
same manner as such sanctions may apply to a physician.
(6) RADIOLOGIST SERVICES DEFINED.—For the purposes of

this subsection and section 1833(a)(1)(J), the term “radiologist
services” only includes radiology services performed by, or
under the direction or supervision of, a physician—

(A) who is certified, or eligible to be certified, by the
American Board of Radiology, or

(B) for whom radiology services account for at least 50
percent of the total amount of charges made under this
part.

(¢) PAYMENT AND STANDARDS FOR SCREENING MAMMOG-
RAPHY.—

(1) IN GENERAL.—With respect to expenses incurred for

screening mammography (as defined in section 1861(jj)), pay-
ment may be made only—

(A) for screening mammography conducted consistent
with the frequency permitted under paragraph (2); and

(B) if the screening mammography is conducted by a
facility that has a certificate (or provisional certificate)
issued under section 354 of the Public Health Service Act.
(2) FREQUENCY COVERED.—
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(A) IN GENERAL.—Subject to revision by the Secretary
under subparagraph (B)—

(i) no payment may be made under this part for
screening mammography performed on a woman
under 35 years of age;

(il) payment may be made under this part for only
one screening mammography performed on a woman
over 34 years of age, but under 40 years of age; and

(iii) in the case of a woman over 39 years of age,
payment may not be made under this part for screen-
ing mammography performed within 11 months fol-
lowing the month in which a previous screening mam-
mography was performed.

(B) REVISION OF FREQUENCY.—

(1) REVIEW.—The Secretary, in consultation with
the Director of the National Cancer Institute, shall re-
view periodically the appropriate frequency for per-
forming screening mammography, based on age and
such other factors as the Secretary believes to be per-
tinent.

(i1) REVISION OF FREQUENCY.—The Secretary, tak-
ing into consideration the review made under clause
(i), may revise from time to time the frequency with
which screening mammography may be paid for under
this subsection.

(d) FREQUENCY LIMITS AND PAYMENT FOR COLORECTAL CANCER
SCREENING TESTS.—

(1) SCREENING FECAL-OCCULT BLOOD TESTS.—

(A) PAYMENT AMOUNT.—The payment amount for
colorectal cancer screening tests consisting of screening
fecal-occult blood tests is equal to the payment amount es-
tablished for diagnostic fecal-occult blood tests under sec-
tion 1833(h).

(B) FREQUENCY LIMIT.—No payment may be made
under this part for a colorectal cancer screening test con-
sisting of a screening fecal-occult blood test—

(i) if the individual is under 50 years of age; or
(i1) if the test is performed within the 11 months
after a previous screening fecal-occult blood test.
(2) SCREENING FLEXIBLE SIGMOIDOSCOPIES.—

(A) FEE SCHEDULE.—With respect to colorectal cancer
screening  tests consisting of screening flexible
sigmoidoscopies, payment under section 1848 shall be con-
sistent with payment under such section for similar or re-
lated services.

(B) PAYMENT LIMIT.—In the case of screening flexible
sigmoidoscopy services, payment under this part shall not
exceed such amount as the Secretary specifies, based upon
the rates recognized for diagnostic flexible sigmoidoscopy
services.

(C) FACILITY PAYMENT LIMIT.—

(i) IN GENERAL.—Notwithstanding subsections

(1)(2)(A) and (t) of section 1833, in the case of screen-
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ing flexible sigmoidoscopy services furnished on or

after January 1, 1999, that—

(I) in accordance with regulations, may be
performed in an ambulatory surgical center and
for which the Secretary permits ambulatory sur-
gical center payments under this part, and

(IT) are performed in an ambulatory surgical
center or hospital outpatient department,

payment under this part shall be based on the lesser
of the amount under the fee schedule that would apply
to such services if they were performed in a hospital
outpatient department in an area or the amount under
the fee schedule that would apply to such services if
they were performed in an ambulatory surgical center
in the same area.

(ii) LIMITATION ON COINSURANCE.—Notwith-
standing any other provision of this title, in the case
of a beneficiary who receives the services described in
clause (i)—

(I) in computing the amount of any applicable
copayment, the computation of such coinsurance
shall be based upon the fee schedule under which
payment is made for the services, and

(IT) the amount of such coinsurance is equal
to 25 percent of the payment amount under the
fee schedule described in subclause (I).

(D) SPECIAL RULE FOR DETECTED LESIONS.—If during
the course of such screening flexible sigmoidoscopy, a le-
sion or growth is detected which results in a biopsy or re-
moval of the lesion or growth, payment under this part
shall not be made for the screening flexible sigmoidoscopy
but shall be made for the procedure classified as a flexible
sigmoidoscopy with such biopsy or removal.

(E) FREQUENCY LIMIT.—No payment may be made
under this part for a colorectal cancer screening test con-
sisting of a screening flexible sigmoidoscopy—

(i) if the individual is under 50 years of age; or

(i) if the procedure is performed within the 47
months after a previous screening flexible
sigmoidoscopy or, in the case of an individual who is
not at high risk for colorectal cancer, if the procedure
is performed within the 119 months after a previous
screening colonoscopy.

(3) SCREENING COLONOSCOPY.—

(A) FEE SCHEDULE.—With respect to colorectal cancer
screening test consisting of a screening colonoscopy, pay-
ment under section 1848 shall be consistent with payment
amounts under such section for similar or related services.

(B) PAYMENT LIMIT.—In the case of screening
colonoscopy services, payment under this part shall not ex-
ceed such amount as the Secretary specifies, based upon
the rates recognized for diagnostic colonoscopy services.

(C) FACILITY PAYMENT LIMIT.—
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(i) IN GENERAL.—Notwithstanding subsections
(1)(2)(A) and (t) of section 1833, in the case of screen-
ing colonoscopy services furnished on or after January
1, 1999, that are performed in an ambulatory surgical
center or a hospital outpatient department, payment
under this part shall be based on the lesser of the
amount under the fee schedule that would apply to
such services if they were performed in a hospital out-
patient department in an area or the amount under
the fee schedule that would apply to such services if
they were performed in an ambulatory surgical center
in the same area.

(ii) LIMITATION ON COINSURANCE.—Notwith-
standing any other provision of this title, in the case
of a beneficiary who receives the services described in
clause (1)—

(I) in computing the amount of any applicable
coinsurance, the computation of such coinsurance
shall be based upon the fee schedule under which
payment is made for the services, and

(IT) the amount of such coinsurance is equal
to 25 percent of the payment amount under the
fee schedule described in subclause (I).

(D) SPECIAL RULE FOR DETECTED LESIONS.—If during
the course of such screening colonoscopy, a lesion or
growth is detected which results in a biopsy or removal of
the lesion or growth, payment under this part shall not be
made for the screening colonoscopy but shall be made for
the procedure classified as a colonoscopy with such biopsy
or removal.

(E) FREQUENCY LIMIT.—No payment may be made
under this part for a colorectal cancer screening test con-
sisting of a screening colonoscopy for individuals at high
risk for colorectal cancer if the procedure is performed
within the 23 months after a previous screening
colonoscopy or for other individuals if the procedure is per-
formed within the 119 months after a previous screening
colonoscopy or within 47 months after a previous screening
flexible sigmoidoscopy.

(e) ACCREDITATION REQUIREMENT FOR ADVANCED DIAGNOSTIC
IMAGING SERVICES.—

(1) IN GENERAL.—

(A) IN GENERAL.—Beginning with January 1, 2012,
with respect to the technical component of advanced diag-
nostic imaging services for which payment is made under
the fee schedule established under section 1848(b) and
that are furnished by a supplier, payment may only be
made if such supplier is accredited by an accreditation or-
ganization designated by the Secretary under paragraph
(2)(B)().

(B) ADVANCED DIAGNOSTIC IMAGING SERVICES DE-
FINED.—In this subsection, the term “advanced diagnostic
imaging services” includes—
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(i) diagnostic magnetic resonance imaging, com-
puted tomography, and nuclear medicine (including
positron emission tomography); and

(i1) such other diagnostic imaging services, includ-
ing services described in section 1848(b)(4)(B) (exclud-
ing X-ray, ultrasound, and fluoroscopy), as specified by
the Secretary in consultation with physician specialty
organizations and other stakeholders.

(C) SUPPLIER DEFINED.—In this subsection, the term
“supplier” has the meaning given such term in section
1861(d).

(2) ACCREDITATION ORGANIZATIONS.—

(A) FACTORS FOR DESIGNATION OF ACCREDITATION OR-
GANIZATIONS.—The Secretary shall consider the following
factors in designating accreditation organizations under
subparagraph (B)(i) and in reviewing and modifying the
list of accreditation organizations designated pursuant to
subparagraph (C):

(i) The ability of the organization to conduct time-
ly reviews of accreditation applications.

(ii) Whether the organization has established a
process for the timely integration of new advanced di-
agnostic imaging services into the organization’s ac-
creditation program.

(iii)) Whether the organization uses random site
visits, site audits, or other strategies for ensuring ac-
credited suppliers maintain adherence to the criteria
described in paragraph (3).

(iv) The ability of the organization to take into ac-
count the capacities of suppliers located in a rural
area (as defined in section 1886(d)(2)(D)).

(v) Whether the organization has established rea-
sonable fees to be charged to suppliers applying for ac-
creditation.

(vi) Such other factors as the Secretary deter-
mines appropriate.

(B) DESIGNATION.—Not later than January 1, 2010,
the Secretary shall designate organizations to accredit sup-
pliers furnishing the technical component of advanced di-
agnostic imaging services. The list of accreditation organi-
zations so designated may be modified pursuant to sub-
paragraph (C).

(C) REVIEW AND MODIFICATION OF LIST OF ACCREDITA-
TION ORGANIZATIONS.—

(1) IN GENERAL.—The Secretary shall review the
list of accreditation organizations designated under
subparagraph (B) taking into account the factors
under subparagraph (A). Taking into account the re-
sults of such review, the Secretary may, by regulation,
modify the list of accreditation organizations des-
ignated under subparagraph (B).

(ii) SPECIAL RULE FOR ACCREDITATIONS DONE
PRIOR TO REMOVAL FROM LIST OF DESIGNATED ACCREDI-
TATION ORGANIZATIONS.—In the case where the Sec-
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retary removes an organization from the list of accred-
itation organizations designated under subparagraph
(B), any supplier that is accredited by the organization
during the period beginning on the date on which the
organization is designated as an accreditation organi-
zation under subparagraph (B) and ending on the date
on which the organization is removed from such list
shall be considered to have been accredited by an or-
ganization designated by the Secretary under subpara-
graph (B) for the remaining period such accreditation
is in effect.

(3) CRITERIA FOR ACCREDITATION.—The Secretary shall es-

tablish procedures to ensure that the criteria used by an ac-
creditation organization designated under paragraph (2)(B) to
evaluate a supplier that furnishes the technical component of
advanced diagnostic imaging services for the purpose of accred-
itation of such supplier is specific to each imaging modality.
Such criteria shall include—

(A) standards for qualifications of medical personnel
who are not physicians and who furnish the technical com-
ponent of advanced diagnostic imaging services;

(B) standards for qualifications and responsibilities of
medical directors and supervising physicians, including
standards that recognize the considerations described in
paragraph (4);

(C) procedures to ensure that equipment used in fur-
nishing the technical component of advanced diagnostic
imaging services meets performance specifications;

(D) standards that require the supplier have proce-
dures in place to ensure the safety of persons who furnish
the technical component of advanced diagnostic imaging
services and individuals to whom such services are fur-
nished,;

(E) standards that require the establishment and
maintenance of a quality assurance and quality control
program by the supplier that is adequate and appropriate
to ensure the reliability, clarity, and accuracy of the tech-
nical quality of diagnostic images produced by such sup-
plier; and

(F) any other standards or procedures the Secretary
determines appropriate.

(4) RECOGNITION IN STANDARDS FOR THE EVALUATION OF

MEDICAL DIRECTORS AND SUPERVISING PHYSICIANS.—The stand-
ards described in paragraph (3)(B) shall recognize whether a
medical director or supervising physician—

July 11, 2012

(A) in a particular specialty receives training in ad-
vanced diagnostic imaging services in a residency program;

(B) has attained, through experience, the necessary ex-
pertise to be a medical director or a supervising physician;

(C) has completed any continuing medical education
courses relating to such services; or

(D) has met such other standards as the Secretary de-
termines appropriate.
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(5) RULE FOR ACCREDITATIONS MADE PRIOR TO DESIGNA-
TION.—In the case of a supplier that is accredited before Janu-
ary 1, 2010, by an accreditation organization designated by the
Secretary under paragraph (2)(B) as of January 1, 2010, such
supplier shall be considered to have been accredited by an or-
ganization designated by the Secretary under such paragraph
as of January 1, 2012, for the remaining period such accredita-
tion is in effect.

(f) REDUCTION IN PAYMENTS FOR PHYSICIAN PATHOLOGY SERV-

ICES DURING 1991.—

(1) IN GENERAL.—For physician pathology services fur-
nished under this part during 1991, the prevailing charges
used in a locality under this part shall be 7 percent below the
prevailing charges used in the locality under this part in 1990
after March 31.

(2) LIMITATION.—The prevailing charge for the technical
and professional components of an2 physician pathology serv-
ice furnished by a physician through an independent labora-
tory shall not be reduced pursuant to paragraph (1) to the ex-
tent that such reduction would reduce such prevailing charge
below 115 percent of the prevailing charge for the professional
component of such service when furnished by a hospital-based
physician in the same locality. For purposes of the preceding
sentence, an independent laboratory is a laboratory that is
independent of a hospital and separate from the attending or
consulting physicians’ office.

(g) PAYMENT FOR OUTPATIENT CRITICAL ACCESS HOSPITAL

SERVICES.—

(1) IN GENERAL.—The amount of payment for outpatient
critical access hospital services of a critical access hospital is
equal to 101 percent of the reasonable costs of the hospital in
providing such services, unless the hospital makes the election
under paragraph (2).

(2) ELECTION OF COST-BASED HOSPITAL OUTPATIENT SERV-
ICE PAYMENT PLUS FEE SCHEDULE FOR PROFESSIONAL SERV-
ICES.—A critical access hospital may elect to be paid for out-
patient critical access hospital services amounts equal to the
sum of the following, less the amount that such hospital may
charge as described in section 1866(a)(2)(A):

(A) FaciLity FEE.—With respect to facility services,
not including any services for which payment may be
made under subparagraph (B), 101 percent of the reason-
able costs of the critical access hospital in providing such
services.

(B) FEE SCHEDULE FOR PROFESSIONAL SERVICES.—With
respect to professional services otherwise included within
outpatient critical access hospital services, 115 percent of
such amounts as would otherwise be paid under this part
if such services were not included in outpatient critical ac-
cess hospital services. Subsections (x) and (y) of section
1833 shall not be taken into account in determining the

2 As in original; possibly should be “a”.
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amounts that would otherwise be paid pursuant to the pre-

ceding sentence.

The Secretary may not require, as a condition for applying sub-
paragraph (B) with respect to a critical access hospital, that
each physician or other practitioner providing professional
services in the hospital must assign billing rights with respect
to such services, except that such subparagraph shall not apply
to those physicians and practitioners who have not assigned
such billing rights.

(3) DISREGARDING CHARGES.—The payment amounts under
this subsection shall be determined without regard to the
amount of the customary or other charge.

(4) TREATMENT OF CLINICAL DIAGNOSTIC LABORATORY SERV-
ICES1.—No coinsurance, deductible, copayment, or other cost-
sharing otherwise applicable under this part shall apply with
respect to clinical diagnostic laboratory services furnished as
an outpatient critical access hospital service. Nothing in this
title shall be construed as providing for payment for clinical di-
agnostic laboratory services furnished as part of outpatient
critical access hospital services, other than on the basis de-
scribed in this subsection. For purposes of the preceding sen-
tence and section 1861(mm)(3), clinical diagnostic laboratory
services furnished by a critical access hospital shall be treated
as being furnished as part of outpatient critical access services
without regard to whether the individual with respect to whom
such services are furnished is physically present in the critical
access hospital, or in a skilled nursing facility or a clinic (in-
cluding a rural health clinic) that is operated by a critical ac-
cess hospital, at the time the specimen is collected.

(5) COVERAGE OF COSTS FOR CERTAIN EMERGENCY ROOM
ON-CALL PROVIDERS.—In determining the reasonable costs of
outpatient critical access hospital services under paragraphs
(1) and (2)(A), the Secretary shall recognize as allowable costs,
amounts (as defined by the Secretary) for reasonable com-
pensation and related costs for physicians, physician assist-
ants, nurse practitioners, and clinical nurse specialists who are
on-call (as defined by the Secretary) to provide emergency serv-
ices but who are not present on the premises of the critical ac-
cess hospital involved, and are not otherwise furnishing serv-
ices covered under this title and are not on-call at any other
provider or facility.

(h) PAYMENT FOR PROSTHETIC DEVICES AND ORTHOTICS AND
PROSTHETICS.—

(1) GENERAL RULE FOR PAYMENT.—

(A) IN GENERAL.—Payment under this subsection for
prosthetic devices and orthotics and prosthetics shall be
made in a lump-sum amount for the purchase of the item
in an amount equal to 80 percent of the payment basis de-
scribed in subparagraph (B).

1The amendment made by section 148(a)(1) of Public Law 110-275 was executed to reflect
the probable intent of Congress. The casing for the first letter of the first word for each of the
stricken and inserted text should have been uppercase.
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(B) PAYMENT BASIS.—Except as provided in subpara-
graphs (C), (E), and (H)(i), the payment basis described in
this subparagraph is the lesser of—

(i) the actual charge for the item; or

(i1) the amount recognized under paragraph (2) as
the purchase price for the item.

(C) EXCEPTION FOR CERTAIN PUBLIC HOME HEALTH
AGENCIES.—Subparagraph (B)(i) shall not apply to an item
furnished by a public home health agency (or by another
home health agency which demonstrates to the satisfaction
of the Secretary that a significant portion of its patients
ar% 1low income) free of charge or at nominal charges to the
public.

(D) EXCLUSIVE PAYMENT RULE.—Subject to subpara-
graph (H)(ii), this subsection shall constitute the exclusive
provision of this title for payment for prosthetic devices,
orthotics, and prosthetics under this part or under part A
to a home health agency.

(E) EXCEPTION FOR CERTAIN ITEMS.—Payment for
ostomy supplies, tracheostomy supplies, and urologicals
shall be made in accordance with subparagraphs (B) and
(C) of section 1834(a)(2).

(F) SPECIAL PAYMENT RULES FOR CERTAIN PROSTHETICS
AND CUSTOM-FABRICATED ORTHOTICS.—

(i) IN GENERAL.—No payment shall be made under
this subsection for an item of custom-fabricated
orthotics described in clause (ii) or for an item of pros-
thetics unless such item is—

(I) furnished by a qualified practitioner; and

(IT) fabricated by a qualified practitioner or a
qualified supplier at a facility that meets such cri-
teria as the Secretary determines appropriate.

(i1) DESCRIPTION OF CUSTOM-FABRICATED ITEM.—

(I) IN GENERAL.—An item described in this
clause is an item of custom-fabricated orthotics
that requires education, training, and experience
to custom-fabricate and that is included in a list
established by the Secretary in subclause (II).
Such an item does not include shoes and shoe in-
serts.

(II) List or ITEMS.—The Secretary, in con-
sultation with appropriate experts in orthotics (in-
cluding national organizations representing manu-
facturers of orthotics), shall establish and update
as appropriate a list of items to which this sub-
paragraph applies. No item may be included in
such list unless the item is individually fabricated
for the patient over a positive model of the pa-
tient.

(ili) QUALIFIED PRACTITIONER DEFINED.—In this
subparagraph, the term “qualified practitioner” means
a physician or other individual who—

(I) is a qualified physical therapist or a quali-
fied occupational therapist;
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(IT) in the case of a State that provides for the
licensing of orthotics and prosthetics, is licensed
in orthotics or prosthetics by the State in which
the item is supplied; or

(ITT) in the case of a State that does not pro-
vide for the licensing of orthotics and prosthetics,
is specifically trained and educated to provide or
manage the provision of prosthetics and custom-
designed or -fabricated orthotics, and is certified
by the American Board for Certification in
Orthotics and Prosthetics, Inc. or by the Board for
Orthotist/Prosthetist Certification, or is
credentialed and approved by a program that the
Secretary determines, in consultation with appro-
priate experts in orthotics and prosthetics, has
training and education standards that are nec-
essary to provide such prosthetics and orthotics.
(iv) QUALIFIED SUPPLIER DEFINED.—In this sub-

paragraph, the term “qualified supplier” means any
entity that is accredited by the American Board for
Certification in Orthotics and Prosthetics, Inc. or by
the Board for Orthotist/Prosthetist Certification, or ac-
credited and approved by a program that the Sec-
retary determines has accreditation and approval
standards that are essentially equivalent to those of

such Board.
(G) REPLACEMENT OF PROSTHETIC DEVICES AND
PARTS.—

(i) IN GENERAL.—Payment shall be made for the
replacement of prosthetic devices which are artificial
limbs, or for the replacement of any part of such de-
vices, without regard to continuous use or useful life-
time restrictions if an ordering physician determines
that the provision of a replacement device, or a re-
placement part of such a device, is necessary because
of any of the following:

(I) A change in the physiological condition of
the patient.

(IT) An irreparable change in the condition of
the device, or in a part of the device.

(ITT) The condition of the device, or the part of
the device, requires repairs and the cost of such
repairs would be more than 60 percent of the cost
of a replacement device, or, as the case may be, of
the part being replaced.

(ii) CONFIRMATION MAY BE REQUIRED IF DEVICE OR
PART BEING REPLACED IS LESS THAN 3 YEARS OLD.—If
a physician determines that a replacement device, or
a replacement part, is necessary pursuant to clause
(D—

(I) such determination shall be controlling;
and
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(II) such replacement device or part shall be
deemed to be reasonable and necessary for pur-
poses of section 1862(a)(1)(A);

except that if the device, or part, being replaced is less
than 3 years old (calculated from the date on which
the beneficiary began to use the device or part), the
Secretary may also require confirmation of necessity of
the replacement device or replacement part, as the
case may be.

(H) APPLICATION OF COMPETITIVE ACQUISITION TO

ORTHOTICS; LIMITATION OF INHERENT REASONABLENESS AU-
THORITY.—In the case of orthotics described in paragraph
(2)(C) of section 1847(a) furnished on or after January 1,
2009, subject to subsection (a)(1)(G), that are included in a
competitive acquisition program in a competitive acquisi-
tion area under such section—

(i) the payment basis under this subsection for
such orthotics furnished in such area shall be the pay-
ment basis determined under such competitive acqui-
sition program; and

(i1) the Secretary may use information on the pay-
ment determined under such competitive acquisition
programs to adjust the payment amount otherwise
recognized under subparagraph (B)(ii) for an area that
is not a competitive acquisition area under section
1847, and in the case of such adjustment, paragraphs
(8) and (9) of section 1842(b) shall not be applied.

(2) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graph (1), the amount that is recognized under this paragraph
as the purchase price for prosthetic devices, orthotics, and
prosthetics is the amount described in subparagraph (C) of this
paragraph, determined as follows:

(A) COMPUTATION OF LOCAL PURCHASE PRICE.—Each

carrier under section 1842 shall compute a base local pur-
chase price for the item as follows:

(1) The carrier shall compute a base local purchase
price for each item equal to the average reasonable
charge in the locality for the purchase of the item for
the 12-month period ending with June 1987.

(i1)) The carrier shall compute a local purchase
price, with respect to the furnishing of each particular
item—

(I) in 1989 and 1990, equal to the base local
purchase price computed under clause (i) in-
creased by the percentage increase in the con-
sumer price index for all urban consumers (United
States city average) for the 6-month period ending
with December 1987, or

(I) in 1991, 1992 or 1993, equal to the local
purchase price computed under this clause for the
previous year increased by the applicable percent-
age increase for the year.

(B) COMPUTATION OF REGIONAL PURCHASE PRICE.—

With respect to the furnishing of a particular item in each
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region (as defined by the Secretary), the Secretary shall

compute a regional purchase price—

(i) for 1992, equal to the average (weighted by rel-
ative volume of all claims among carriers) of the local
purchase prices for the carriers in the region computed
under subparagraph (A)@ii)(II) for the year, and

(ii) for each subsequent year, equal to the regional
purchase price computed under this subparagraph for
the previous year increased by the applicable percent-
age increase for the year.

(C) PURCHASE PRICE RECOGNIZED.—For purposes of
paragraph (1) and subject to subparagraph (D), the
amount that is recognized under this paragraph as the
purchase price for each item furnished—

(1) in 1989, 1990, or 1991, is 100 percent of the
}K:)?l)purchase price computed under subparagraph

ii);

(i1) in 1992, is the sum of (I) 75 percent of the
local purchase price computed under subparagraph
(A)Gi)II) for 1992, and (II) 25 percent of the regional
purchase price computed under subparagraph (B) for
1992;

(iii) in 1993, is the sum of (I) 50 percent of the
local purchase price computed under subparagraph
(A)Gi)II) for 1993, and (II) 50 percent of the regional
purchase price computed under subparagraph (B) for
1993; and

(iv) in 1994 or a subsequent year, is the regional
purchase price computed under subparagraph (B) for
that year.

(D) RANGE ON AMOUNT RECOGNIZED.—The amount
that is recognized under subparagraph (C) as the purchase
price for an item furnished—

(i) in 1992, may not exceed 125 percent, and may
not be lower than 85 percent, of the average of the
purchase prices recognized under such subparagraph
for all the carrier service areas in the United States
in that year; and

(i) in a subsequent year, may not exceed 120 per-
cent, and may not be lower than 90 percent, of the av-
erage of the purchase prices recognized under such
subparagraph for all the carrier service areas in the
United States in that year.

(3) APPLICABILITY OF CERTAIN PROVISIONS RELATING TO DU-
RABLE MEDICAL EQUIPMENT.—Paragraphs (12) and (17) and
subparagraphs (A) and (B) of paragraph (10) and paragraph
(11) of subsection (a) shall apply to prosthetic devices,
orthotics, and prosthetics in the same manner as such provi-
sions apply to covered items under such subsection.

(4) DEFINITIONS.—In this subsection—

(A) the term “applicable percentage increase” means—

(i) for 1991, O percent;

(i1) for 1992 and 1993, the percentage increase in
the consumer price index for all urban consumers
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(United States city average) for the 12-month period

ending with June of the previous year;

(i1i) for 1994 and 1995, 0 percent;

(iv) for 1996 and 1997, the percentage increase in
the consumer price index for all urban consumers
(United States city average) for the 12-month period
ending with June of the previous year;

(v) for each of the years 1998 through 2000, 1 per-
cent;

(vi) for 2001, the percentage increase in the con-
sumer price index for all urban consumers (U.S. city
average) for the 12-month period ending with June
2000;

(vii) for 2002, 1 percent;

(viii) for 2003, the percentage increase in the con-
sumer price index for all urban consumers (United
States city average) for the 12-month period ending
with June of the previous year;

(ix) for 2004, 2005, and 2006, 0 percent;

(x) for for! each of 2007 through 2010, the per-
centage increase in the consumer price index for all
urban consumers (United States city average) for the
12-month period ending with June of the previous
year; and

(xi) for 2011 and each subsequent year—

(I) the percentage increase in the consumer
price index for all urban consumers (United States
city average) for the 12-month period ending with
June of the previous year, reduced by—

(IT) the productivity adjustment described in
section 1886(b)(3)(B)(xi)(ID).

(B) the term “prosthetic devices” has the meaning
given such term in section 1861(s)(8), except that such
term does not include parenteral and enteral nutrition nu-
trients, supplies, and equipment and does not include an
implantable item for which payment may be made under
section 1833(t); and

(C) the term “orthotics and prosthetics” has the mean-
ing given such term in section 1861(s)(9) (and includes
shoes described in section 1861(s)(12)), but does not in-
clude intraocular lenses or medical supplies (including
catheters, catheter supplies, ostomy bags, and supplies re-
lated to ostomy care) furnished by a home health agency
under section 1861(m)(5).

The application of subparagraph (A)(xi)(II) may result in the
applicable percentage increase under subparagraph (A) being
less than 0.0 for a year, and may result in payment rates
under this subsection for a year being less than such payment
rates for the preceding year.

(i) PAYMENT FOR SURGICAL DRESSINGS.—

(1) IN GENERAL.—Payment under this subsection for sur-

gical dressings (described in section 1861(s)(5)) shall be made

1S0 in law. See amendment made by section 3401(n)(1)(B) of Public Law 111-148.
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in a lump sum amount for the purchase of the item in an
amount equal to 80 percent of the lesser of—

(A) the actual charge for the item; or

(B) a payment amount determined in accordance with
the methodology described in subparagraphs (B) and (C) of
subsection (a)(2) (except that in applying such method-
ology, the national limited payment amount referred to in
such subparagraphs shall be initially computed based on
local payment amounts using average reasonable charges
for the 12-month period ending December 31, 1992, in-
creased by the covered item updates described in such sub-
section for 1993 and 1994).
(2) EXCEPTIONS.—Paragraph (1) shall not apply to surgical

dressings that are—

(A) furnished as an incident to a physician’s profes-
sional service; or
(B) furnished by a home health agency.

(j) REQUIREMENTS FOR SUPPLIERS OF MEDICAL EQUIPMENT AND
SUPPLIES.—

(1) ISSUANCE AND RENEWAL OF SUPPLIER NUMBER.—

(A) PAYMENT.—Except as provided in subparagraph
(C), no payment may be made under this part after the
date of the enactment of the Social Security Act Amend-
ments of 1994 for items furnished by a supplier of medical
equipment and supplies unless such supplier obtains (and
renews at such intervals as the Secretary may require) a
supplier number.

(B) STANDARDS FOR POSSESSING A SUPPLIER NUMBER.—
A supplier may not obtain a supplier number unless—

(i) for medical equipment and supplies furnished
on or after the date of the enactment of the Social Se-
curity Act Amendments of 1994 and before January 1,
1996, the supplier meets standards prescribed by the
Secretary in regulations issued on June 18, 1992; and

(i) for medical equipment and supplies furnished
on or after January 1, 1996, the supplier meets re-
vised standards prescribed by the Secretary (in con-
sultation with representatives of suppliers of medical
equipment and supplies, carriers, and consumers) that
shall include requirements that the supplier—

(I) comply with all applicable State and Fed-
eral licensure and regulatory requirements;

(IT) maintain a physical facility on an appro-
priate site;

(IIT) have proof of appropriate liability insur-
ance; and

(IV) meet such other requirements as the Sec-
retary may specify.

(C) EXCEPTION FOR ITEMS FURNISHED AS INCIDENT TO
A PHYSICIAN’S SERVICE.—Subparagraph (A) shall not apply
with respect to medical equipment and supplies furnished
incident to a physician’s service.

(D) PROHIBITION AGAINST MULTIPLE SUPPLIER NUM-
BERS.—The Secretary may not issue more than one sup-
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plier number to any supplier of medical equipment and
supplies unless the issuance of more than one number is
appropriate to identify subsidiary or regional entities
under the supplier’s ownership or control.

(E) PROHIBITION AGAINST DELEGATION OF SUPPLIER DE-
TERMINATIONS.—The Secretary may not delegate (other
than by contract under section 1842) the responsibility to
determine whether suppliers meet the standards necessary
to obtain a supplier number.

(2) CERTIFICATES OF MEDICAL NECESSITY.—

(A) LIMITATION ON INFORMATION PROVIDED BY SUP-
PLIERS ON CERTIFICATES OF MEDICAL NECESSITY.—

(1) IN GENERAL.—Effective 60 days after the date
of the enactment of the Social Security Act Amend-
ments of 1994, a supplier of medical equipment and
supplies may distribute to physicians, or to individuals
entitled to benefits under this part, a certificate of
medical necessity for commercial purposes which con-
tains no more than the following information com-
pleted by the supplier:

(I) An identification of the supplier and the
beneficiary to whom such medical equipment and
supplies are furnished.

(IT) A description of such medical equipment
and supplies.

(ITI) Any product code identifying such med-
ical equipment and supplies.

(IV) Any other administrative information
(other than information relating to the bene-
ficiary’s medical condition) identified by the Sec-
retary.

(ii) INFORMATION ON PAYMENT AMOUNT AND
CHARGES.—If a supplier distributes a certificate of
medical necessity containing any of the information
permitted to be supplied under clause (i), the supplier
shall also list on the certificate of medical necessity
the fee schedule amount and the supplier’s charge for
the medical equipment or supplies being furnished
prior to distribution of such certificate to the physi-
cian.

(iii) PENALTY.—Any supplier of medical equipment
and supplies who knowingly and willfully distributes a
certificate of medical necessity in violation of clause (i)
or fails to provide the information required under
clause (ii) is subject to a civil money penalty in an
amount not to exceed $1,000 for each such certificate
of medical necessity so distributed. The provisions of
section 1128A (other than subsections (a) and (b))
shall apply to civil money penalties under this sub-
paragraph in the same manner as they apply to a pen-
alty or proceeding under section 1128A(a).

(B) DEFINITION.—For purposes of this paragraph, the
term “certificate of medical necessity” means a form or
other document containing information required by the
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carrier to be submitted to show that an item is reasonable

and necessary for the diagnosis or treatment of illness or

injury or to improve the functioning of a malformed body
member.

(3) COVERAGE AND REVIEW CRITERIA.—The Secretary shall
annually review the coverage and utilization of items of med-
ical equipment and supplies to determine whether such items
should be made subject to coverage and utilization review cri-
teria, and if appropriate, shall develop and apply such criteria
to such items.

(4) LIMITATION ON PATIENT LIABILITY.—If a supplier of
medical equipment and supplies (as defined in paragraph
(5))—

(A) furnishes an item or service to a beneficiary for
which no payment may be made by reason of paragraph
(1);

(B) furnishes an item or service to a beneficiary for
which payment is denied in advance under subsection
(a)(15); or

(C) furnishes an item or service to a beneficiary for
which payment is denied under section 1862(a)(1);

any expenses incurred for items and services furnished to an
individual by such a supplier not on an assigned basis shall be
the responsibility of such supplier. The individual shall have
no financial responsibility for such expenses and the supplier
shall refund on a timely basis to the individual (and shall be
liable to the individual for) any amounts collected from the in-
dividual for such items or services. The provisions of subsection
(a)(18) shall apply to refunds required under the previous sen-
tence in the same manner as such provisions apply to refunds
under such subsection.

(5) DEFINITION.—The term “medical equipment and sup-
plies” means—

(A) durable medical equipment (as defined in section
1861(n));

(B) prosthetic devices (as described in section
1861(s)(8));

(C) orthotics and prosthetics (as described in section
1861(s)(9));

(D) surgical dressings (as described in section
1861(s)(5));

(E) such other items as the Secretary may determine;
and

(F) for purposes of paragraphs (1) and (3)—

(i) home dialysis supplies and equipment (as de-
scribed in section 1861(s)(2)(F)),

(i1) immunosuppressive drugs (as described in sec-
tion 1861(s)(2)(J)),

(iii) therapeutic shoes for diabetics (as described

in section 1861(s)(12)),

(iv) oral drugs prescribed for use as an anticancer
therapeutic agent (as described in section
1861(s)(2)(Q)), and
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(v) self-administered erythropoetin (as described
in section 1861(s)(2)(P)).
(k) PAYMENT FOR OUTPATIENT THERAPY SERVICES AND COM-

PREHENSIVE OUTPATIENT REHABILITATION SERVICES.—

(1) IN GENERAL.—With respect to services described in sec-
tion 1833(a)(8) or 1833(a)(9) for which payment is determined
under this subsection, the payment basis shall be—

(A) for services furnished during 1998, the amount de-
termined under paragraph (2); or
(B) for services furnished during a subsequent year, 80
percent of the lesser of—
(i) the actual charge for the services, or
(i1) the applicable fee schedule amount (as defined
in paragraph (3)) for the services.

(2) PAYMENT IN 1998 BASED UPON ADJUSTED REASONABLE
cOSTS.—The amount under this paragraph for services is the
lesser of—

(A) the charges imposed for the services, or
(B) the adjusted reasonable costs (as defined in para-
graph (4)) for the services,
less 20 percent of the amount of the charges imposed for such
services.

(3) APPLICABLE FEE SCHEDULE AMOUNT.—In this sub-
section, the term “applicable fee schedule amount” means, with
respect to services furnished in a year, the amount determined
under the fee schedule established under section 1848 for such
services furnished during the year or, if there is no such fee
schedule established for such services, the amount determined
under the fee schedule established for such comparable serv-
ices as the Secretary specifies.

(4) ADJUSTED REASONABLE COSTS.—In paragraph (2), the
term “adjusted reasonable costs” means, with respect to any
services, reasonable costs determined for such services, re-
duced by 10 percent. The 10-percent reduction shall not apply
to services described in section 1833(a)(8)(B) (relating to serv-
ices provided by hospitals).

(5) UNIFORM CODING.—For claims for services submitted
on or after April 1, 1998, for which the amount of payment is
determined under this subsection, the claim shall include a
code (or codes) under a uniform coding system specified by the
Secretary that identifies the services furnished.

(6) RESTRAINT ON BILLING.—The provisions of subpara-
graphs (A) and (B) of section 1842(b)(18) shall apply to therapy
services for which payment is made under this subsection in
the same manner as they apply to services provided by a prac-
titioner described in section 1842(b)(18)(C).

(1) ESTABLISHMENT OF FEE SCHEDULE FOR AMBULANCE SERV-

ICES.—

(1) IN GENERAL.—The Secretary shall establish a fee sched-
ule for payment for ambulance services whether provided di-
rectly by a supplier or provider or under arrangement with a
provider under this part through a negotiated rulemaking proc-
ess described in title 5, United States Code, and in accordance
with the requirements of this subsection.
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(2) CONSIDERATIONS.—In establishing such fee schedule,
the Secretary shall—

(A) establish mechanisms to control increases in ex-
penditures for ambulance services under this part;

(B) establish definitions for ambulance services which
link payments to the type of services provided;

(C) consider appropriate regional and operational dif-
ferences;

(D) consider adjustments to payment rates to account
for inflation and other relevant factors; and

(E) phase in the application of the payment rates
under the fee schedule in an efficient and fair manner con-
sistent with paragraph (11), except that such phase-in
shall provide for full payment of any national mileage rate
for ambulance services provided by suppliers that are paid
by carriers in any of the 50 States where payment by a
carrier for such services for all such suppliers in such
State did not, prior to the implementation of the fee sched-
ule, include a separate amount for all mileage within the
county from which the beneficiary is transported.

(3) SAVINGS.—In establishing such fee schedule, the Sec-
retary shall—

(A) ensure that the aggregate amount of payments
made for ambulance services under this part during 2000
does not exceed the aggregate amount of payments which
would have been made for such services under this part
during such year if the amendments made by section
4531(a) of the Balanced Budget Act of 1997 continued in
effect, except that in making such determination the Sec-
retary shall assume an update in such payments for 2002
equal to percentage increase in the consumer price index
for all urban consumers (U.S. city average) for the 12-
month period ending with June of the previous year re-
duced in the case of 2002 by 1.0 percentage points;

(B) set the payment amounts provided under the fee
schedule for services furnished in 2001 and each subse-
quent year at amounts equal to the payment amounts
under the fee schedule for services furnished during the
previous year, increased, subject to subparagraph (C) and
the succeeding sentence of this paragraph, by the percent-
age increase in the consumer price index for all urban con-
sumers (U.S. city average) for the 12-month period ending
with June of the previous year reduced in the case of 2002
by 1.0 percentage points; and

(C) for 2011 and each subsequent year, after deter-
mining the percentage increase under subparagraph (B)
for the year, reduce such percentage increase by the pro-
ductivity adjustment described in section
1886(b)(3)(B)(xi)II).

The application of subparagraph (C) may result in the percent-
age increase under subparagraph (B) being less than 0.0 for a
year, and may result in payment rates under the fee schedule
under this subsection for a year being less than such payment
rates for the preceding year.



FACOMP\SSA\TITLE18B

July 11, 2012

199

TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 1834

(4) CONSULTATION.—In establishing the fee schedule for
ambulance services under this subsection, the Secretary shall
consult with various national organizations representing indi-
viduals and entities who furnish and regulate ambulance serv-
ices and share with such organizations relevant data in estab-
lishing such schedule.

(5) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869 or otherwise of the
amounts established under the fee schedule for ambulance
services under this subsection, including matters described in
paragraph (2).

(6) RESTRAINT ON BILLING.—The provisions of subpara-
graphs (A) and (B) of section 1842(b)(18) shall apply to ambu-
lance services for which payment is made under this sub-
section in the same manner as they apply to services provided
by a practitioner described in section 1842(b)(18)(C).

(7) CODING SYSTEM.—The Secretary may require the claim
for any services for which the amount of payment is deter-
mined under this subsection to include a code (or codes) under
a uniform coding system specified by the Secretary that identi-
fies the services furnished.

(8) SERVICES FURNISHED BY CRITICAL ACCESS HOSPITALS.—
Notwithstanding any other provision of this subsection, the
Secretary shall pay 101 percent of the reasonable costs in-
curred in furnishing ambulance services if such services are
furnished—

(A) by a critical access hospital (as defined in section

1861(mm)(1)), or

(B) by an entity that is owned and operated by a crit-
ical access hospital,
but only if the critical access hospital or entity is the only pro-
vider or supplier of ambulance services that is located within
a 35-mile drive of such critical access hospital.

(9) TRANSITIONAL ASSISTANCE FOR RURAL PROVIDERS.—In
the case of ground ambulance services furnished on or after
July 1, 2001, and before January 1, 2004, for which the trans-
portation originates in a rural area (as defined in section
1886(d)(2)(D)) or in a rural census tract of a metropolitan sta-
tistical area (as determined under the most recent modification
of the Goldsmith Modification, originally published in the Fed-
eral Register on February 27, 1992 (57 Fed. Reg. 6725)), the
fee schedule established under this subsection shall provide
that, with respect to the payment rate for mileage for a trip
above 17 miles, and up to 50 miles, the rate otherwise estab-
lished shall be increased by not less than %2 of the additional
payment per mile established for the first 17 miles of such a
trip originating in a rural area.

(10) PHASE-IN PROVIDING FLOOR USING BLEND OF FEE
SCHEDULE AND REGIONAL FEE SCHEDULES.—In carrying out the
phase-in under paragraph (2)(E) for each level of ground serv-
ice furnished in a year, the portion of the payment amount
that is based on the fee schedule shall be the greater of the
amount determined under such fee schedule (without regard to
this paragraph) or the following blended rate of the fee sched-
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ule under paragraph (1) and of a regional fee schedule for the
region involved:
(A) For 2004 (for services furnished on or after July 1,
2004), the blended rate shall be based 20 percent on the
fee schedule under paragraph (1) and 80 percent on the re-
gional fee schedule.
(B) For 2005, the blended rate shall be based 40 per-
cent on the fee schedule under paragraph (1) and 60 per-
cent on the regional fee schedule.
(C) For 2006, the blended rate shall be based 60 per-
cent on the fee schedule under paragraph (1) and 40 per-
cent on the regional fee schedule.
(D) For 2007, 2008, and 2009, the blended rate shall
be based 80 percent on the fee schedule under paragraph
(1) and 20 percent on the regional fee schedule.
(E) For 2010 and each succeeding year, the blended
rate shall be based 100 percent on the fee schedule under
paragraph (1).
For purposes of this paragraph, the Secretary shall establish
a regional fee schedule for each of the nine census divisions
(referred to in section 1886(d)(2)) using the methodology (used
in establishing the fee schedule under paragraph (1)) to cal-
culate a regional conversion factor and a regional mileage pay-
ment rate and using the same payment adjustments and the
same relative value units as used in the fee schedule under
such paragraph.

(11) ADJUSTMENT IN PAYMENT FOR CERTAIN LONG TRIPS.—
In the case of ground ambulance services furnished on or after
July 1, 2004, and before January 1, 2009, regardless of where
the transportation originates, the fee schedule established
under this subsection shall provide that, with respect to the
payment rate for mileage for a trip above 50 miles the per mile
rate otherwise established shall be increased by Y4 of the pay-
ment per mile otherwise applicable to miles in excess of 50
miles in such trip.

(12) ASSISTANCE FOR RURAL PROVIDERS FURNISHING SERV-
ICES IN LOW POPULATION DENSITY AREAS.—

(A) IN GENERAL.—In the case of ground ambulance
services furnished on or after July 1, 2004, and before Jan-
uary 1, 2013, for which the transportation originates in a
qualified rural area (identified under subparagraph
(B)(ii1)), the Secretary shall provide for a percent increase
in the base rate of the fee schedule for a trip established
under this subsection. In establishing such percent in-
crease, the Secretary shall estimate the average cost per
trip for such services (not taking into account mileage) in
the lowest quartile as compared to the average cost per
trip for such services (not taking into account mileage) in
the highest quartile of all rural county populations.

(B) IDENTIFICATION OF QUALIFIED RURAL AREAS.—

(i) DETERMINATION OF POPULATION DENSITY IN

AREA.—Based upon data from the United States de-

cennial census for the year 2000, the Secretary shall
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determine, for each rural area, the population density

for that area.

(i1) RANKING OF AREAS.—The Secretary shall rank
each such area based on such population density.

(iii) IDENTIFICATION OF QUALIFIED RURAL AREAS.—
The Secretary shall identify those areas (in subpara-
graph (A) referred to as “qualified rural areas”) with
the lowest population densities that represent, if each
such area were weighted by the population of such
area (as used in computing such population densities),
an aggregate total of 25 percent of the total of the pop-
ulation of all such areas.

(iv) RURAL AREA.—For purposes of this paragraph,
the term “rural area” has the meaning given such
term in section 1886(d)(2)(D). If feasible, the Secretary
shall treat a rural census tract of a metropolitan sta-
tistical area (as determined under the most recent
modification of the Goldsmith Modification, originally
published in the Federal Register on February 27,
1992 (57 Fed. Reg. 6725) as a rural area for purposes
of this paragraph.

(v) JubpICIAL REVIEW.—There shall be no adminis-
trative or judicial review under section 1869, 1878, or
otherwise, respecting the identification of an area
under this subparagraph.

(13) TEMPORARY INCREASE FOR GROUND AMBULANCE SERV-
ICES.—

(A) IN GENERAL.—After computing the rates with re-
spect to ground ambulance services under the other appli-
cable provisions of this subsection, in the case of such serv-
ices furnished on or after July 1, 2004, and before January
1, 2007, and for such services furnished on or after July
1, 2008, and before January 1, 2013, for which the trans-
portation originates in—

(i) a rural area described in paragraph (9) or in a
rural census tract described in such paragraph, the fee
schedule established under this section shall provide
that the rate for the service otherwise established,
after the application of any increase under paragraphs
(11) and (12), shall be increased by 2 percent (or 3 per-
cent if such service is furnished on or after July 1,
2008, and before January 1, 2013); and

(i) an area not described in clause (i), the fee
schedule established under this subsection shall pro-
vide that the rate for the service otherwise estab-
lished, after the application of any increase under
paragraph (11), shall be increased by 1 percent (or 2
percent if such service is furnished on or after July 1,
2008, and before January 1, 2013).

(B) APPLICATION OF INCREASED PAYMENTS AFTER APPLI-
CABLE PERIOD.—The increased payments under subpara-
graph (A) shall not be taken into account in calculating
payments for services furnished after the applicable period
specified in such subparagraph.
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(14) PROVIDING APPROPRIATE COVERAGE OF RURAL AIR AM-

BULANCE SERVICES.—

(A) IN GENERAL.—The regulations described in section
1861(s)(7) shall provide, to the extent that any ambulance
services (whether ground or air) may be covered under
such section, that a rural air ambulance service (as defined
in subparagraph (C)) is reimbursed under this subsection
at the air ambulance rate if the air ambulance service—

(1) is reasonable and necessary based on the
health condition of the individual being transported at
or immediately prior to the time of the transport; and

(i) complies with equipment and crew require-
ments established by the Secretary.

(B) SATISFACTION OF REQUIREMENT OF MEDICALLY NEC-
ESSARY.—The requirement of subparagraph (A)(i) is
deemed to be met for a rural air ambulance service if—

(1) subject to subparagraph (D), such service is re-
quested by a physician or other qualified medical per-
sonnel (as specified by the Secretary) who certifies or
reasonably determines that the individual’s condition
is such that the time needed to transport the indi-
vidual by land or the instability of transportation by
land poses a threat to the individual’s survival or seri-
ously endangers the individual’s health; or

(i1) such service is furnished pursuant to a pro-
tocol that is established by a State or regional emer-
gency medical service (EMS) agency and recognized or
approved by the Secretary under which the use of an
air ambulance is recommended, if such agency does
not have an ownership interest in the entity fur-
nishing such service.

(C) RURAL AIR AMBULANCE SERVICE DEFINED.—For
purposes of this paragraph, the term “rural air ambulance
service” means fixed wing and rotary wing air ambulance
service in which the point of pick up of the individual oc-
curs in a rural area (as defined in section 1886(d)(2)(D)) or
in a rural census tract of a metropolitan statistical area
(as determined under the most recent modification of the
Goldsmith Modification, originally published in the Fed-
eral Register on February 27, 1992 (57 Fed. Reg. 6725)).

(D) LIMITATION.—

(i) IN GENERAL.—Subparagraph (B)(i) shall not
apply if there is a financial or employment relation-
ship between the person requesting the rural air am-
bulance service and the entity furnishing the ambu-
lance service, or an entity under common ownership
with the entity furnishing the air ambulance service,
or a financial relationship between an immediate fam-
ily member of such requester and such an entity.

(i1) EXCEPTION.—Where a hospital and the entity
furnishing rural air ambulance services are under
common ownership, clause (i) shall not apply to remu-
neration (through employment or other relationship)
by the hospital of the requester or immediate family
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member if the remuneration is for provider-based phy-

sician services furnished in a hospital (as described in

section 1887) which are reimbursed under part A and
the amount of the remuneration is unrelated directly
or indirectly to the provision of rural air ambulance
services.

(m) PAYMENT FOR TELEHEALTH SERVICES.—

(1) IN GENERAL.—The Secretary shall pay for telehealth
services that are furnished via a telecommunications system by
a physician (as defined in section 1861(r)) or a practitioner (de-
scribed in section 1842(b)(18)(C)) to an eligible telehealth indi-
vidual enrolled under this part notwithstanding that the indi-
vidual physician or practitioner providing the telehealth serv-
ice is not at the same location as the beneficiary. For purposes
of the preceding sentence, in the case of any Federal telemedi-
cine demonstration program conducted in Alaska or Hawaii,
the term “telecommunications system” includes store-and-for-
ward technologies that provide for the asynchronous trans-
mission of health care information in single or multimedia for-
mats.

(2) PAYMENT AMOUNT.—

(A) DISTANT SITE.—The Secretary shall pay to a physi-
cian or practitioner located at a distant site that furnishes
a telehealth service to an eligible telehealth individual an
amount equal to the amount that such physician or practi-
tioner would have been paid under this title had such serv-
ice been furnished without the use of a telecommuni-
cations system.

(B) FACILITY FEE FOR ORIGINATING SITE.—With respect
to a telehealth service, subject to section 1833(a)(1)(U),
there shall be paid to the originating site a facility fee
equal to—

(i) for the period beginning on October 1, 2001,
and ending on December 31, 2001, and for 2002, $20;
and

(i1) for a subsequent year, the facility fee specified
in clause (i) or this clause for the preceding year in-
creased by the percentage increase in the MEI (as de-
fined in section 1842(i)(3)) for such subsequent year.
(C) TELEPRESENTER NOT REQUIRED.—Nothing in this

subsection shall be construed as requiring an eligible tele-
health individual to be presented by a physician or practi-
tioner at the originating site for the furnishing of a service
via a telecommunications system, unless it is medically
necessary (as determined by the physician or practitioner
at the distant site).

(3) LIMITATION ON BENEFICIARY CHARGES.—

(A) PHYSICIAN AND PRACTITIONER.—The provisions of
section 1848(g) and subparagraphs (A) and (B) of section
1842(b)(18) shall apply to a physician or practitioner re-
ceiving payment under this subsection in the same manner
as they apply to physicians or practitioners under such
sections.
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(B) ORIGINATING SITE.—The provisions of section
1842(b)(18) shall apply to originating sites receiving a fa-
cility fee in the same manner as they apply to practi-
tioners under such section.

(4) DEFINITIONS.—For purposes of this subsection:

(A) Di1STANT SITE.—The term “distant site” means the
site at which the physician or practitioner is located at the
time the service is provided via a telecommunications sys-
tem.

(B) ELIGIBLE TELEHEALTH INDIVIDUAL.—The term “eli-
gible telehealth individual” means an individual enrolled
under this part who receives a telehealth service furnished
at an originating site.

(C) ORIGINATING SITE.—

(i) IN GENERAL.—The term “originating site”
means only those sites described in clause (ii) at which
the eligible telehealth individual is located at the time
the service is furnished via a telecommunications sys-
tem and only if such site is located—

() in an area that is designated as a rural
health professional shortage area under section
332(a)(1)(A) of the Public Health Service Act (42
U.S.C. 254e(a)(1)(A));

(II) in a county that is not included in a Met-
ropolitan Statistical Area; or

(ITT) from an entity that participates in a Fed-
eral telemedicine demonstration project that has
been approved by (or receives funding from) the
Secretary of Health and Human Services as of De-
cember 31, 2000.

(i) SrTEs DESCRIBED.—The sites referred to in
clause (i) are the following sites:

(I) The office of a physician or practitioner.

(IT) A critical access hospital (as defined in
section 1861(mm)(1)).

(ITII) A rural health clinic (as defined in sec-
tion 1861(aa)(2)).

(IV) A Federally qualified health center (as
defined in section 1861(aa)(4)).

(V) A hospital (as defined in section 1861(e)).

(VI) A hospital-based or critical access hos-
pital-based renal dialysis center (including sat-
ellites).

(VII) A skilled nursing facility (as defined in
section 1819(a)).

(VIII) A community mental health center (as
defined in section 1861(ff)(3)(B)).

(D) PHYSICIAN.—The term “physician” has the mean-
ing given that term in section 1861(r).

(E) PRACTITIONER.—The term “practitioner” has the
meaning given that term in section 1842(b)(18)(C).

(F) TELEHEALTH SERVICE.—

(1) IN GENERAL.—The term “telehealth service”
means professional consultations, office visits, and of-

July 11, 2012
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fice psychiatry services (identified as of July 1, 2000,
by HCPCS codes 99241-99275, 99201-99215, 90804—
90809, and 90862 (and as subsequently modified by
the Secretary)), and any additional service specified by
the Secretary.

(i1) YEARLY UPDATE.—The Secretary shall estab-
lish a process that provides, on an annual basis, for
the addition or deletion of services (and HCPCS
codes), as appropriate, to those specified in clause (i)
for authorized payment under paragraph (1).

(n) AUTHORITY TO MODIFY OR ELIMINATE COVERAGE OF CER-

TAIN PREVENTIVE SERVICES.—Notwithstanding any other provision
of this title, effective beginning on January 1, 2010, if the Secretary
determines appropriate, the Secretary may—

(1) modify—

(A) the coverage of any preventive service described in
subparagraph (A) of section 1861(ddd)(3) to the extent that
such modification is consistent with the recommendations
of the United States Preventive Services Task Force; and

(B) the services included in the initial preventive
physical examination described in subparagraph (B) of
such section; and
(2) provide that no payment shall be made under this title

for a preventive service described in subparagraph (A) of such
section that has not received a grade of A, B, C, or I by such
Task Force.

(0) DEVELOPMENT AND IMPLEMENTATION OF PROSPECTIVE PAY-

MENT SYSTEM.—

(1) DEVELOPMENT.—

(A) IN GENERAL.—The Secretary shall develop a pro-
spective payment system for payment for Federally quali-
fied health center services furnished by Federally qualified
health centers under this title. Such system shall include
a process for appropriately describing the services fur-
nished by Federally qualified health centers and shall es-
tablish payment rates for specific payment codes based on
such appropriate descriptions of services. Such system
shall be established to take into account the type, inten-
sity, and duration of services furnished by Federally quali-
fied health centers. Such system may include adjustments,
including geographic adjustments, determined appropriate
by the Secretary.

(B) COLLECTION OF DATA AND EVALUATION.—By not
later than January 1, 2011, the Secretary shall require
Federally qualified health centers to submit to the Sec-
retary such information as the Secretary may require in
order to develop and implement the prospective payment
system under this subsection, including the reporting of
services using HCPCS codes.

(2) IMPLEMENTATION.—

(A) INn GENERAL.—Notwithstanding section
1833(a)(3)(A), the Secretary shall provide, for cost report-
ing periods beginning on or after October 1, 2014, for pay-
ments of prospective payment rates for Federally qualified
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health center services furnished by Federally qualified
health centers under this title in accordance with the pro-
spective payment system developed by the Secretary under
paragraph (1).

(B) PAYMENTS.—

(1) INITIAL PAYMENTS.—The Secretary shall imple-
ment such prospective payment system so that the es-
timated aggregate amount of prospective payment
rates (determined prior to the application of section
1833(a)(1)(Z)) under this title for Federally qualified
health center services in the first year that such sys-
tem is implemented is equal to 100 percent of the esti-
mated amount of reasonable costs (determined without
the application of a per visit payment limit or produc-
tivity screen and prior to the application of section
1866(a)(2)(A)(ii)) that would have occurred for such
services under this title in such year if the system had
not been implemented.

(i) PAYMENTS IN SUBSEQUENT YEARS.—Payment
rates in years after the year of implementation of such
system shall be the payment rates in the previous
year increased—

(I) in the first year after implementation of
such system, by the percentage increase in the

MEI (as defined in section 1842(i)(3)) for the year

involved; and

(IT) in subsequent years, by the percentage in-
crease in a market basket of Federally qualified
health center goods and services as promulgated
through regulations, or if such an index is not
available, by the percentage increase in the MEI

(as defined in section 1842(i)(3)) for the year in-

volved.

(C) PREPARATION FOR PPS IMPLEMENTATION.—Notwith-
standing any other provision of law, the Secretary may es-
tablish and implement by program instruction or other-
wise the payment codes to be used under the prospective
payment system under this section.

PROCEDURE FOR PAYMENT OF CLAIMS OF PROVIDERS OF SERVICES

SeEc. 1835. [42 U.S.C. 1395n] (a) Except as provided in sub-
sections (b), (¢), and (e), payment for services described in section
1832(a)(2) furnished an individual may be made only to providers
of services which are eligible therefor under section 1866(a), and
only if—

(1) written request, signed by such individual, except in
cases in which the Secretary finds it impracticable for the indi-
vidual to do so, is filed for such payment in such form, in such
manner and by such person or persons as the Secretary may
by regulation prescribe, no later than the close of the period
ending 1 calendar year after the date of service; and

(2) a physician, or, in the case of services described in sub-
paragraph (A), a physician enrolled under section 1866(j), cer-
tifies (and recertifies, where such services are furnished over
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a period of time, in such cases, with such frequency, and ac-
companied by such supporting material, appropriate to the
case involved, as may be provided by regulations) that—

(A) in the case of home health services (i) such serv-
ices are or were required because the individual is or was
confined to his home (except when receiving items and
services referred to in section 1861(m)(7)) and needs or
needed skilled nursing care (other than solely
venipuncture for the purpose of obtaining a blood sample)
on an intermittent basis or physical or speech therapy or,
in the case of an individual who has been furnished home
health services based on such a need and who no longer
has such a need for such care or therapy, continues or con-
tinued to need occupational therapy, (ii) a plan for fur-
nishing such services to such individual has been estab-
lished and is periodically reviewed by a physician, (iii)
such services are or were furnished while the individual is
or was under the care of a physician, and (iv) in the case
of a certification after January 1, 2010, prior to making
such certification the physician must document that the
physician, or a nurse practitioner or clinical nurse spe-
cialist (as those terms are defined in section 1861(aa)(5))
who is working in collaboration with the physician in ac-
cordance with State law, or a certified nurse-midwife (as
defined in section 1861(gg)) as authorized by State law, or
a physician assistant (as defined in section 1861(aa)(5))
under the supervision of the physician, has had a face-to-
face encounter (including through use of telehealth and
other than with respect to encounters that are incident to
services involved) with the individual during the 6-month
period preceding such certification, or other reasonable
timeframe as determined by the Secretary;

(B) in the case of medical and other health services,
except services described in subparagraphs (B), (C), and
(D) of section 1861(s)(2), such services are or were medi-
cally required;

(C) in the case of outpatient physical therapy services
or outpatient occupational therapy services, (i) such serv-
ices are or were required because the individual needed
physical therapy services or occupational therapy services,
respectively, (ii) a plan for furnishing such services has
been established by a physician or by the qualified phys-
ical therapist or qualified occupational therapist, respec-
tively, providing such services and is periodically reviewed
by a physician, and (iii) such services are or were fur-
nished while the individual is or was under the care of a
physician;

(D) in the case of outpatient speech pathology services,
(i) such services are or were required because the indi-
vidual needed speech pathology services, (ii) a plan for fur-
nishing such services has been established by a physician
or by the speech pathologist providing such services and is
periodically reviewed by a physician, and (iii) such services
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are or were furnished while the individual is or was under
the care of a physician;

(E) in the case of comprehensive outpatient rehabilita-
tion facility services, (i) such services are or were required
because the individual needed skilled rehabilitation serv-
ices, (ii) a plan for furnishing such services has been estab-
lished and is periodically reviewed by a physician, and (iii)
such services are or were furnished while the individual is
or was under the care of a physician; and

(F) in the case of partial hospitalization services, (i)
the individual would require inpatient psychiatric care in
the absence of such services, (i) an individualized, written
plan for furnishing such services has been established by
a physician and is reviewed periodically by a physician,
and (ii1) such services are or were furnished while the indi-
vidual is or was under the care of a physician.

For purposes of this section, the term “provider of services”
shall include a clinic, rehabilitation agency, or public health
agency if, in the case of a clinic or rehabilitation agency, such
clinic or agency meets the requirements of section
1861(p)(4)(A) (or meets the requirements of such section
through the operation of subsection (g) or (11)(2) of section
1861), or if, in the case of a public health agency, such agency
meets the requirements of section 1861(p)(4)(B) (or meets the
requirements of such section through the operation of sub-
section (g) or (11)(2) of section 1861), but only with respect to
the furnishing of outpatient physical therapy services (as
therein defined) or (through the operation of subsection (g) or
(I)X(2) of section 1861) with respect to the furnishing of out-
patient occupational therapy services or outpatient speech-lan-
guage pathology services, respectively.
To the extent provided by regulations, the certification and recer-
tification requirements of paragraph (2) shall be deemed satisfied
where, at a later date, a physician makes a certification of the kind
provided in subparagraph (A) or (B) of paragraph (2) (whichever
would have applied), but only where such certification is accom-
panied by such medical and other evidence as may be required by
such regulations. With respect to the physician certification re-
quired by paragraph (2) for home health services furnished to any
individual by a home health agency (other than an agency which
is a governmental entity) and with respect to the establishment
and review of a plan for such services, the Secretary shall prescribe
regulations which shall become effective no later than July 1, 1981,
and which prohibit a physician who has a significant ownership in-
terest in, or a significant financial or contractual relationship with,
such home health agency from performing such certification and
from establishing or reviewing such plan, except that such prohibi-
tion shall not apply with respect to a home health agency which
is a sole community home health agency (as determined by the Sec-
retary). For purposes of the preceding sentence, service by a physi-
cian as an uncompensated officer or director of a home health agen-
cy shall not constitute having a significant ownership interest in,
or a significant financial or contractual relationship with, such
agency. For purposes of paragraph (2)(A), an individual shall be
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considered to be “confined to his home” if the individual has a con-
dition, due to an illness or injury, that restricts the ability of the
individual to leave his or her home except with the assistance of
another individual or the aid of a supportive device (such as crutch-
es, a cane, a wheelchair, or a walker), or if the individual has a
condition such that leaving his or her home is medically contra-
indicated. While an individual does not have to be bedridden to be
considered “confined to his home”, the condition of the individual
should be such that there exists a normal inability to leave home
and that leaving home requires a considerable and taxing effort by
the individual. Any absence of an individual from the home attrib-
utable to the need to receive health care treatment, including reg-
ular absences for the purpose of participating in therapeutic, psy-
chosocial, or medical treatment in an adult day-care program that
is licensed or certified by a State, or accredited, to furnish adult
day-care services in the State shall not disqualify an individual
from being considered to be “confined to his home”. Any other ab-
sence of an individual from the home shall not so disqualify an in-
dividual if the absence is of infrequent or of relatively short dura-
tion. For purposes of the preceding sentence, any absence for the
purpose of attending a religious service shall be deemed to be an
absence of infrequent or short duration. In applying paragraph (1),
the Secretary may specify exceptions to the 1 calendar year period
specified in such paragraph.

(b)(1) Payment may also be made to any hospital for services
described in section 1861(s) furnished as an outpatient service by
a hospital or by others under arrangements made by it to an indi-
vidual entitled to benefits under this part even though such hos-
pital does not have an agreement in effect under this title if (A)
such services were emergency services, (B) the Secretary would be
required to make such payment if the hospital had such an agree-
ment in effect and otherwise met the conditions of payment here-
under, and (C) such hospital has made an election pursuant to sec-
tion 1814(d)(1)(C) with respect to the calendar year in which such
emergency services are provided. Such payments shall be made
only in the amounts provided under section 1833(a)(2) and then
only if such hospital agrees to comply, with respect to the emer-
gency services provided, with the provisions of section 1866(a).

(2) Payment may also be made on the basis of an itemized bill
to an individual for services described in paragraph (1) of this sub-
section if (A) payment cannot be made under such paragraph (1)
solely because the hospital does not elect, in accordance with sec-
tion 1814(d)(1)(C), to claim such payments and (B) such individual
files application (submitted within such time and in such form and
manner, and containing and supported by such information as the
Secretary shall by regulations prescribe) for reimbursement. The
amounts payable under this paragraph shall, subject to the provi-
sions of section 1833, be equal to 80 percent of the hospital’s rea-
sonable charges for such services.

(c) Notwithstanding the provisions of this section and sections
1832, 1833, and 1866(a)(1)(A), a hospital or a critical access hos-
pital may, subject to such limitations as may be prescribed by regu-
lations, collect from an individual the customary charges for serv-
ices specified in section 1861(s) and furnished to him by such hos-
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pital as an outpatient, but only if such charges for such services do
not exceed the applicable supplementary medical insurance deduct-
ible, and such customary charges shall be regarded as expenses in-
curred by such individual with respect to which benefits are pay-
able in accordance with section 1833(a)(1). Payments under this
title to hospitals which have elected to make collections from indi-
viduals in accordance with the preceding sentence shall be adjusted
periodically to place the hospital in the same position it would have
been had it instead been reimbursed in accordance with section
1833(a)(2) (or, in the case of a critical access hospital, in accordance
with section 1833(a)(6)).

(d) Subject to section 1880, no payment may be made under
this part to any Federal provider of services or other Federal agen-
cy, except a provider of services which the Secretary determines is
providing services to the public generally as a community institu-
tion or agency; and no such payment may be made to any provider
of services or other person for any item or service which such pro-
vider or person is obligated by a law of, or a contract with, the
United States to render at public expense.

(e) For purposes of services (1) which are inpatient hospital
services by reason of paragraph (7) of section 1861(b) or for which
entitlement exists by reason of clause (II) of section 1832(a)(2)(B)(i),
and (2) for which the reasonable cost thereof is determined under
section 1861(v)(1)(D) (or would be if section 1886 did not apply),
payment under this part shall be made to such fund as may be des-
ignated by the organized medical staff of the hospital in which such
services were furnished or, if such services were furnished in such
hospital by the faculty of a medical school, to such fund as may be
designated by such faculty, but only if—

(A) such hospital has an agreement with the Secretary
under section 1866, and

(B) the Secretary has received written assurances that (i)
such payment will be used by such fund solely for the improve-
ment of care to patients in such hospital or for educational or
charitable purposes and (ii) the individuals who were furnished
such services or any other persons will not be charged for such
services (or if charged provision will be made for return of any
moneys incorrectly collected).

ELIGIBLE INDIVIDUALS

SEC. 1836. [42 U.S.C. 13950] Every individual who—
(1) is entitled to hospital insurance benefits under part A,
or
(2) has attained age 65 and is a resident of the United
States, and is either (A) a citizen or (B) an alien lawfully ad-
mitted for permanent residence who has resided in the United
States continuously during the 5 years immediately preceding
the month in which he applies for enrollment under this part,
is eligible to enroll in the insurance program established by this
part.

July 11, 2012
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ENROLLMENT PERIODS

SEc. 1837. [42 U.S.C. 1395p] (a) An individual may enroll in
the insurance program established by this part only in such man-
ner and form as may be prescribed by regulations, and only during
an enrollment period prescribed in or under this section.

[(b) Repealed.]

(c) In the case of individuals who first satisfy paragraph (1) or
(2) of section 1836 before March 1, 1966, the initial general enroll-
ment period shall begin on the first day of the second month which
begins after the date of enactment of this title and shall end on
May 31, 1966. For purposes of this subsection and subsection (d),
an individual who has attained age 65 and who satisfies paragraph
(1) of section 1836 but not paragraph (2) of such section shall be
treated as satisfying such paragraph (1) on the first day on which
he is (or on filing application would have been) entitled to hospital
insurance benefits under part A.

(d) In the case of an individual who first satisfies paragraph
(1) or (2) of section 1836 on or after March 1, 1966, his initial en-
rollment period shall begin on the first day of the third month be-
fore the month in which he first satisfies such paragraphs and
shall end seven months later. Where the Secretary finds that an
individual who has attained age 65 failed to enroll under this part
during his initial enrollment period (based on a determination by
the Secretary of the month in which such individual attained age
65), because such individual (relying on documentary evidence) was
mistaken as to his correct date of birth, the Secretary shall estab-
lish for such individual an initial enrollment period based on his
attaining age 65 at the time shown in such documentary evidence
(with a coverage period determined under section 1838 as though
he had attained such age at that time).

(e) There shall be a general enrollment period during the pe-
riod beginning on January 1 and ending on March 31 of each year.

(f) Any individual—

(1) who is eligible under section 1836 to enroll in the med-
ical insurance program by reason of entitlement to hospital in-
surance benefits as described in paragraph (1) of such section,
and

(2) whose initial enrollment period under subsection (d) be-
gins after March 31, 1973, and

(3) who is residing in the United States, exclusive of Puer-
to Rico,

shall be deemed to have enrolled in the medical insurance program
established by this part.

(g) All of the provisions of this section shall apply to individ-
uals satisfying subsection (f), except that—

(1) in the case of an individual who satisfies subsection (f)
by reason of entitlement to disability insurance benefits de-
scribed in section 226(b), his initial enrollment period shall
begin on the first day of the later of (A) April 1973 or (B) the
third month before the 25th month of such entitlement, and
shall reoccur with each continuous period of eligibility (as de-
fined in section 1839(d)) and upon attainment of age 65;
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(2)(A) in the case of an individual who is entitled to
monthly benefits under section 202 or 223 on the first day of
his initial enrollment period or becomes entitled to monthly
benefits under section 202 during the first 3 months of such
period, his enrollment shall be deemed to have occurred in the
third month of his initial enrollment period, and

(B) in the case of an individual who is not entitled to bene-
fits under section 202 on the first day of his initial enrollment
period and does not become so entitled during the first 3
months of such period, his enrollment shall be deemed to have
occurred in the month in which he files the application estab-
lishing his entitlement to hospital insurance benefits provided
such filing occurs during the last 4 months of his initial enroll-
ment period; and

(3) in the case of an individual who would otherwise sat-
isfy subsection (f) but does not establish his entitlement to hos-
pital insurance benefits until after the last day of his initial
enrollment period (as defined in subsection (d) of this section),
his enrollment shall be deemed to have occurred on the first
day of the earlier of the then current or immediately suc-
ceeding general enrollment period (as defined in subsection (e)
of this section).

(h) In any case where the Secretary finds that an individual’s
enrollment or nonenrollment in the insurance program established
by this part or part A pursuant to section 1818 is unintentional,
inadvertent, or erroneous and is the result of the error, misrepre-
sentation, or inaction of an officer, employee, or agent of the Fed-
eral Government, or its instrumentalities, the Secretary may take
such action (including the designation for such individual of a spe-
cial initial or subsequent enrollment period, with a coverage period
determined on the basis thereof and with appropriate adjustments
of premiums) as may be necessary to correct or eliminate the ef-
fects of such error, misrepresentation, or inaction.

(1)(1) In the case of an individual who—

(A) at the time the individual first satisfies paragraph (1)
or (2) of section 1836, is enrolled in a group health plan de-
scribed in section 1862(b)(1)(A)(v) by reason of the individual’s
(or the individual’s spouse’s) current employment status, and

(B) has elected not to enroll (or to be deemed enrolled)
under this section during the individual’s initial enrollment pe-
riod,

there shall be a special enrollment period described in paragraph
(8). In the case of an individual not described in the previous sen-
tence who has not attained the age of 65, at the time the individual
first satisfies paragraph (1) of section 1836, is enrolled in a large
group health plan (as that term is defined in section
1862(b)(1)(B)(iii)) by reason of the individual’s current employment
status (or the current employment status of a family member of the
individual), and has elected not to enroll (or to be deemed enrolled)
under this section during the individual’s initial enrollment period,
there shall be a special enrollment period described in paragraph
(3)(B).
(2) In the case of an individual who—
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(A)3) has enrolled (or has been deemed to have enrolled)
in the medical insurance program established under this part
during the individual’s initial enrollment period, or (ii) is an in-
dividual described in paragraph (1)(A);

(B) has enrolled in such program during any subsequent
special enrollment period under this subsection during which
the individual was not enrolled in a group health plan de-
scribed in section 1862(b)(1)(A)(v) by reason of the individual’s
(or individual’s spouse’s) current employment status; and

(C) has not terminated enrollment under this section at
any time at which the individual is not enrolled in such a
group health plan by reason of the individual’s (or individual’s
spouse’s) current employment status,

there shall be a special enrollment period described in paragraph
(3). In the case of an individual not described in the previous sen-
tence who has not attained the age of 65, has enrolled (or has been
deemed to have enrolled) in the medical insurance program estab-
lished under this part during the individual’s initial enrollment pe-
riod, or is an individual described in the second sentence of para-
graph (1), has enrolled in such program during any subsequent
special enrollment period under this subsection during which the
individual was not enrolled in a large group health plan (as that
term is defined in section 1862(b)(1)(B)(iii)) by reason of the indi-
vidual’s current employment status (or the current employment
status of a family member of the individual), and has not termi-
nated enrollment under this section at any time at which the indi-
vidual is not enrolled in such a large group health plan by reason
of the individual’s current employment status (or the current em-
ployment status of a family member of the individual), there shall
be a special enrollment period described in paragraph (3)(B).

(8)(A) The special enrollment period referred to in the first sen-
tences of paragraphs (1) and (2) is the period including each month
during any part of which the individual is enrolled in a group
health plan described in section 1862(b)(1)(A)(v) by reason of cur-
rent employment status ending with the last day of the eighth con-
secutive month in which the individual is at no time so enrolled.

(B) The special enrollment period referred to in the second sen-
tences of paragraphs (1) and (2) is the period including each month
during any part of which the individual is enrolled in a large group
health plan (as that term is defined in section 1862(b)(1)(B)(iii)) by
reason of the individual’s current employment status (or the cur-
rent employment status of a family member of the individual) end-
ing with the last day of the eighth consecutive month in which the
individual is at no time so enrolled.

(4)(A) In the case of an individual who is entitled to benefits
under part A pursuant to section 226(b) and—

(i) who at the time the individual first satisfies paragraph
(1) of section 1836—

(I) is enrolled in a group health plan described in sec-
tion 1862(b)(1)(A)(v) by reason of the individual’s current
or former employment or by reason of the current or
former employment status of a member of the individual’s
family, and
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(II) has elected not to enroll (or to be deemed enrolled)
under this section during the individual’s initial enroll-
ment period; and
(ii) whose continuous enrollment under such group health

plan is involuntarily terminated at a time when the enrollment

under the plan is not by reason of the individual’s current em-
ployment or by reason of the current employment of a member
of the individual’s family,
there shall be a special enrollment period described in subpara-
graph (B).

(B) The special enrollment period referred to in subparagraph
(A) is the 6-month period beginning on the first day of the month
which includes the date of the enrollment termination described in
subparagraph (A)Gi).

(j) In applying this section in the case of an individual who is
entitled to benefits under part A pursuant to the operation of sec-
tion 226(h), the following special rules apply:

(1) The initial enrollment period under subsection (d) shall
begin on the first day of the first month in which the indi-
vidual satisfies the requirement of section 1836(1).

(2) In applying subsection (g)(1), the initial enrollment pe-
riod shall begin on the first day of the first month of entitle-
ment to disability insurance benefits referred to in such sub-
section.

(k)(1) In the case of an individual who—

(A) at the time the individual first satisfies paragraph (1)
or (2) of section 1836, is described in paragraph (3), and has
elected not to enroll (or to be deemed enrolled) under this sec-
tion during the individual’s initial enrollment period; or

(B) has terminated enrollment under this section during a
month in which the individual is described in paragraph (3),

there shall be a special enrollment period described in paragraph
(2).

(2) The special enrollment period described in this paragraph
is the 6-month period beginning on the first day of the month
which includes the date that the individual is no longer described
in paragraph (3).

(3) For purposes of paragraph (1), an individual described in
this paragraph is an individual who—

(A) is serving as a volunteer outside of the United States
through a program—

(i) that covers at least a 12-month period; and

(i) that is sponsored by an organization described in
section 501(c)(3) of the Internal Revenue Code of 1986 and
exempt from taxation under section 501(a) of such Code;
and
(B) demonstrates health insurance coverage while serving

in the program.

(1)(1) In the case of any individual who is a covered beneficiary
(as defined in section 1072(5) of title 10, United States Code) at the
time the individual is entitled to part A under section 226(b) or sec-
tion 226A and who is eligible to enroll but who has elected not to
enroll (or to be deemed enrolled) during the individual’s initial en-
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rollment period, there shall be a special enrollment period de-
scribed in paragraph (2).

(2) The special enrollment period described in this paragraph,
with respect to an individual, is the 12-month period beginning on
the day after the last day of the initial enrollment period of the in-
dividual or, if later, the 12-month period beginning with the month
the individual is notified of enrollment under this section.

(3) In the case of an individual who enrolls during the special
enrollment period provided under paragraph (1), the coverage pe-
riod under this part shall begin on the first day of the month in
which the individual enrolls, or, at the option of the individual, the
first month after the end of the individual’s initial enrollment pe-
riod.

(4) An individual may only enroll during the special enrollment
period provided under paragraph (1) one time during the individ-
ual’s lifetime.

(5) The Secretary shall ensure that the materials relating to
coverage under this part that are provided to an individual de-
scribed in paragraph (1) prior to the individual’s initial enrollment
period contain information concerning the impact of not enrolling
under this part, including the impact on health care benefits under
tChed TRICARE program under chapter 55 of title 10, United States

ode.

(6) The Secretary of Defense shall collaborate with the Sec-
retary of Health and Human Services and the Commissioner of So-
cial Security to provide for the accurate identification of individuals
described in paragraph (1). The Secretary of Defense shall provide
such individuals with notification with respect to this subsection.
The Secretary of Defense shall collaborate with the Secretary of
Health and Human Services and the Commissioner of Social Secu-
rity to ensure appropriate follow up pursuant to any notification
provided under the preceding sentence.

COVERAGE PERIOD

SEc. 1838. [42 U.S.C. 1395q] (a) The period during which an
individual is entitled to benefits under the insurance program es-
tablished by this part (hereinafter referred to as his “coverage pe-
riod”) shall begin on whichever of the following is the latest:

(1) July 1, 1966, or (in the case of a disabled individual
who has not attained age 65) July 1, 1973; or

(2)(A) in the case of an individual who enrolls pursuant to
subsection (d) of section 1837 before the month in which he
first satisfies paragraph (1) or (2) of section 1836, the first day
of such month, or

(B) in the case of an individual who enrolls pursuant to
such subsection (d) in the month in which he first satisfies
such paragraph, the first day of the month following the month
in which he so enrolls, or

(C) in the case of an individual who enrolls pursuant to
such subsection (d) in the month following the month in which
he first satisfies such paragraph, the first day of the second
month following the month in which he so enrolls, or

(D) in the case of an individual who enrolls pursuant to
such subsection (d) more than one month following the month
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in which he satisfies such paragraph, the first day of the third

month following the month in which he so enrolls, or

(E) in the case of an individual who enrolls pursuant to
subsection (e) of section 1837, the July 1 following the month
in which he so enrolls; or

(3)(A) in the case of an individual who is deemed to have
enrolled on or before the last day of the third month of his ini-
tial enrollment period, the first day of the month in which he
first meets the applicable requirements of section 1836 or July
1, 1973, whichever is later, or

(B) in the case of an individual who is deemed to have en-
rolled on or after the first day of the fourth month of his initial
enrollment period, as prescribed under subparagraphs (B), (C),
(D), and (E) of paragraph (2) of this subsection.

(b) An individual’s coverage period shall continue until his en-
rollment has been terminated—

(1) by the filing of notice that the individual no longer
wishes to participate in the insurance program established by
this part, or

(2) for nonpayment of premiums.

The termination of a coverage period under paragraph (1) shall (ex-
cept as otherwise provided in section 1843(e)) take effect at the
close of the month following the month in which the notice is filed.
The termination of a coverage period under paragraph (2) shall
take effect on a date determined under regulations, which may be
determined so as to provide a grace period in which overdue pre-
miums may be paid and coverage continued. The grace period de-
termined under the preceding sentence shall not exceed 90 days;
except that it may be extended to not to exceed 180 days in any
case where the Secretary determines that there was good cause for
failure to pay the overdue premiums within such 90-day period.

Where an individual who is deemed to have enrolled for med-
ical insurance pursuant to section 1837(f) files a notice before the
first day of the month in which his coverage period begins advising
that he does not wish to be so enrolled, the termination of the cov-
erage period resulting from such deemed enrollment shall take ef-
fect with the first day of the month the coverage would have been
effective. Where an individual who is deemed enrolled for medical
insurance benefits pursuant to section 1837(f) files a notice re-
questing termination of his deemed coverage in or after the month
in which such coverage becomes effective, the termination of such
coverage shall take effect at the close of the month following the
month in which the notice is filed.

(c) In the case of an individual satisfying paragraph (1) of sec-
tion 1836 whose entitlement to hospital insurance benefits under
part A is based on a disability rather than on his having attained
the age of 65, his coverage period (and his enrollment under this
part) shall be terminated as of the close of the last month for which
he is entitled to hospital insurance benefits.

(d) No payments may be made under this part with respect to
the expenses of an individual unless such expenses were incurred
by such individual during a period which, with respect to him, is
a coverage period.
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(e) Notwithstanding subsection (a), in the case of an individual
who enrolls during a special enrollment period pursuant to section
1837(i)(3) or 1837(1)(4)(B)—

(1) in any month of the special enrollment period in which
the individual is at any time enrolled in a plan (specified in
subparagraph (A) or (B), as applicable, of section 1837(i)(3) or
specified in section 1837(1)(4)(A)(i)) or in the first month fol-
lowing such a month, the coverage period shall begin on the
first day of the month in which the individual so enrolls (or,
at the option of the individual, on the first day of any of the
following three months), or

(2) in any other month of the special enrollment period,
the coverage period shall begin on the first day of the month
following the month in which the individual so enrolls.

(f) Notwithstanding subsection (a), in the case of an individual
who enrolls during a special enrollment period pursuant to section
1837(k), the coverage period shall begin on the first day of the
month following the month in which the individual so enrolls.

AMOUNTS OF PREMIUMS

SEC. 1839. [42 U.S.C. 1395r] (a)(1) The Secretary shall, during
September of 1983 and of each year thereafter, determine the
monthly actuarial rate for enrollees age 65 and over which shall be
applicable for the succeeding calendar year. Such actuarial rate
shall be the amount the Secretary estimates to be necessary so that
the aggregate amount for such calendar year with respect to those
enrollees age 65 and older will equal one-half of the total of the
benefits and administrative costs which he estimates will be pay-
able from the Federal Supplementary Medical Insurance Trust
Fund for services performed and related administrative costs in-
curred in such calendar year with respect to such enrollees. In cal-
culating the monthly actuarial rate, the Secretary shall include an
appropriate amount for a contingency margin. In applying this
paragraph there shall not be taken into account additional pay-
ments under section 1848(o) and section 1853(1)(3) and the Govern-
ment contribution under section 1844(a)(3).

(2) The monthly premium of each individual enrolled under
this part for each month after December 1983 shall be the amount
determined under paragraph (3), adjusted as required in accord-
ance with subsections (b), (¢), (f), and (i), and to reflect any credit
provided under section 1854(b)(1)(C)(ii1)III).

(8) The Secretary, during September of each year, shall deter-
mine and promulgate a monthly premium rate for the succeeding
calendar year that (except as provided in subsection (g)) is equal
to 50 percent of the monthly actuarial rate for enrollees age 65 and
over, determined according to paragraph (1), for that succeeding
calendar year. Whenever the Secretary promulgates the dollar
amount which shall be applicable as the monthly premium rate for
any period, he shall, at the time such promulgation is announced,
issue a public statement setting forth the actuarial assumptions
and bases employed by him in arriving at the amount of an ade-
quate actuarial rate for enrollees age 65 and older as provided in
paragraph (1).
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(4) The Secretary shall also, during September of 1983 and of
each year thereafter, determine the monthly actuarial rate for dis-
abled enrollees under age 65 which shall be applicable for the suc-
ceeding calendar year. Such actuarial rate shall be the amount the
Secretary estimates to be necessary so that the aggregate amount
for such calendar year with respect to disabled enrollees under age
65 will equal one-half of the total of the benefits and administra-
tive costs which he estimates will be payable from the Federal Sup-
plementary Medical Insurance Trust Fund for services performed
and related administrative costs incurred in such calendar year
with respect to such enrollees. In calculating the monthly actuarial
rate under this paragraph, the Secretary shall include an appro-
priate amount for a contingency margin.

(b) In the case of an individual whose coverage period began
pursuant to an enrollment after his initial enrollment period (de-
termined pursuant to subsection (c) or (d) of section 1837) and not
pursuant to a special enrollment period under subsection (i)(4) or
(1) of section 1837, the monthly premium determined under sub-
section (a) (without regard to any adjustment under subsection (i))
shall be increased by 10 percent of the monthly premium so deter-
mined for each full 12 months (in the same continuous period of
eligibility) in which he could have been but was not enrolled. For
purposes of the preceding sentence, there shall be taken into ac-
count (1) the months which elapsed between the close of his initial
enrollment period and the close of the enrollment period in which
he enrolled, plus (in the case of an individual who reenrolls)2 (2)
the months which elapsed between the date of termination of a pre-
vious coverage period and the close of the enrollment period in
which he reenrolled, but there shall not be taken into account
months for which the individual can demonstrate that the indi-
vidual was enrolled in a group health plan described in section
1862(b)(1)(A)(v) by reason of the individual’s (or the individual’s
spouse’s) current employment or months during which the indi-
vidual has not attained the age of 65 and for which the individual
can demonstrate that the individual was enrolled in a large group
health plan as an active individual (as those terms are defined in
section 1862(b)(1)(B)(iii)) or months for which the individual can
demonstrate that the individual was an individual described in sec-
tion 1837(k)(3). Any increase in an individual’s monthly premium
under the first sentence of this subsection with respect to a par-
ticular continuous period of eligibility shall not be applicable with
respect to any other continuous period of eligibility which such in-
dividual may have. No increase in the premium shall be effected
for a month in the case of an individual who enrolls under this part
during 2001, 2002, 2003, or 2004 and who demonstrates to the Sec-
retary before December 31, 2004, that the individual is a covered
beneficiary (as defined in section 1072(5) of title 10, United States
Code). The Secretary of Health and Human Services shall consult
with the Secretary of Defense in identifying individuals described
in the previous sentence.

2 As in original. Punctuation omitted.
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(¢) If any monthly premium determined under the foregoing
provisions of this section is not a multiple of 10 cents, such pre-
mium shall be rounded to the nearest multiple of 10 cents.

(d) For purposes of subsection (b) (and section 1837(g)(1)), an
individual’s “continuous period of eligibility” is the period begin-
ning with the first day on which he is eligible to enroll under sec-
tion 1836 and ending with his death; except that any period during
all of which an individual satisfied paragraph (1) of section 1836
and which terminated in or before the month preceding the month
in which he attained age 65 shall be a separate “continuous period
of eligibility” with respect to such individual (and each such period
which terminates shall be deemed not to have existed for purposes
of subsequently applying this section).

(e)(1) Upon the request of a State (or any appropriate State or
local governmental entity specified by the Secretary), the Secretary
may enter into an agreement with the State (or such entity) under
which the State (or such entity) agrees to pay on a quarterly or
other periodic basis to the Secretary (to be deposited in the Treas-
ury to the credit of the Federal Supplementary Medical Insurance
Trust Fund) an amount equal to the amount of the part B late en-
rollment premium increases with respect to the premiums for eligi-
ble individuals (as defined in paragraph (3)(A)).

(2) No part B late enrollment premium increase shall apply to
an eligible individual for premiums for months for which the
amount of such an increase is payable under an agreement under
paragraph (1).

(3) In this subsection:

(A) The term “eligible individual” means an individual who
is enrolled under this part B and who is within a class of indi-
viduals specified in the agreement under paragraph (1).

(B) The term “part B late enrollment premium increase”
means any increase in a premium as a result of the application
of subsection (b).

(f) For any calendar year after 1988, if an individual is entitled
to monthly benefits under section 202 or 223 or to a monthly annu-
ity under section 3(a), 4(a), or 4(f) of the Railroad Retirement Act
of 1974 for November and December of the preceding year, if the
monthly premium of the individual under this section for December
and for January is deducted from those benefits under section
1840(a)(1) or section 1840(b)(1), and if the amount of the individ-
ual’s premium is not adjusted for such January under subsection
(i), the monthly premium otherwise determined under this section
for an individual for that year shall not be increased, pursuant to
this subsection, to the extent that such increase would reduce the
amount of benefits payable to that individual for that December
below the amount of benefits payable to that individual for that
November (after the deduction of the premium under this section).
For purposes of this subsection, retroactive adjustments or pay-
ments and deductions on account of work shall not be taken into
account in determining the monthly benefits to which an individual
is entitled under section 202 or 223 or under the Railroad Retire-
ment Act of 1974.

(g) In estimating the benefits and administrative costs which
will be payable from the Federal Supplementary Medical Insurance
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Trust Fund for a year for purposes of determining the monthly pre-
mium rate under subsection (a)(3), the Secretary shall exclude an
estimate of any benefits and administrative costs attributable to—

(1) the application of section 1861(v)(1)(L)(viii) or to the es-
tablishment under section 1861(v)(1)(L){)(V) of a per visit limit
at 106 percent of the median (instead of 105 percent of the me-
dian), but only to the extent payment for home health services
under this title is not being made under section 1895 (relating
to prospective payment for home health services); and

(2) the medicare prescription drug discount card and tran-
sitional assistance program under section 1860D-31.

(h) POTENTIAL APPLICATION OF COMPARATIVE COST ADJUST-
MENT IN CCA AREAS.—

(1) IN GENERAL.—Certain individuals who are residing in
a CCA area under section 1860C—1 who are not enrolled in an
MA plan under part C may be subject to a premium adjust-
ment under subsection (f) of such section for months in which
the CCA program under such section is in effect in such area.

(2) NO EFFECT ON LATE ENROLLMENT PENALTY OR INCOME-
RELATED ADJUSTMENT IN SUBSIDIES.—Nothing in this sub-
section or section 1860C-1(f) shall be construed as affecting
the amount of any premium adjustment under subsection (b)
or (i). Subsection (f) shall be applied without regard to any pre-
mium adjustment referred to in paragraph (1).

(3) IMPLEMENTATION.—In order to carry out a premium ad-
justment under this subsection and section 1860C—1(f) (insofar
as it is effected through the manner of collection of premiums
under section 1840(a)), the Secretary shall transmit to the
Commissioner of Social Security—

(A) at the beginning of each year, the name, social se-
curity account number, and the amount of the premium
adjustment (if any) for each individual enrolled under this
part for each month during the year; and

(B) periodically throughout the year, information to
update the information previously transmitted under this
paragraph for the year.

(i) REDUCTION IN PREMIUM SUBSIDY BASED ON INCOME.—

(1) IN GENERAL.—In the case of an individual whose modi-
fied adjusted gross income exceeds the threshold amount under
paragraph (2), the monthly amount of the premium subsidy ap-
plicable to the premium under this section for a month after
December 2006 shall be reduced (and the monthly premium
shall be increased) by the monthly adjustment amount speci-
fied in paragraph (3).

(2) THRESHOLD AMOUNT.—For purposes of this subsection,
subject to paragraph (6), the threshold amount is—

(A) except as provided in subparagraph (B), $80,000,
and

(B) in the case of a joint return, twice the amount ap-
plicable under subparagraph (A) for the calendar year.

(3) MONTHLY ADJUSTMENT AMOUNT.—

(A) IN GENERAL.—Subject to subparagraph (B), the
monthly adjustment amount specified in this paragraph
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for an individual for a month in a year is equal to the
product of the following:

(i) SLIDING SCALE PERCENTAGE.—Subject to para-
graph (6), the applicable percentage specified in the
table in subparagraph (C) for the individual minus 25
percentage points.

(i1) UNSUBSIDIZED PART B PREMIUM AMOUNT.—200
percent of the monthly actuarial rate for enrollees age
65 and over (as determined under subsection (a)(1) for
the year).

(B) 3-YEAR PHASE IN.—The monthly adjustment
amount specified in this paragraph for an individual for a
month in a year before 2009 is equal to the following per-
centage of the monthly adjustment amount specified in
subparagraph (A):

(i) For 2007, 33 percent.

(i1) For 2008, 67 percent.

(C) APPLICABLE PERCENTAGE.—

(i) IN GENERAL.—

If the modified adjusted gross income is: The applicable

percentage is:
More than $80,000 but not more than $100,000 .............ccoco....... 35 percent
More than $100,000 but not more than $150,000 .............c.c........ 50 percent
More than $150,000 but not more than $200,000 .............c........... 65 percent
More than $200,000 ........cccoveeuiiiiiiiieeieeeeeeee et ese e enes 80 percent.

(ii) JOINT RETURNS.—In the case of a joint return,
clause (i) shall be applied by substituting dollar
amounts which are twice the dollar amounts otherwise
applicable under clause (i) for the calendar year.

(iii) MARRIED INDIVIDUALS FILING SEPARATE RE-
TURNS.—In the case of an individual who—

(I) is married as of the close of the taxable
year (within the meaning of section 7703 of the
Internal Revenue Code of 1986) but does not file
a joint return for such year, and

(II) does not live apart from such individual’s
spouse at all times during the taxable year,

clause (i) shall be applied by reducing each of the dol-

lar amounts otherwise applicable under such clause

for the calendar year by the threshold amount for such
year applicable to an unmarried individual.
(4) MODIFIED ADJUSTED GROSS INCOME.—

(A) IN GENERAL.—For purposes of this subsection, the
term “modified adjusted gross income” means adjusted
gross income (as defined in section 62 of the Internal Rev-
enue Code of 1986)—

(i) determined without regard to sections 135, 911,
931, and 933 of such Code; and

(ii) increased by the amount of interest received or
accrued during the taxable year which is exempt from
tax under such Code.

In the case of an individual filing a joint return, any ref-
erence in this subsection to the modified adjusted gross in-
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come of such individual shall be to such return’s modified
adjusted gross income.

(B) TAXABLE YEAR TO BE USED IN DETERMINING MODI-
FIED ADJUSTED GROSS INCOME.—

(i) IN GENERAL.—In applying this subsection for
an individual’s premiums in a month in a year, subject
to clause (ii) and subparagraph (C), the individual’s
modified adjusted gross income shall be such income
determined for the individual’s last taxable year begin-
ning in the second calendar year preceding the year
involved.

(i) TEMPORARY USE OF OTHER DATA.—If, as of Oc-
tober 15 before a calendar year, the Secretary of the
Treasury does not have adequate data for an indi-
vidual in appropriate electronic form for the taxable
year referred to in clause (i), the individual’s modified
adjusted gross income shall be determined using the
data in such form from the previous taxable year. Ex-
cept as provided in regulations prescribed by the Com-
missioner of Social Security in consultation with the
Secretary, the preceding sentence shall cease to apply
when adequate data in appropriate electronic form are
available for the individual for the taxable year re-
ferred to in clause (i), and proper adjustments shall be
made to the extent that the premium adjustments de-
termined under the preceding sentence were incon-
sistent with those determined using such taxable year.

(iii)) NON-FILERS.—In the case of individuals with
respect to whom the Secretary of the Treasury does
not have adequate data in appropriate electronic form
for either taxable year referred to in clause (i) or
clause (ii), the Commissioner of Social Security, in con-
sultation with the Secretary, shall prescribe regula-
tions which provide for the treatment of the premium
adjustment with respect to such individual under this
subsection, including regulations which provide for—

(I) the application of the highest applicable
percentage under paragraph (3)(C) to such indi-
vidual if the Commissioner has information which
indicates that such individual’s modified adjusted
gross income might exceed the threshold amount
for the taxable year referred to in clause (i), and

(II) proper adjustments in the case of the ap-
plication of an applicable percentage under sub-
clause (I) to such individual which is inconsistent
with such individual’s modified adjusted gross in-
come for such taxable year.

(C) USE OF MORE RECENT TAXABLE YEAR.—

(1) IN GENERAL.—The Commissioner of Social Se-
curity in consultation with the Secretary of the Treas-
ury shall establish a procedures under which an indi-
vidual’s modified adjusted gross income shall, at the
request of such individual, be determined under this
subsection—

July 11, 2012
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(I) for a more recent taxable year than the
taxable year otherwise used under subparagraph
(B), or

(I) by such methodology as the Commis-
sioner, in consultation with such Secretary, deter-
mines to be appropriate, which may include a
methodology for aggregating or disaggregating in-
formation from tax returns in the case of marriage
or divorce.

(ii) STANDARD FOR GRANTING REQUESTS.—A re-
quest under clause (i)(I) to use a more recent taxable
year may be granted only if—

(I) the individual furnishes to such Commis-
sioner with respect to such year such documenta-
tion, such as a copy of a filed Federal income tax
return or an equivalent document, as the Commis-
sioner specifies for purposes of determining the
premium adjustment (if any) under this sub-
section; and

(II) the individual’s modified adjusted gross
income for such year is significantly less than
such income for the taxable year determined
under subparagraph (B) by reason of the death of
such individual’s spouse, the marriage or divorce
of such individual, or other major life changing
events specified in regulations prescribed by the
Commissioner in consultation with the Secretary.

(5) INFLATION ADJUSTMENT.—

(A) IN GENERAL.—In the case of any calendar year be-
ginning after 2007, each dollar amount in paragraph (2) or
(3) shall be increased by an amount equal to—

(1) such dollar amount, multiplied by

(i1) the percentage (if any) by which the average of
the Consumer Price Index for all urban consumers
(United States city average) for the 12-month period
ending with August of the preceding calendar year ex-
ceeds such average for the 12-month period ending
with August 2006.

(B) ROUNDING.—If any dollar amount after being in-
creased under subparagraph (A) is not a multiple of
$1,000, such dollar amount shall be rounded to the nearest
multiple of $1,000.

(6) TEMPORARY ADJUSTMENT TO INCOME THRESHOLDS.—
Notwithstanding any other provision of this subsection, during
the period beginning on January 1, 2011, and ending on De-
cember 31, 2019—

(A) the threshold amount otherwise applicable under
paragraph (2) shall be equal to such amount for 2010; and

(B) the dollar amounts otherwise applicable under
paragraph (3)(C)(i) shall be equal to such dollar amounts
for 2010.

(7) JOINT RETURN DEFINED.—For purposes of this sub-
section, the term “joint return” has the meaning given to such
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term by section 7701(a)(38) of the Internal Revenue Code of
1986.

PAYMENT OF PREMIUMS

SEC. 1840. [42 U.S.C. 1395s] (a)(1) In the case of an individual
who is entitled to monthly benefits under section 202 or 223, his
monthly premiums under this part shall (except as provided in sub-
sections (b)(1) and (c)) be collected by deducting the amount thereof
from the amount of such monthly benefits. Such deduction shall be
made in such manner and at such times as the Commissioner of
Social Security shall by regulation prescribe. Such regulations shall
be prescribed after consultation with the Secretary.

(2) The Secretary of the Treasury shall, from time to time,
transfer from the Federal Old-Age and Survivors Insurance Trust
Fund or the Federal Disability Insurance Trust Fund to the Fed-
eral Supplementary Medical Insurance Trust Fund the aggregate
amount deducted under paragraph (1) for the period to which such
transfer relates from benefits under section 202 or 223 which are
payable from such Trust Fund. Such transfer shall be made on the
basis of a certification by the Commissioner of Social Security and
shall be appropriately adjusted to the extent that prior transfers
were too great or too small.

(b)(1) In the case of an individual who is entitled to receive for
a month an annuity under the Railroad Retirement Act of 1974
(whether or not such individual is also entitled for such month to
a monthly insurance benefit under section 202), his monthly pre-
miums under this part shall (except as provided in subsection (c))
be collected by deducting the amount thereof from such annuity or
pension. Such deduction shall be made in such manner and at such
times as the Secretary shall by regulations prescribe. Such regula-
tions shall be prescribed only after consultation with the Railroad
Retirement Board.

(2) The Secretary of the Treasury shall, from time to time,
transfer from the Railroad Retirement Account to the Federal Sup-
plementary Medical Insurance Trust Fund the aggregate amount
deducted under paragraph (1) for the period to which such transfer
relates. Such transfers shall be made on the basis of a certification
by the Railroad Retirement Board and shall be appropriately ad-
justed to the extent that prior transfers were too great or too small.

(¢) If an individual to whom subsection (a) or (b) applies esti-
mates that the amount which will be available for deduction under
such subsection for any premium payment period will be less than
the amount of the monthly premiums for such period, he may
(under regulations) pay to the Secretary such portion of the month-
ly premiums for such period as he desires.

(d)(1) In the case of an individual receiving an annuity under
subchapter III of chapter 83 of title 5, United States Code, or any
other law administered by the Director of the Office of Personnel
Management providing retirement or survivorship protection, to
whom neither subsection (a) nor subsection (b) applies, his monthly
premiums under this part (and the monthly premiums of the
spouse of such individual under this part if neither subsection (a)
nor subsection (b) applies to such spouse and if such individual
agrees) shall, upon notice from the Secretary of Health and Human
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Services to the Director of the Office of Personnel Management, be
collected by deducting the amount thereof from each installment of
such annuity. Such deduction shall be made in such manner and
at such times as the Director of the Office of Personnel Manage-
ment may determine. The Director of the Office of Personnel Man-
agement shall furnish such information as the Secretary of Health
and Human Services may reasonably request in order to carry out
his functions under this part with respect to individuals to whom
this subsection applies. A plan described in section 8903 or 8903a
of title 5, United States Code, may reimburse each annuitant en-
rolled in such plan an amount equal to the premiums paid by him
under this part if such reimbursement is paid entirely from funds
of such plan which are derived from sources other than the con-
tributions described in section 8906 of such title.

(2) The Secretary of the Treasury shall, from time to time, but
not less often than quarterly, transfer from the Civil Service Re-
tirement and Disability Fund, or the account (if any) applicable in
the case of such other law administered by the Director of the Of-
fice of Personnel Management, to the Federal Supplementary Med-
ical Insurance Trust Fund the aggregate amount deducted under
paragraph (1) for the period to which such transfer relates. Such
transfer shall be made on the basis of a certification by the Direc-
tor of the Office of Personnel Management and shall be appro-
priately adjusted to the extent that prior transfers were too great
or too small.

(e) In the case of an individual who participates in the insur-
ance program established by this part but with respect to whom
none of the preceding provisions of this section applies, or with re-
spect to whom subsection (¢) applies, the premiums shall be paid
to the Secretary at such times, and in such manner, as the Sec-
retary shall by regulations prescribe.

(f) Amounts paid to the Secretary under subsection (c) or (e)
shall be deposited in the Treasury to the credit of the Federal Sup-
plementary Medical Insurance Trust Fund.

(g) In the case of an individual who participates in the insur-
ance program established by this part, premiums shall be payable
for the period commencing with the first month of his coverage pe-
riod and ending with the month in which he dies or, if earlier, in
which his coverage under such program terminates.

(h) In the case of an individual who is enrolled under the pro-
gram established by this part as a member of a coverage group to
which an agreement with a State entered into pursuant to section
1843 is applicable, subsections (a), (b), (c), and (d) of this section
shall not apply to his monthly premium for any month in his cov-
erage period which is determined under section 1843(d).

(i) In the case of an individual enrolled in a Medicare+Choice
plan, the Secretary shall provide for necessary adjustments of the
monthly beneficiary premium to reflect 80 percent of any reduction
elected under section 1854(f)(1)(E) and to reflect any credit pro-
vided under section 1854(b)(1)(C)(iv). To the extent to which the
Secretary determines that such an adjustment is appropriate, with
the concurrence of any agency responsible for the administration of
such benefits, such premium adjustment may be provided directly,
as an adjustment to any social security, railroad retirement, or civil
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service retirement benefits, or, in the case of an individual who re-
ceives medical assistance under title XIX for medicare costs de-
scribed in section 1905(p)(3)(A)(ii), as an adjustment to the amount
otherwise owed by the State for such medical assistance.

FEDERAL SUPPLEMENTARY MEDICAL INSURANCE TRUST FUND

SEC. 1841. [42 U.S.C. 1395t] (a) There is hereby created on
the books of the Treasury of the United States a trust fund to be
known as the “Federal Supplementary Medical Insurance Trust
Fund” (hereinafter in this section referred to as the “Trust Fund”).
The Trust Fund shall consist of such gifts and bequests as may be
made as provided in section 201(i)(1), such amounts as may be de-
posited in, or appropriated to, such fund as provided in this part
or section 9008(c) of the Patient Protection and Affordable Care Act
of 2009, and such amounts as may be deposited in, or appropriated
to, the Medicare Prescription Drug Account established by section
1860D-16 or the Transitional Assistance Account established by
section 1860D-31(k)(1).

(b) With respect to the Trust Fund, there is hereby created a
body to be known as the Board of Trustees of the Trust Fund (here-
inafter in this section referred to as the “Board of Trustees”) com-
posed of the Commissioner of Social Security, Secretary of the
Treasury, the Secretary of Labor, and the Secretary of Health and
Human Services, all ex officio, and of two members of the public
(both of whom may not be from the same political party), who shall
be nominated by the President for a term of four years and subject
to confirmation by the Senate. A member of the Board of Trustees
serving as a member of the public and nominated and confirmed
to fill a vacancy occurring during a term shall be nominated and
confirmed only for the remainder of such term. An individual nomi-
nated and confirmed as a member of the public may serve in such
position after the expiration of such member’s term until the ear-
lier of the time at which the member’s successor takes office or the
time at which a report of the Board is first issued under paragraph
(2) after the expiration of the member’s term. The Secretary of the
Treasury shall be the Managing Trustee of the Board of Trustees
(hereinafter in this section referred to as the “Managing Trustee”).
The Administrator of the Centers for Medicare & Medicaid Services
shall serve as the Secretary of the Board of Trustees. The Board
of Trustees shall meet not less frequently than once each calendar
year. It shall be the duty of the Board of Trustees to—

(1) Hold the Trust Fund,;
(2) Report to the Congress not later than the first day of

April of each year on the operation and status of the Trust

Fund during the preceding fiscal year and on its expected oper-

ation and status during the current fiscal year and the next 2

fiscal years; Each report provided under paragraph (2) begin-

ning with the report in 2005 shall include the information
specified in section 801(a) of the Medicare Prescription Drug,

Improvement, and Modernization Act of 2003.1

1So0 in law. See amendment made to paragraph (2) by section 801(d)(2) of P.L. 108-173 (117
Stat. 2359).
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(3) Report immediately to the Congress whenever the

Board is of the opinion that the amount of the Trust Fund is

unduly small; and

(4) Review the general policies followed in managing the
Trust Fund, and recommend changes in such policies, includ-
ing necessary changes in the provisions of law which govern
the way in which the Trust Fund is to be managed.

The report provided for in paragraph (2) shall include a statement
of the assets of, and the disbursements made from, the Trust Fund
during the preceding fiscal year, an estimate of the expected in-
come to, and disbursements to be made from, the Trust Fund dur-
ing the current fiscal year and each of the next 2 fiscal years, and
a statement of the actuarial status of the Trust Fund. Such report
shall also include an actuarial opinion by the Chief Actuary of the
Centers for Medicare & Medicaid Services certifying that the tech-
niques and methodologies used are generally accepted within the
actuarial profession and that the assumptions and cost estimates
used are reasonable. Such report shall be printed as a House docu-
ment of the session of the Congress to which the report is made.
A person serving on the Board of Trustees shall not be considered
to be a fiduciary and shall not be personally liable for actions taken
in such capacity with respect to the Trust Fund.

(c) It shall be the duty of the Managing Trustee to invest such
portion of the Trust Fund as is not, in his judgment, required to
meet current withdrawals. Such investments may be made only in
interest-bearing obligations of the United States or in obligations
guaranteed as to both principal and interest by the United States.
For such purpose such obligations may be acquired (1) on original
issue at the issue price, or (2) by purchase of outstanding obliga-
tions at the market price. The purposes for which obligations of the
United States may be issued under chapter 31 of title 31, United
States Code, are hereby extended to authorize the issuance at par
of public-debt obligations for purchase by the Trust Fund. Such ob-
ligations issued for purchase by the Trust Fund shall have matu-
rities fixed with due regard for the needs of the Trust Fund and
shall bear interest at a rate equal to the average market yield
(computed by the Managing Trustee on the basis of market
quotations as of the end of the calendar month next preceding the
date of such issue) on all marketable interest-bearing obligations of
the United States then forming a part of the public debt which are
not due or callable until after the expiration of 4 years from the
end of such calendar month; except that where such average mar-
ket yield is not a multiple of one-eighth of 1 per centum, the rate
of interest on such obligations shall be the multiple of one-eighth
of 1 per centum nearest such market yield. The Managing Trustee
may purchase other interest-bearing obligations of the United
States or obligations guaranteed as to both principal and interest
by the United States, on original issue or at the market price, only
where he determines that the purchase of such other obligations is
in the public interest.

(d) Any obligations acquired by the Trust Fund (except public-
debt obligations issued exclusively to the Trust Fund) may be sold
by the Managing Trustee at the market price, and such public-debt
obligations may be redeemed at par plus accrued interest.
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(e) The interest on, and the proceeds from the sale or redemp-
tion of, any obligations held in the Trust Fund shall be credited to
and form a part of the Trust Fund.

(f) There shall be transferred periodically (but not less often
than once each fiscal year) to the Trust Fund from the Federal Old-
Age and Survivors Insurance Trust Fund and from the Federal
Disability Insurance Trust Fund amounts equivalent to the
amounts not previously so transferred which the Secretary of
Health and Human Services shall have certified as overpayments
(other than amounts so certified to the Railroad Retirement Board)
pursuant to section 1870(b) of this Act. There shall be transferred
periodically (but not less often than once each fiscal year) to the
Trust Fund from the Railroad Retirement Account amounts equiva-
lent to the amounts not previously so transferred which the Sec-
retary of Health and Human Services shall have certified as over-
payments to the Railroad Retirement Board pursuant to section
1870(b) of this Act.

(g) The Managing Trustee shall pay from time to time from the
Trust Fund such amounts as the Secretary of Health and Human
Services certifies are necessary to make the payments provided for
by this part, and the payments with respect to administrative ex-
penses in accordance with section 201(g)(1). The payments provided
for under part D, other than under section 1860D-31(k)(2), shall be
made from the Medicare Prescription Drug Account in the Trust
Fund. The payments provided for under section 1860D-31(k)(2)
shall be made from the Transitional Assistance Account in the
Trust Fund.

(h) The Managing Trustee shall pay from time to time from the
Trust Fund such amounts as the Secretary of Health and Human
Services certifies are necessary to pay the costs incurred by the Di-
rector of the Office of Personnel Management in making deductions
pursuant to section 1840(d) or pursuant to section 1860D-13(c)(1)
or 1854(d)(2)(A) (in which case payments shall be made in appro-
priate part from the Medicare Prescription Drug Account in the
Trust Fund). During each fiscal year, or after the close of such fis-
cal year, the Director of the Office of Personnel Management shall
certify to the Secretary the amount of the costs the Director in-
curred in making such deductions, and such certified amount shall
be the basis for the amount of such costs certified by the Secretary
to the Managing Trustee.

(i) The Managing Trustee shall pay from time to time from the
Trust Fund such amounts as the Secretary of Health and Human
Services certifies are necessary to pay the costs incurred by the
Railroad Retirement Board for services performed pursuant to sec-
tion 1840(b)(1) and section 1842(g) and pursuant to sections
1860D-13(c)(1) and 1854(d)(2)(A) (in which case payments shall be
made in appropriate part from the Medicare Prescription Drug Ac-
count in the Trust Fund). During each fiscal year or after the close
of such fiscal year, the Railroad Retirement Board shall certify to
the Secretary the amount of the costs it incurred in performing
such services and such certified amount shall be the basis for the
amount of such costs certified by the Secretary to the Managing
Trustee.
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[Sec. 1841A. Repealed.]
[Sec. 1841B. Repealed.]

PROVISIONS RELATING TO THE ADMINISTRATION OF PART B

SEC. 1842. [42 U.S.C. 1395u] (a) The administration of this
part shall be conducted through contracts with medicare adminis-
trative contractors under section 1874A.

(b)[(1) Stricken]

(2)[(A) & (B) Stricken]

(C) In the case of residents of nursing facilities who receive
services described in clause (i) or (ii) of section 1861(s)(2)(K) per-
formed by a member of a team, the Secretary shall instruct medi-
care administrative contractors to develop mechanisms which per-
mit routine payment under this part for up to 1.5 visits per month
per resident. In the previous sentence, the term “team” refers to a
physician and includes a physician assistant acting under the su-
pervision of the physician or a nurse practitioner working in col-
laboration with that physician, or both.

(3) The Secretary—

(A) shall take such action as may be necessary to assure
that, where payment under this part for a service is on a cost
basis, the cost is reasonable cost (as determined under section
1861(v));

(B) shall take such action as may be necessary to assure
that, where payment under this part for a service is on a
charge basis, such charge will be reasonable and not higher
than the charge applicable, for a comparable service and under
comparable circumstances, to the policyholders and subscribers
of the medicare administrative contractor, and such payment
will (except as otherwise provided in section 1870(f)) be made—

(1) on the basis of an itemized bill; or

(i) on the basis of an assignment under the terms of
which (I) the reasonable charge is the full charge for the
service, (II) the physician or other person furnishing such
service agrees not to charge (and to refund amounts al-
ready collected) for services for which payment under this
title is denied under section 1154(a)(2) by reason of a de-
termination under section 1154(a)(1)(B), and (III) the phy-
sician or other person furnishing such service agrees not
to charge (and to refund amounts already collected) for
such service if payment may not be made therefor by rea-

son of the provisions of paragraph (1) of section 1862(a),

and if the individual to whom such service was furnished

was without fault in incurring the expenses of such serv-
ice, and if the Secretary’s determination that payment

(pursuant to such assignment) was incorrect and was

made subsequent to the third year following the year in

which notice of such payment was sent to such individual;
except that the Secretary may reduce such three-year pe-
riod to not less than one year if he finds such reduction is
consistent with the objectives of this title (except in the
case of physicians’ services and ambulance service fur-
nished as described in section 1862(a)(4), other than for
purposes of section 1870(f));
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but (in the case of bills submitted, or requests for payment
made, after March 1968) only if the bill is submitted, or a writ-
ten request for payment is made in such other form as may be
permitted under regulations, no later than the period ending
1 calendar year after the date of service;

(F) shall take such action as may be necessary to assure
that where payment under this part for a service rendered is
on a charge basis, such payment shall be determined on the
basis of the charge that is determined in accordance with this
section on the basis of customary and prevailing charge levels
in effect at the time the service was rendered or, in the case
of services rendered more than 12 months before the year in
which the bill is submitted or request for payment is made, on
the basis of such levels in effect for the 12-month period pre-
ceding such year;

(G) shall, for a service that is furnished with respect to an
individual enrolled under this part, that is not paid on an as-
signment-related basis, and that is subject to a limiting charge
under section 1848(g)—

(i) determine, prior to making payment, whether the
amount billed for such service exceeds the limiting charge
applicable under section 1848(g)(2);

(i1) notify the physician, supplier, or other person peri-
odically (but not less often than once every 30 days) of de-
terminations that amounts billed exceeded such applicable
limiting charges; and

(iii) provide for prompt response to inquiries of physi-
cians, suppliers, and other persons concerning the accu-
racy of such limiting charges for their services;

(H) shall implement—

(i) programs to recruit and retain physicians as par-
ticipating physicians in the area served by themedicare ad-
ministrative contractor, including educational and out-
reach activities and the use of professional relations per-
sonnel to handle billing and other problems relating to
payment of claims of participating physicians; and

(ii) programs to familiarize beneficiaries with the par-
ticipating physician program and to assist such bene-
ficiaries in locating participating physicians;

(L) shall monitor and profile physicians’ billing patterns
within each area or locality and provide comparative data to
physicians whose utilization patterns vary significantly from
other physicians in the same payment area or locality.

In determining the reasonable charge for services for purposes of
this paragraph, there shall be taken into consideration the cus-
tomary charges for similar services generally made by the physi-
cian or other person furnishing such services, as well as the pre-
vailing charges in the locality for similar services. No charge may
be determined to be reasonable in the case of bills submitted or re-
quests for payment made under this part after December 31, 1970,
if it exceeds the higher of (i) the prevailing charge recognized by
the carrier and found acceptable by the Secretary for similar serv-
ices in the same locality in administering this part on December
31, 1970, or (ii) the prevailing charge level that, on the basis of sta-
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tistical data and methodology acceptable to the Secretary, would
cover 75 percent of the customary charges made for similar services
in the same locality during the 12-month period ending on the
June 30 last preceding the start of the calendar year in which the
service is rendered. In the case of physicians’ services the pre-
vailing charge level determined for purposes of clause (ii) of the
preceding sentence for any twelve-month period (beginning after
June 30, 1973) specified in clause (ii) of such sentence may not ex-
ceed (in the aggregate) the level determined under such clause for
the fiscal year ending June 30, 1973, or (with respect to physicians’
services furnished in a year after 1987) the level determined under
this sentence (or under any other provision of law affecting the pre-
vailing charge level) for the previous year except to the extent that
the Secretary finds, on the basis of appropriate economic index
data, that such higher level is justified by year-to-year economic
changes. With respect to power-operated wheelchairs for which
payment may be made in accordance with section 1861(s)(6),
charges determined to be reasonable may not exceed the lowest
charge at which power-operated wheelchairs are available in the lo-
cality. In the case of medical services, supplies, and equipment (in-
cluding equipment servicing) that, in the judgment of the Sec-
retary, do not generally vary significantly in quality from one sup-
plier to another, the charges incurred after December 31, 1972, de-
termined to be reasonable may not exceed the lowest charge levels
at which such services, supplies, and equipment are widely and
consistently available in a locality except to the extent and under
the circumstances specified by the Secretary. The requirement in
subparagraph (B) that a bill be submitted or request for payment
be made by the close of the following calendar year shall not apply
if (I) failure to submit the bill or request the payment by the close
of such year is due to the error or misrepresentation of an officer,
employee, fiscal intermediary, carrier, medicare administrative con-
tractor, or agent of the Department of Health and Human Services
performing functions under this title and acting within the scope
of his or its authority, and (II) the bill is submitted or the payment
is requested promptly after such error or misrepresentation is
eliminated or corrected. Notwithstanding the provisions of the
third and fourth sentences preceding this sentence, the prevailing
charge level in the case of a physician service in a particular local-
ity determined pursuant to such third and fourth sentences for any
calendar year after 1974 shall, if lower than the prevailing charge
level for the fiscal year ending June 30, 1975, in the case of a simi-
lar physician service in the same locality by reason of the applica-
tion of economic index data, be raised to such prevailing charge
level for the fiscal year ending June 30, 1975, and shall remain at
such prevailing charge level until the prevailing charge for a year
(as adjusted by economic index data) equals or exceeds such pre-
vailing charge level. The amount of any charges for outpatient
services which shall be considered reasonable shall be subject to
the limitations established by regulations issued by the Secretary
pursuant to section 1861(v)(1)(K), and in determining the reason-
able charge for such services, the Secretary may limit such reason-
able charge to a percentage of the amount of the prevailing charge
for similar services furnished in a physician’s office, taking into ac-
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count the extent to which overhead costs associated with such out-
patient services have been included in the reasonable cost or
charge of the facility. In applying subparagraph (B), the Secretary
may specify exceptions to the 1 calendar year period specified in
such subparagraph.

(4)(A)(G) In determining the prevailing charge levels under the
third and fourth sentences of paragraph (3) for physicians’ services
furnished during the 15-month period beginning July 1, 1984, the
Secretary shall not set any level higher than the same level as was
set for the 12-month period beginning July 1, 1983.

(i1)I) In determining the prevailing charge levels under the
third and fourth sentences of paragraph (3) for physicians’ services
furnished during the 8-month period beginning May 1, 1986, by a
physician who is not a participating physician (as defined in sub-
section (h)(1)) at the time of furnishing the services, the Secretary
shall not set any level higher than the same level as was set for
the 12-month period beginning July 1, 1983.

(IT) In determining the prevailing charge levels under the
fourth sentence of paragraph (3) for physicians’ services furnished
during the 8-month period beginning May 1, 1986, by a physician
who is a participating physician (as defined in subsection (h)(1)) at
the time of furnishing the services, the Secretary shall permit an
additional one percentage point increase in the increase otherwise
permitted under that sentence.

(iii) In determining the maximum allowable prevailing charges
which may be recognized consistent with the index described in the
fourth sentence of paragraph (3) for physicians’ services furnished
on or after January 1, 1987, by participating physicians, the Sec-
retary shall treat the maximum allowable prevailing charges recog-
nized as of December 31, 1986, under such sentence with respect
to participating physicians as having been justified by economic
changes.

(1v) The reasonable charge for physicians’ services furnished on
or after January 1, 1987, and before January 1, 1992, by a non-
participating physician shall be no greater than the applicable per-
cent of the prevailing charge levels established under the third and
fourth sentences of paragraph (3) (or under any other applicable
provision of law affecting the prevailing charge level). In the pre-
vious sentence, the term “applicable percent” means for services
furnished (I) on or after January 1, 1987, and before April 1, 1988,
96 percent, (II) on or after April 1, 1988, and before January 1,
1989, 95.5 percent, and (III) on or after January 1, 1989, 95 per-
cent.

(v) In determining the prevailing charge levels under the third
and fourth sentences of paragraph (3) for physicians’ services fur-
nished during the 3-month period beginning January 1, 1988, the
Secretary shall not set any level higher than the same level as was
set for the 12-month period beginning January 1, 1987.

(vi) Before each year (beginning with 1989), the Secretary shall
establish a prevailing charge floor for primary care services (as de-
fined in subsection (i)(4)) equal to 60 percent of the estimated aver-
age prevailing charge levels based on the best available data (de-
termined, under the third and fourth sentences of paragraph (3)
and under paragraph (4), without regard to this clause and without
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regard to physician specialty) for such service for all localities in
the United States (weighted by the relative frequency of the service
in each locality) for the year.

(vii) Beginning with 1987, the percentage increase in the MEI
(as defined in subsection (i)(3)) for each year shall be the same for
nonparticipating physicians as for participating physicians.

(B)i) In determining the reasonable charge under paragraph
(3) for physicians’ services furnished during the 15-month period
beginning July 1, 1984, the customary charges shall be the same
customary charges as were recognized under this section for the 12-
month period beginning July 1, 1983.

(i) In determining the reasonable charge under paragraph (3)
for physicians’ services furnished during the 8-month period begin-
ning May 1, 1986, by a physician who is not a participating physi-
cian (as defined in subsection (h)(1)) at the time of furnishing the
services—

(I) if the physician was not a participating physician at

any time during the 12-month period beginning on October 1,

1984, the customary charges shall be the same customary

charges as were recognized under this section for the 12-month

period beginning July 1, 1983, and
(II) if the physician was a participating physician at any

time during the 12-month period beginning on October 1, 1984,

the physician’s customary charges shall be determined based

upon the physician’s actual charges billed during the 12-month

period ending on March 31, 1985.

(iii) In determining the reasonable charge under paragraph (3)
for physicians’ services furnished during the 3-month period begin-
ning January 1, 1988, the customary charges shall be the same
customary charges as were recognized under this section for the 12-
month period beginning January 1, 1987.

(iv) In determining the reasonable charge under paragraph (3)
for physicians’ services (other than primary care services, as de-
fined in subsection (i)(4)) furnished during 1991, the customary
charges shall be the same customary charges as were recognized
under this section for the 9-month period beginning April 1, 1990.
In a case in which subparagraph (F) applies (relating to new physi-
cians) so as to limit the customary charges of a physician during
1990 to a percent of prevailing charges, the previous sentence shall
not prevent such limit on customary charges under such subpara-
graph from increasing in 1991 to a higher percent of such pre-
vailing charges.

(C) In determining the prevailing charge levels under the third
and fourth sentences of paragraph (3) for physicians’ services fur-
nished during periods beginning after September 30, 1985, the Sec-
retary shall treat the level as set under subparagraph (A)(i) as hav-
ing fully provided for the economic changes which would have been
taken into account but for the limitations contained in subpara-
graph (A)().

(D)) In determining the customary charges for physicians’
services furnished during the 8-month period beginning May 1,
1986, or the 12-month period beginning January 1, 1987, by a phy-
sician who was not a participating physician (as defined in sub-
section (h)(1)) on September 30, 1985, the Secretary shall not recog-



FACOMP\SSA\TITLE18B

July 11, 2012

Sec. 1842 TITLE XVIII OF THE SOCIAL SECURITY ACT 234

nize increases in actual charges for services furnished during the
15- month period beginning on July 1, 1984, above the level of the
physician’s actual charges billed in the 3-month period ending on
June 30, 1984.

(i1) In determining the customary charges for physicians’ serv-
ices furnished during the 12-month period beginning January 1,
1987, by a physician who is not a participating physician (as de-
fined in subsection (h)(1)) on April 30, 1986, the Secretary shall not
recognize increases in actual charges for services furnished during
the 7-month period beginning on October 1, 1985, above the level
of the physician’s actual charges billed during the 3-month period
ending on June 30, 1984.

(i1i) In determining the customary charges for physicians’ serv-
ices furnished during the 12-month period beginning January 1,
1987, or January 1, 1988, by a physician who is not a participating
physician (as defined in subsection (h)(1)) on December 31, 1986,
the Secretary shall not recognize increases in actual charges for
services furnished during the 8-month period beginning on May 1,
1986, above the level of the physician’s actual charges billed during
the 3-month period ending on June 30, 1984.

(iv) In determining the customary charges for al physicians’
service furnished on or after January 1, 1988, if a physician was
a nonparticipating physician in a previous year (beginning with
1987), the Secretary shall not recognize any amount of such actual
charges (for that service furnished during such previous year) that
exceeds the maximum allowable actual charge for such service es-
tablished under subsection ()(1)(C).

(E)3) For purposes of this part for physicians’ services fur-
nished in 1987, the percentage increase in the MEI is 3.2 percent.

(i1) For purposes of this part for physicians’ services furnished
in 1988, on or after April 1, the percentage increase in the MEI
is—

(I) 3.6 percent for primary care services (as defined in sub-
section (i1)(4)), and

(IT) 1 percent for other physicians’ services.

(iii) For purposes of this part for physicians’ services furnished
in 1989, the percentage increase in the MEI is—

(I) 3.0 percent for primary care services, and

(IT) 1 percent for other physicians’ services.

(iv) For purposes of this part for items and services furnished
in 1990, after March 31, 1990, the percentage increase in the MEI
is—

(I) 0 percent for radiology services, for anesthesia services,
and for other services specified in the list referred to in para-
graph (14)(C)(1),

(IT) 2 percent for other services (other than primary care
services), and

(ITT) such percentage increase in the MEI (as defined in
subsection (i)(3)) as would be otherwise determined for primary
care services (as defined in subsection (i1)(4)).

(v) For purposes of this part for items and services furnished
in 1991, the percentage increase in the MEI is—

1As in original.
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(I) 0 percent for services (other than primary care serv-
ices), and
(IT) 2 percent for primary care services (as defined in sub-

section (i)(4)).

[(5) Repealed.]

(6) No payment under this part for a service provided to any
individual shall (except as provided in section 1870) be made to
anyone other than such individual or (pursuant to an assignment
described in subparagraph (B)(ii) of paragraph (3)) the physician or
other person who provided the service, except that (A) payment
may be made (i) to the employer of such physician or other person
if such physician or other person is required as a condition of his
employment to turn over his fee for such service to his employer,
or (ii) where the service was provided under a contractual arrange-
ment between such physician or other person and an entity, to the
entity if, under the contractual arrangement, the entity submits
the bill for the service and the contractual arrangement meets such
program integrity and other safeguards as the Secretary may de-
termine to be appropriate, (B) payment may be made to an entity
(i) which provides coverage of the services under a health benefits
plan, but only to the extent that payment is not made under this
part, (i) which has paid the person who provided the service an
amount (including the amount payable under this part) which that
person has accepted as payment in full for the service, and (iii) to
which the individual has agreed in writing that payment may be
made under this part, (C) in the case of services described in clause
(i) of section 1861(s)(2)(K), payment shall be made to either (i) the
employer of the physician assistant involved, or (ii) with respect to
a physician assistant who was the owner of a rural health clinic
(as described in section 1861(aa)(2)) for a continuous period begin-
ning prior to the date of the enactment of the Balanced Budget Act
of 1997 and ending on the date that the Secretary determines such
rural health clinic no longer meets the requirements of section
1861(aa)(2), payment may be made directly to the physician assist-
ant, (D) payment may be made to a physician for physicians’ serv-
ices (and services furnished incident to such services) furnished by
a second physician to patients of the first physician if (i) the first
physician is unavailable to provide the services; (ii) the services are
furnished pursuant to an arrangement between the two physicians
that (I) is informal and reciprocal, or (II) involves per diem or other
fee-for-time compensation for such services; (iii) the services are
not provided by the second physician over a continuous period of
more than 60 days or are provided over a longer continuous period
during all of which the first physician has been called or ordered
to active duty as a member of a reserve component of the Armed
Forces 1; and (iv) the claim form submitted to the medicare admin-
istrative contractor for such services includes the second physi-
cian’s unique identifier (provided under the system established
under subsection (r)) and indicates that the claim meets the re-
quirements of this subparagraph for payment to the first physician,
(E) in the case of an item or service (other than services described

1Section 1(b) of Public Law 110-54 states: The amendment made by subsection (a) shall apply
to services furnished on or after the date of the enactment of this section.
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in section 1888(e)(2)(A)(ii)) furnished by, or under arrangements
made by, a skilled nursing facility to an individual who (at the
time the item or service is furnished) is a resident of a skilled nurs-
ing facility, payment shall be made to the facility, (F) in the case
of home health services (including medical supplies described in
section 1861(m)(5), but excluding durable medical equipment to the
extent provided for in such section) furnished to an individual who
(at the time the item or service is furnished) is under a plan of care
of a home health agency, payment shall be made to the agency
(without regard to whether or not the item or service was furnished
by the agency, by others under arrangement with them made by
the agency, or when any other contracting or consulting arrange-
ment, or otherwise), (G) in the case of services in a hospital or clin-
ic to which section 1880(e) applies, payment shall be made to such
hospital or clinic, and (H) in the case of services described in sec-
tion 1861(aa)(3) that are furnished by a health care professional
under contract with a Federally qualified health center, payment
shall be made to the center. No payment which under the pre-
ceding sentence may be made directly to the physician or other per-
son providing the service involved (pursuant to an assignment de-
scribed in subparagraph (B)(ii) of paragraph (3)) shall be made to
anyone else under a reassignment or power of attorney (except to
an employer or entity as described in subparagraph (A) of such sen-
tence); but nothing in this subsection shall be construed (i) to pre-
vent the making of such a payment in accordance with an assign-
ment from the individual to whom the service was provided or a
reassignment from the physician or other person providing such
service if such assignment or reassignment is made to a govern-
mental agency or entity or is established by or pursuant to the
order of a court of competent jurisdiction, or (ii) to preclude an
agent of the physician or other person providing the service from
receiving any such payment if (but only if) such agent does so pur-
suant to an agency agreement under which the compensation to be
paid to the agent for his services for or in connection with the bill-
ing or collection of payments due such physician or other person
under this title is unrelated (directly or indirectly) to the amount
of such payments or the billings therefor, and is not dependent
upon the actual collection of any such payment. For purposes of
subparagraph (C) of the first sentence of this paragraph, an em-
ployment relationship may include any independent contractor ar-
rangement, and employer status shall be determined in accordance
with the law of the State in which the services described in such
clause are performed.

(7)(A) In the case of physicians’ services furnished to a patient
in a hospital with a teaching program approved as specified in sec-
tion 1861(b)(6) but which does not meet the conditions described in
section 1861(b)(7), the Secretary shall not provide (except on the
basis described in subparagraph (C)) for payment for such services
under this part—

(i) unless—

(I) the physician renders sufficient personal and iden-
tifiable physicians’ services to the patient to exercise full,
personal control over the management of the portion of the
case for which the payment is sought,
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(II) the services are of the same character as the serv-
ices the physician furnishes to patients not entitled to ben-
efits under this title, and

(IIT) at least 25 percent of the hospital’s patients (dur-
ing a representative past period, as determined by the Sec-
retary) who were not entitled to benefits under this title
and who were furnished services described in subclauses
(I) and (II) paid all or a substantial part of charges (other
than nominal charges) imposed for such services; and
(i1) to the extent that the payment is based upon a reason-

able charge for the services in excess of the customary charge

as determined in accordance with subparagraph (B).

(B) The customary charge for such services in a hospital shall
be determined in accordance with regulations issued by the Sec-
retary and taking into account the following factors:

(i) In the case of a physician who is not a teaching physi-
cian (as defined by the Secretary), the Secretary shall take into
account the amounts the physician charges for similar services
in the physician’s practice outside the teaching setting.

(ii) In the case of a teaching physician, if the hospital, its
physicians, or other appropriate billing entity has established
one or more schedules of charges which are collected for med-
ical and surgical services, the Secretary shall base payment
under this title on the greatest of—

(I) the charges (other than nominal charges) which are
most frequently collected in full or substantial part with
respect to patients who were not entitled to benefits under
this title and who were furnished services described in
subclauses (I) and (IT) of subparagraph (A)@),

(IT) the mean of the charges (other than nominal
charges) which were collected in full or substantial part
with respect to such patients, or

(IIT) 85 percent of the prevailing charges paid for simi-
lar services in the same locality.

(iii) If all the teaching physicians in a hospital agree to
have payment made for all of their physicians’ services under
this part furnished to patients in such hospital on an assign-
ment-related basis, the customary charge for such services
shall be equal to 90 percent of the prevailing charges paid for
similar services in the same locality.

(C) In the case of physicians’ services furnished to a patient in
a hospital with a teaching program approved as specified in section
1861(b)(6) but which does not meet the conditions described in sec-
tion 1861(b)(7), if the conditions described in subclauses (I) and (II)
of subparagraph (A)(i) are met and if the physician elects payment
to be determined under this subparagraph, the Secretary shall pro-
vide for payment for such services under this part on the basis of
regulations of the Secretary governing reimbursement for the serv-
ices of hospital-based physicians (and not on any other basis).

(D)(1) In the case of physicians’ services furnished to a patient
in a hospital with a teaching program approved as specified in sec-
tion 1861(b)(6) but which does not meet the conditions described in
section 1861(b)(7), no payment shall be made under this part for
services of assistants at surgery with respect to a surgical proce-
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dure if such hospital has a training program relating to the med-
ical specialty required for such surgical procedure and a qualified
individual on the staff of the hospital is available to provide such
services; except that payment may be made under this part for
such services, to the extent that such payment is otherwise allowed
under this paragraph, if such services, as determined under regula-
tions of the Secretary—

(I) are required due to exceptional medical circumstances,

(IT) are performed by team physicians needed to perform
complex medical procedures, or

(ITT) constitute concurrent medical care relating to a med-
ical condition which requires the presence of, and active care
by, a physician of another specialty during surgery,

and under such other circumstances as the Secretary determines
by regulation to be appropriate.

(i1) For purposes of this subparagraph, the term “assistant at
surgery” means a physician who actively assists the physician in
charge of a case in performing a surgical procedure.

(iii) The Secretary shall determine appropriate methods of re-
imbursement of assistants at surgery where such services are reim-
bursable under this part.

(8)(A)d) The Secretary shall by regulation—

(I) describe the factors to be used in determining the cases
(of particular items or services) in which the application of this
title to payment under this part (other than to physicians’
services paid under section 1848) results in the determination
of an amount that, because of its being grossly excessive or
grossly deficient, is not inherently reasonable, and

(II) provide in those cases for the factors to be considered
in determining an amount that is realistic and equitable.

(i1) Notwithstanding the determination made in clause (i), the
Secretary may not apply factors that would increase or decrease
the payment under this part during any year for any particular
item or service by more than 15 percent from such payment during
the preceding year except as provided in subparagraph (B).

(B) The Secretary may make a determination under this sub-
paragraph that would result in an increase or decrease under sub-
paragraph (A) of more than 15 percent of the payment amount for
a year, but only if—

(i) the Secretary’s determination takes into account the
factors described in subparagraph (C) and any additional fac-
tors the Secretary determines appropriate,

(i) the Secretary’s determination takes into account the
potential impacts described in subparagraph (D), and

(iii) the Secretary complies with the procedural require-
ments of paragraph (9).

(C) The factors described in this subparagraph are as follows:

(i) The programs established under this title and title XIX
are the sole or primary sources of payment for an item or serv-
ice.

(ii) The payment amount does not reflect changing tech-
nology, increased facility with that technology, or reductions in
acquisition or production costs.



FACOMP\SSA\TITLE18B

239 TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 1842

(iii) The payment amount for an item or service under this
part is substantially higher or lower than the payment made
for the item or service by other purchasers.

(D) The potential impacts of a determination under subpara-
graph (B) on quality, access, and beneficiary liability, including the
likely effects on assignment rates and participation rates.

(9)(A) The Secretary shall consult with representatives of sup-
pliers or other individuals who furnish an item or service before
making a determination under paragraph (8)(B) with regard to that
item or service.

(B) The Secretary shall publish notice of a proposed determina-
tion under paragraph (8)(B) in the Federal Register—

(i) specifying the payment amount proposed to be estab-
lished with respect to an item or service,

(ii) explaining the factors and data that the Secretary took
inté) account in determining the payment amount so specified,
an

(iii) explaining the potential impacts described in para-
graph (8)(D).

(C) After publication of the notice required by subparagraph
(B), the Secretary shall allow not less than 60 days for public com-
ment on the proposed determination.

(D)(i) Taking into consideration the comments made by the
public, the Secretary shall publish in the Federal Register a final
determination under paragraph (8)(B) with respect to the payment
amount to be established with respect to the item or service.

(i) A final determination published pursuant to clause (i) shall
explain the factors and data that the Secretary took into consider-
ation in making the final determination.

(10)(A)({@) In determining the reasonable charge for procedures
described in subparagraph (B) and performed during the 9-month
period beginning on April 1, 1988, the prevailing charge for such
procedure shall be the prevailing charge otherwise recognized for
such procedure for 1987—

(I) subject to clause (iii), reduced by 2.0 percent, and

(IT) further reduced by the applicable percentage specified
in clause (ii).

(i1) For purposes of clause (i), the applicable percentage speci-
fied in this clause is—

(I) 15 percent, in the case of a prevailing charge otherwise
recognized (without regard to this paragraph and determined
without regard to physician specialty) that is at least 150 per-
cent of the weighted national average (as determined by the
Secretary) of such prevailing charges for such procedure for all
localities in the United States for 1987;

(IT) 0 percent, in the case of a prevailing charge that does
not exceed 85 percent of such weighted national average; and

(ITT) in the case of any other prevailing charge, a percent
determined on the basis of a straight line sliding scale, equal
to 3% of a percentage point for each percent by which the pre-
vailing charge exceeds 85 percent of such weighted national av-
erage.

(iii) In no case shall the reduction under clause (i) for a proce-
dure result in a prevailing charge in a locality for 1988 which is

July 11, 2012
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less than 85 percent of the Secretary’s estimate of the weighted na-
tional average of such prevailing charges for such procedure for all
localities in the United States for 1987 (based upon the best avail-
able data and determined without regard to physician specialty)
after making the reduction described in clause (i1)(I).

(B) The procedures described in this subparagraph are as fol-
lows: bronchoscopy, carpal tunnel repair, cataract surgery (includ-
ing subsequent insertion of an intraocular lens), coronary artery
bypass surgery, diagnostic and/or therapeutic dilation and
curettage, knee arthroscopy, knee arthroplasty, pacemaker implan-
tation surgery, total hip replacement, suprapubic prostatectomy,
transurethral resection of the prostate, and upper gastrointestinal
endoscopy.

(C) In the case of a reduction in the reasonable charge for a
physicians’ service under subparagraph (A), if a nonparticipating
physician furnishes the service to an individual entitled to benefits
under this part, after the effective date of such reduction, the phy-
sician’s actual charge is subject to a limit under subsection
G()D).

(D) There shall be no administrative or judicial review under
section 1869 or otherwise of any determination under subpara-
graph (A) or under paragraph (11)(B)(i).

(11)(A) In providing payment for cataract eyeglasses and cata-
ract contact lenses, and professional services relating to them,
under this part, each carrier shall—

(i) provide for separate determinations of the payment
amount for the eyeglasses and lenses and of the payment
amount for the professional services of a physician (as defined
in section 1861(r)), and

(i1) not recognize as reasonable for such eyeglasses and
lenses more than such amount as the Secretary establishes in
guidelines relating to the inherent reasonableness of charges
for such eyeglasses and lenses.

(B)d) In determining the reasonable charge under paragraph
(8) for a cataract surgical procedure, subject to clause (ii), the pre-
vailing charge for such procedure otherwise recognized for partici-
pating and nonparticipating physicians shall be reduced by 10 per-
cent with respect to procedures performed in 1987.

(i1) In no case shall the reduction under clause (i) for a surgical
procedure result in a prevailing charge in a locality for a year
which is less than 75 percent of the weighted national average of
such prevailing charges for such procedure for all the localities in
the United States for 1986.

(C)d) The prevailing charge level determined with respect to A-
mode ophthalmic ultrasound procedures may not exceed 5 percent
of the prevailing charge level established with respect to extra-
capsular cataract removal with lens insertion.

(i1) The reasonable charge for an intraocular lens inserted dur-
ing or subsequent to cataract surgery in a physician’s office may
not exceed the actual acquisition cost for the lens (taking into ac-
count any discount) plus a handling fee (not to exceed 5 percent of
such actual acquisition cost).

(D) In the case of a reduction in the reasonable charge for a
physicians’ service or item under subparagraph (B) or (C), if a non-
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participating physician furnishes the service or item to an indi-
vidual entitled to benefits under this part after the effective date
of such reduction, the physician’s actual charge is subject to a limit
under subsection (j)(1)(D).

[(12) repealed.]

(13)(A) In determining payments under section 1833(1) and sec-
tion 1848 for anesthesia services furnished on or after January 1,
1994, the methodology for determining the base and time units
used shall be the same for services furnished by physicians, for
medical direction by physicians of two, three, or four certified reg-
istered nurse anesthetists, or for services furnished by a certified
registered nurse anesthetist (whether or not medically directed)
and shall be based on the methodology in effect, for anesthesia
services furnished by physicians, as of the date of the enactment
of the Omnibus Budget Reconciliation Act of 1993.

(B) The Secretary shall require claims for physicians’ services
for medical direction of nurse anesthetists during the periods in
which the provisions of subparagraph (A) apply to indicate the
number of such anesthetists being medically directed concurrently
at any time during the procedure, the name of each nurse anes-
thetist being directed, and the type of procedure for which the serv-
ices are provided.

(14)(A)(i) In determining the reasonable charge for a physi-
cians’ service specified in subparagraph (C)(i) and furnished during
the 9-month period beginning on April 1, 1990, the prevailing
charge for such service shall be the prevailing charge otherwise
recognized for such service for 1989 reduced by 15 percent or, if
less, V5 of the percent (if any) by which the prevailing charge other-
wise applied in the locality in 1989 exceeds the locally-adjusted re-
duced prevailing amount (as determined under subparagraph
(B)1)) for the service.

(i) In determining the reasonable charge for a physicians’ serv-
ice specified in subparagraph (C)(i) and furnished during 1991, the
prevailing charge for such service shall be the prevailing charge
otherwise recognized for such service for the period during 1990 be-
ginning on April 1, reduced by the same amount as the amount of
the reduction effected under this paragraph (as amended by the
Omnibus Budget Reconciliation Act of 1990) for such service during
such period.

(B) For purposes of this paragraph:

(i) The “locally-adjusted reduced prevailing amount” for a
locality for a physicians’ service is equal to the product of—

(I) the reduced national weighted average prevailing
charge for the service (specified under clause (ii)), and

(IT) the adjustment factor (specified under clause (iii))
for the locality.

(ii)) The “reduced national weighted average prevailing
charge” for a physicians’ service is equal to the national
weighted average prevailing charge for the service (specified in
subparagraph (C)(ii)) reduced by the percentage change (speci-
fied in subparagraph (C)(iii)) for the service.

(iii) The “adjustment factor”, for a physicians’ service for a
locality, is the sum of—
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(I) the practice expense component (percent), divided
by 100, specified in appendix A (pages 187 through 194) of
the Report of the Medicare and Medicaid Health Budget
Reconciliation Amendments of 1989, prepared by the Sub-
committee on Health and the Environment of the Com-
mittee on Energy and Commerce, House of Representa-
tives, (Committee Print 101-M, 101st Congress, 1st Ses-
sion) for the service, multiplied by the geographic practice
cost index value (specified in subparagraph (C)@iv)) for the
locality, and

(II) 1 minus the practice expense component (percent),
divided by 100.

(C) For purposes of this paragraph:

(i) The physicians’ services specified in this clause are
the procedures specified (by code and description) in the
Overvalued Procedures List for Finance Committee, Re-
vised September 20, 1989, prepared by the Physician Pay-
ment Review Commission which specification is of physi-
cians’ services that have been identified as overvalued by
at least 10 percent based on a comparison of payments for
such services under a resource- based relative value scale
and of the national average prevailing charges under this
part.

(ii) The “national weighted average prevailing charge”
specified in this clause, for a physicians’ service specified
in clause (i), is the national weighted average prevailing
charge for the service in 1989 as determined by the Sec-
retary using the best data available.

(iii) The “percentage change” specified in this clause,
for a physicians’ service specified in clause (i), is the per-
cent difference (but expressed as a positive number) speci-
fied for the service in the list referred to in clause (i).

(iv) The geographic practice cost index value specified
in this clause for a locality is the Geographic Overhead
Costs Index specified for the locality in table 1 of the Sep-
tember 1989 Supplement to the Geographic Medicare Eco-
nomic Index: Alternative Approaches (prepared by the
Urban Institute and the Center for Health Economics Re-
search).

(D) In the case of a reduction in the prevailing charge for

a physicians’ service under subparagraph (A), if a nonpartici-

pating physician furnishes the service to an individual entitled

to benefits under this part, after the effective date of such re-
duction, the physician’s actual charge is subject to a limit

under subsection (G)(1)(D).

(15)(A) In determining the reasonable charge for surgery, radi-
ology, and diagnostic physicians’ services which the Secretary shall
designate (based on their high volume of expenditures under this
part) and for which the prevailing charge (but for this paragraph)
differs by physician specialty, the prevailing charge for such a serv-
ice may not exceed the prevailing charge or fee schedule amount
for that specialty of physicians that furnish the service most fre-
quently nationally.



FACOMP\SSA\TITLE18B

July 11, 2012

243 TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 1842

(B) In the case of a reduction in the prevailing charge for a
physician’s service under subparagraph (A), if a nonparticipating
physician furnishes the service to an individual entitled to benefits
under this part, after the effective date of the reduction, the physi-
cian’s actual charge is subject to a limit under subsection (G)(1)(D).

(16)(A) In determining the reasonable charge for all physicians’
services other than physicians’ services specified in subparagraph
(B) furnished during 1991, the prevailing charge for a locality shall
be 6.5 percent below the prevailing charges used in the locality
under this part in 1990 after March 31.

(B) For purposes of subparagraph (A), the physicians’ services
specified in this subparagraph are as follows:

(i) Radiology, anesthesia and physician pathology services,
the technical components of diagnostic tests specified in para-
graph (17) and physicians’ services specified in paragraph
(14)(C)G).

(i) Primary care services specified in subsection (i)(4), hos-
pital inpatient medical services, consultations, other visits, pre-
ventive medicine visits, psychiatric services, emergency care fa-
cility services, and critical care services.

(iii) Partial mastectomy; tendon sheath injections and
small joint arthrocentesis; femoral fracture and trochanteric
fracture treatments; endotracheal intubation; thoracentesis;
thoracostomy; aneurysm repair; cystourethroscopy;
transurethral fulguration and resection; tympanoplasty with
mastoidectomy; and ophthalmoscopy.

(17) With respect to payment under this part for the technical
(as distinct from professional) component of diagnostic tests (other
than clinical diagnostic laboratory tests, tests specified in para-
graph (14)(C)(i), and radiology services, including portable X-ray
services) which the Secretary shall designate (based on their high
volume of expenditures under this part), the reasonable charge for
such technical component (including the applicable portion of a
global service) may not exceed the national median of such charges
for all localities, as estimated by the Secretary using the best avail-
able data.

(18)(A) Payment for any service furnished by a practitioner de-
scribed in subparagraph (C) and for which payment may be made
under this part on a reasonable charge or fee schedule basis may
only be made under this part on an assignment-related basis.

(B) A practitioner described in subparagraph (C) or other per-
son may not bill (or collect any amount from) the individual or an-
other person for any service described in subparagraph (A), except
for deductible and coinsurance amounts applicable under this part.
No person is liable for payment of any amounts billed for such a
service in violation of the previous sentence. If a practitioner or
other person knowingly and willfully bills (or collects an amount)
for such a service in violation of such sentence, the Secretary may
apply sanctions against the practitioner or other person in the
same manner as the Secretary may apply sanctions against a phy-
sician in accordance with subsection (j)(2) in the same manner as
such section applies with respect to a physician. Paragraph (4) of
subsection (j) shall apply in this subparagraph in the same manner
as such paragraph applies to such section.
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(C) A practitioner described in this subparagraph is any of the
following:

(i) A physician assistant, nurse practitioner, or clinical
nurse specialist (as defined in section 1861(aa)(5)).

(i1) A certified registered nurse anesthetist (as defined in
section 1861(bb)(2)).

(1i1) A certified nurse-midwife (as defined in section
1861(gg)(2)).

(iv) A clinical social worker (as defined in section
1861(hh)(1)).

(v) A clinical psychologist (as defined by the Secretary for
purposes of section 1861(ii)).

(vi) A registered dietitian or nutrition professional.

(D) For purposes of this paragraph, a service furnished by a
practitioner described in subparagraph (C) includes any services
and supplies furnished as incident to the service as would other-
wise be covered under this part if furnished by a physician or as
incident to a physician’s service.

(19) For purposes of section 1833(a)(1), the reasonable charge
for ambulance services (as described in section 1861(s)(7)) provided
during calendar year 1998 and calendar year 1999 may not exceed
the reasonable charge for such services provided during the pre-
vious calendar year (after application of this paragraph), increased
by the percentage increase in the consumer price index for all
urban consumers (U.S. city average) as estimated by the Secretary
for the 12-month period ending with the midpoint of the year in-
volved reduced by 1.0 percentage point.

(e)[(1) stricken].

(2)(A) Each contract under section 1874A that provides for
making payments under this part shall provide that payment shall
be issued, mailed, or otherwise transmitted with respect to not less
than 95 percent of all claims submitted under this part—

(i) which are clean claims, and

(i) for which payment is not made on a periodic interim
payment basis,

within the applicable number of calendar days after the date on
which the claim is received.

(B) In this paragraph:

(i) The term “clean claim” means a claim that has no de-
fect or impropriety (including any lack of any required substan-
tiating documentation) or particular circumstance requiring
special treatment that prevents timely payment from being
made on the claim under this part.

(ii)) The term “applicable number of calendar days”
means—

(I) with respect to claims received in the 12-month pe-
riod beginning October 1, 1986, 30 calendar days,
(II) with respect to claims received in the 12-month

period beginning October 1, 1987, 26 calendar days (or 19

calendar days with respect to claims submitted by partici-

pating physicians),
(IIT) with respect to claims received in the 12-month

period beginning October 1, 1988, 25 calendar days (or 18
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calendar days with respect to claims submitted by partici-
pating physicians),

(IV) with respect to claims received in the 12-month
period beginning October 1, 1989, and claims received in
any succeeding 12-month period ending on or before Sep-
tember 30, 1993, 24 calendar days (or 17 calendar days
with respect to claims submitted by participating physi-
cians), and

(V) with respect to claims received in the 12-month pe-
riod beginning October 1, 1993, and claims received in any
succeeding 12-month period, 30 calendar days.

(C) If payment is not issued, mailed, or otherwise transmitted
within the applicable number of calendar days (as defined in clause
(ii) of subparagraph (B)) after a clean claim (as defined in clause
(i) of such subparagraph) is received, interest shall be paid at the
rate used for purposes of section 3902(a) of title 31, United States
Code (relating to interest penalties for failure to make prompt pay-
ments) for the period beginning on the day after the required pay-
ment date and ending on the date on which payment is made.

(3)(A) Each contract under this section which provides for the
disbursement of funds, as described in section 1874A(a)(3)(B), shall
provide that no payment shall be issued, mailed, or otherwise
transmitted with respect to any claim submitted under this title
within the applicable number of calendar days after the date on
which the claim is received.

(B) In this paragraph, the term “applicable number of calendar
days” means—

(i) with respect to claims submitted electronically as pre-
scribed by the Secretary, 13 days, and
(i1) with respect to claims submitted otherwise, 28 days.

(4) Neither a medicare administrative contractor nor the Sec-
retary may impose a fee under this title—

(A) for the filing of claims related to physicians’ services,

(B) for an error in filing a claim relating to physicians’
services or for such a claim which is denied,

(C) for any appeal under this title with respect to physi-
cians’ services,

(D) for applying for (or obtaining) a unique identifier under
subsection (r), or

(E) for responding to inquiries respecting physicians’ serv-
ices or for providing information with respect to medical review
of such services.

[Subsections (d)—(f) repealed.]

(g) The Railroad Retirement Board shall, in accordance with
such regulations as the Secretary may prescribe, contract with a
medicare administrative contractor or contractors to perform the
functions set out in this section with respect to individuals entitled
to benefits as qualified railroad retirement beneficiaries pursuant
to section 226(a) of this Act and section 7(d) of the Railroad Retire-
ment Act of 1974.

(h)(1) Any physician or supplier may voluntarily enter into an
agreement with the Secretary to become a participating physician
or supplier. For purposes of this section, the term “participating
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physician or supplier” means a physician or supplier (excluding any
provider of services) who, before the beginning of any year begin-
ning with 1984, enters into an agreement with the Secretary which
provides that such physician or supplier will accept payment under
this part on an assignment-related basis for all items and services
furnished to individuals enrolled under this part during such year.
In the case of a newly licensed physician or a physician who begins
a practice in a new area, or in the case of a new supplier who be-
gins a new business, or in such similar cases as the Secretary may
specify, such physician or supplier may enter into such an agree-
ment after the beginning of a year, for items and services furnished
during the remainder of the year.

(2) The Secretary shall maintain a toll-free telephone number
or numbers at which individuals enrolled under this part may ob-
tain the names, addresses, specialty, and telephone numbers of
participating physicians and suppliers and may request a copy of
an appropriate directory published under paragraph (4). The Sec-
retary shall, without charge, mail a copy of such directory upon
such a request.

(3)(A) In any case in which medicare administrative contractor
having a contract under section 1874A that provides for making
payments under this part is able to develop a system for the elec-
tronic transmission to such contractor of bills for services, such car-
rier shall establish direct lines for the electronic receipt of claims
from participating physicians and suppliers.

(B) The Secretary shall establish a procedure whereby an indi-
vidual enrolled under this part may assign, in an appropriate man-
ner on the form claiming a benefit under this part for an item or
service furnished by a participating physician or supplier, the indi-
vidual’s rights of payment under a medicare supplemental policy
(described in section 1882(g)(1)) in which the individual is enrolled.
In the case such an assignment is properly executed and a pay-
ment determination is made by a medicare administrative con-
tractor with a contract under this section, the contractor shall
transmit to the private entity issuing the medicare supplemental
policy notice of such fact and shall include an explanation of bene-
fits and any additional information that the Secretary may deter-
mine to be appropriate in order to enable the entity to decide
whether (and the amount of) any payment is due under the policy.
The Secretary may enter into agreements for the transmittal of
such information to entities electronically. The Secretary shall im-
pose user fees for the transmittal of information under this sub-
paragraph by a medicare administrative contractor, whether elec-
tronically or otherwise, and such user fees shall be collected and
retained by the contractor.

(4) At the beginning of each year the Secretary shall publish
directories (for appropriate local geographic areas) containing the
name, address, and specialty of all participating physicians and
suppliers (as defined in paragraph (1)) for that area for that year.
Each directory shall be organized to make the most useful presen-
tation of the information (as determined by the Secretary) for indi-
viduals enrolled under this part. Each participating physician di-
rectory for an area shall provide an alphabetical listing of all par-
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ticipating physicians practicing in the area and an alphabetical
listing by locality and specialty of such physicians.

(5)(A) The Secretary shall promptly notify individuals enrolled
under this part through an annual mailing of the participation pro-
gram under this subsection and the publication and availability of
the directories and shall make the appropriate area directory or di-
rectories available in each district and branch office of the Social
Security Administration, in the offices of medicare administrative
contractors, and to senior citizen organizations.

(B) The annual notice provided under subparagraph (A) shall
include—

(i) a description of the participation program,

(ii) an explanation of the advantages to beneficiaries of ob-
taining covered services through a participating physician or
supplier,

(iii) an explanation of the assistance offered by medicare
administrative contractors in obtaining the names of partici-
pating physicians and suppliers, and

(iv) the toll-free telephone number under paragraph (2)(A)
for inquiries concerning the program and for requests for free
copies of appropriate directories.

(6) The Secretary shall provide that the directories shall be
available for purchase by the public. The Secretary shall provide
that each appropriate area directory is sent to each participating
physician located in that area and that an appropriate number of
copies of each such directory is sent to hospitals located in the
area. Such copies shall be sent free of charge.

(7) The Secretary shall provide that each explanation of bene-
fits provided under this part for services furnished in the United
States, in conjunction with the payment of claims under section
18313(51)(1) (made other than on an assignment-related basis), shall
include—

(A) a prominent reminder of the participating physician
and supplier program established under this subsection (in-
cluding the limitation on charges that may be imposed by such
physicians and suppliers and a clear statement of any amounts
charged for the particular items or services on the claim in-
volved above the amount recognized under this part),

(B) the toll-free telephone number or numbers, maintained
under paragraph (2), at which an individual enrolled under
this part may obtain information on participating physicians
and suppliers,

(C)d) an offer of assistance to such an individual in obtain-
ing the names of participating physicians of appropriate spe-
cialty and (ii) an offer to provide a free copy of the appropriate
participating physician directory, and

(D) in the case of services for which the billed amount ex-
ceeds the limiting charge imposed under section 1848(g), infor-
mation regarding such applicable limiting charge (including in-
formation concerning the right to a refund under section
1848(g)(1)(A)(v)).

(8) The Secretary may refuse to enter into an agreement with
a physician or supplier under this subsection, or may terminate or
refuse to renew such agreement, in the event that such physician

July 11, 2012
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or supplier has been convicted of a felony under Federal or State
law for an offense which the Secretary determines is detrimental
to the best interests of the program or program beneficiaries.

(9) The Secretary may revoke enrollment, for a period of not
more than one year for each act, for a physician or supplier under
section 1866(j) if such physician or supplier fails to maintain and,
upon request of the Secretary, provide access to documentation re-
lating to written orders or requests for payment for durable med-
ical equipment, certifications for home health services, or referrals
for other items or services written or ordered by such physician or
supplier under this title, as specified by the Secretary.

(i) For purposes of this title:

(1) A claim is considered to be paid on an “assignment-re-
lated basis” if the claim is paid on the basis of an assignment
described in subsection (b)(3)(B)(ii), in accordance with sub-
section (b)(6)(B), or under the procedure described in section
1870()(1).

(2) The term “participating physician” refers, with respect
to the furnishing of services, to a physician who at the time of
furnishing the services is a participating physician (under sub-
section (h)(1)); the term “nonparticipating physician” refers,
with respect to the furnishing of services, to a physician who
at the time of furnishing the services is not a participating
physician; and the term “nonparticipating supplier or other
person” means a supplier or other person (excluding a provider
of services) that is not a participating physician or supplier (as
defined in subsection (h)(1)).

(3) The term “percentage increase in the MEI” means, with
respect to physicians’ services furnished in a year, the percent-
age increase in the medicare economic index (referred to in the
fourth sentence of subsection (b)(3)) applicable to such services
furnished as of the first day of that year.

(4) The term “primary care services” means physicians’
services which constitute office medical services, emergency de-
partment services, home medical services, skilled nursing, in-
termediate care, and long-term care medical services, or nurs-
ing home, boarding home, domiciliary, or custodial care med-
ical services.

(G)(1)(A) In the case of a physician who is not a participating
physician for items and services furnished during a portion of the
30-month period beginning July 1, 1984, the Secretary shall mon-
itor the physician’s actual charges to individuals enrolled under
this part for physicians’ services during that portion of that period.
If such physician knowingly and willfully bills individuals enrolled
under this part for actual charges in excess of such physician’s ac-
tual charges for the calendar quarter beginning on April 1, 1984,
the Secretary may apply sanctions against such physician in ac-
cordance with paragraph (2).

(B)@) During any period (on or after January 1, 1987, and be-
fore the date specified in clause (ii)), during which a physician is
a nonparticipating physician, the Secretary shall monitor the ac-
tual charges of each such physician for physicians’ services fur-
nished to individuals enrolled under this part. If such physician
knowingly and willfully bills on a repeated basis for such a service
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an actual charge in excess of the maximum allowable actual charge
determined under subparagraph (C) for that service, the Secretary
may apply sanctions against such physician in accordance with
paragraph (2).

(i1) Clause (i) shall not apply to services furnished after Decem-
ber 31, 1990.

(C)d) For a particular physicians’ service furnished by a non-
participating physician to individuals enrolled under this part dur-
ing a year, for purposes of subparagraph (B), the maximum allow-
able actual charge is determined as follows: If the physician’s max-
imum allowable actual charge for that service in the previous year
was—

(I) less than 115 percent of the applicable percent (as de-
fined in subsection (b)(4)(A)(iv)) of the prevailing charge for the
year and service involved, the maximum allowable actual
charge for the year involved is the greater of the maximum al-
lowable actual charge described in subclause (II) or the charge
described in clause (ii), or

(IT) equal to, or greater than, 115 percent of the applicable
percent (as defined in subsection (b)(4)(A)(iv)) of the prevailing
charge for the year and service involved, the maximum allow-
able actual charge is 101 percent of the physician’s maximum
allowable actual charge for the service for the previous year.
(ii) For purposes of clause (i)(I), the charge described in this

clause for a particular physicians’ service furnished in a year is the
maximum allowable actual charge for the service of the physician
for the previous year plus the product of (I) the applicable fraction
(as defined in clause (iii)) and (II) the amount by which 115 percent
of the prevailing charge for the year involved for such service fur-
nished by nonparticipating physicians, exceeds the physician’s
maximum allowable actual charge for the service for the previous
year.

(iii) In clause (ii), the “applicable fraction” is—

(I) for 1987, Va,

(IT) for 1988, V3,

(III) for 1989, V2, and

(IV) for any subsequent year, 1.

(iv) For purposes of determining the maximum allowable ac-
tual charge under clauses (i) and (ii) for 1987, in the case of a phy-
sicians’ service for which the physician has actual charges for the
calendar quarter beginning on April 1, 1984, the “maximum allow-
able actual charge” for 1986 is the physician’s actual charge for
such service furnished during such quarter.

(v) For purposes of determining the maximum allowable actual
charge under clauses (i) and (ii) for a year after 1986, in the case
of a physicians’ service for which the physician has no actual
charges for the calendar quarter beginning on April 1, 1984, and
for which a maximum allowable actual charge has not been pre-
viously established under this clause, the “maximum allowable ac-
tual charge” for the previous year shall be the 50th percentile of
the customary charges for the service (weighted by frequency of the
service) performed by nonparticipating physicians in the locality
during the 12-month period ending June 30 of that previous year.
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(vi) For purposes of this subparagraph, a “physician’s actual
charge” for a physicians’ service furnished in a year or other period
is the weighted average (or, at the option of the Secretary for a
service furnished in the calendar quarter beginning April 1, 1984,
the median) of the physician’s charges for such service furnished in
the year or other period.

(vii) In the case of a nonparticipating physician who was a par-
ticipating physician during a previous period, for the purpose of
computing the physician’s maximum allowable actual charge dur-
ing the physician’s period of nonparticipation, the physician shall
be deemed to have had a maximum allowable actual charge during
the period of participation, and such deemed maximum allowable
?ct)ual charge shall be determined according to clauses (i) through
vi).

(viii) Notwithstanding any other provision of this subpara-
graph, the maximum allowable actual charge for a particular phy-
sician’s service furnished by a nonparticipating physician to indi-
viduals enrolled under this part during the 3-month period begin-
ning on January 1, 1988, shall be the amount determined under
this subparagraph for 1987. The maximum allowable actual charge
for any such service otherwise determined under this subparagraph
for 1988 shall take effect on April 1, 1988.

(ix) If there is a reduction under subsection (b)(13) in the rea-
sonable charge for medical direction furnished by a nonpartici-
pating physician, the maximum allowable actual charge otherwise
permitted under this subsection for such services shall be reduced
in the same manner and in the same percentage as the reduction
in such reasonable charge.

(D)G) If an action described in clause (ii) results in a reduction
in a reasonable charge for a physicians’ service or item and a non-
participating physician furnishes the service or item to an indi-
vidual entitled to benefits under this part after the effective date
of such action, the physician may not charge the individual more
than 125 percent of the reduced payment allowance (as defined in
clause (iii)) plus (for services or items furnished during the 12-
month period (or 9-month period in the case of an action described
in clause (ii)(ITI)) beginning on the effective date of the action) Y%
of the amount by which the physician’s maximum allowable actual
charge for the service or item for the previous 12- month period ex-
ceeds such 125 percent level.

(i1) The first sentence of clause (i) shall apply to—

(I) an adjustment under subsection (b)(8)(B) (relating to in-
herent reasonableness),
(IT) a reduction under subsection (b)(10)(A) or (b)(14)(A)

(relating to certain overpriced procedures),

(IIT) a reduction under subsection (b)(11)(B) (relating to
certain cataract procedures),
(IV) a prevailing charge limit established under subsection

(b)(11)(C)(@) or (b)(15)(A),

(V) a reasonable charge limit established under subsection

(b)(11)(C)(ii), and

(VD) an adjustment under section 1833(1)(3)(B) (relating to
physician supervision of certified registered nurse anes-
thetists).
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(iii) In clause (i), the term “reduced payment allowance”
means, with respect to an action—

(I) under subsection (b)(8)(B), the inherently reasonable
charge established under subsection (b)(8);

(II) under subsection (b)(10)(A), (b)(11)(B), (b)(11)C)(),
(b)(14)(A), or (b)(15)(A) or under section 1833(1)(3)(B), the pre-
vailing charge for the service after the action; or

(IIT) under subsection (b)(11)(C)(ii), the payment allowance
established under such subsection.

(iv) If a physician knowingly and willfully bills in violation of
clause (i) (whether or not such charge violates subparagraph (B)),
the Secretary may apply sanctions against such physician in ac-
cordance with paragraph (2).

(v) Clause (i) shall not apply to items and services furnished
after December 31, 1990.

(2) Subject to paragraph (3), the sanctions which the Secretary
may apply under this paragraph are—

(A) excluding a physician from participation in the pro-
grams under this Act for a period not to exceed 5 years, in ac-
cordance with the procedures of subsections (¢), (f), and (g) of
section 1128, or

(B) civil monetary penalties and assessments, in the same
manner as such penalties and assessments are authorized
under section 1128A(a),

or both. The provisions of section 1128A (other than the first 2 sen-
tences of subsection (a) and other than subsection (b)) shall apply
to a civil money penalty and assessment under subparagraph (B)
in the same manner as such provisions apply to a penalty, assess-
ment, or proceeding under section 1128A(a), except to the extent
such provisions are inconsistent with subparagraph (A) or para-
graph (3).

(8)(A) The Secretary may not exclude a physician pursuant to
paragraph (2)(A) if such physician is a sole community physician
or sole source of essential specialized services in a community.

(B) The Secretary shall take into account access of beneficiaries
to physicians’ services for which payment may be made under this
part in determining whether to bar a physician from participation
under paragraph (2)(A).

(4) The Secretary may, out of any civil monetary penalty or as-
sessment collected from a physician pursuant to this subsection,
make a payment to a beneficiary enrolled under this part in the
nature of restitution for amounts paid by such beneficiary to such
physician which was determined to be an excess charge under
paragraph (1).

(k)(1) If a physician knowingly and willfully presents or causes
to be presented a claim or bills an individual enrolled under this
part for charges for services as an assistant at surgery for which
payment may not be made by reason of section 1862(a)(15), the
Secretary may apply sanctions against such physician in accord-
ance with subsection (j)(2) in the case of surgery performed on or
after March 1, 1987.

(2) If a physician knowingly and willfully presents or causes to
be presented a claim or bills an individual enrolled under this part
for charges that includes a charge for an assistant at surgery for
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which payment may not be made by reason of section 1862(a)(15),
the Secretary may apply sanctions against such physician in ac-
cordance with subsection (j)(2) in the case of surgery performed on
or after March 1, 1987.

(D(1)(A) Subject to subparagraph (C), if—

(i) a nonparticipating physician furnishes services to an in-
dividual enrolled for benefits under this part,

(ii) payment for such services is not accepted on an assign-
ment-related basis,

(111)(I) a medicare administrative contractor determines
under this part or a quality improvement organization deter-
mines under part B of title XI that payment may not be made
by reason of section 1862(a)(1) because a service otherwise cov-
ered under this title is not reasonable and necessary under the
standards described in that section or (II) payment under this
title for such services is denied under section 1154(a)(2) by rea-
son of a determination under section 1154(a)(1)(B), and

(iv) the physician has collected any amounts for such serv-
ices,

the physician shall refund on a timely basis to the individual (and
shall be liable to the individual for) any amounts so collected.

(B) A refund under subparagraph (A) is considered to be on a
timely basis only if—

(i) in the case of a physician who does not request recon-
sideration or seek appeal on a timely basis, the refund is made
within 30 days after the date the physician receives a denial
notice under paragraph (2), or

(ii) in the case in which such a reconsideration or appeal
is taken, the refund is made within 15 days after the date the
physician receives notice of an adverse determination on recon-
sideration or appeal.

(C) Subparagraph (A) shall not apply to the furnishing of a
service by a physician to an individual in the case described in sub-
paragraph (A)Gii)(I) if—

(i) the physician establishes that the physician did not
know and could not reasonably have been expected to know
that payment may not be made for the service by reason of sec-
tion 1862(a)(1), or

(ii) before the service was provided, the individual was in-
formed that payment under this part may not be made for the
specific service and the individual has agreed to pay for that
service.

(2) Each medicare administrative contractor with a contract in
effect under this section with respect to physicians and each qual-
ity improvement organization with a contract under part B of title
XI shall send any notice of denial of payment for physicians’ serv-
ices based on section 1862(a)(1) and for which payment is not re-
quested on an assignment-related basis to the physician and the in-
dividual involved.

(3) If a physician knowingly and willfully fails to make refunds
in violation of paragraph (1)(A), the Secretary may apply sanctions
against such physician in accordance with subsection (j)(2).

(m)(1) In the case of a nonparticipating physician who—
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(A) performs an elective surgical procedure for an indi-
vidual enrolled for benefits under this part and for which the
physician’s actual charge is at least $500, and

(B) does not accept payment for such procedure on an as-
signment-related basis,

the physician must disclose to the individual, in writing and in a
form approved by the Secretary, the physician’s estimated actual
charge for the procedure, the estimated approved charge under this
part for the procedure, the excess of the physician’s actual charge
over the approved charge, and the coinsurance amount applicable
to the procedure. The written estimate may not be used as the
basis for, or evidence in, a civil suit.

(2) A physician who fails to make a disclosure required under
paragraph (1) with respect to a procedure shall refund on a timely
basis to the individual (and shall be liable to the individual for) any
amounts collected for the procedure in excess of the charges recog-
nized and approved under this part.

(3) If a physician knowingly and willfully fails to comply with
paragraph (2), the Secretary may apply sanctions against such phy-
sician in accordance with subsection (j)(2).

(4) The Secretary shall provide for such monitoring of requests
for payment for physicians’ services to which paragraph (1) applies
as is necessary to assure compliance with paragraph (2).

(n)(1) If a physician’s bill or a request for payment for services
billed by a physician includes a charge for a diagnostic test de-
scribed in section 1861(s)(3) (other than a clinical diagnostic labora-
tory test) for which the bill or request for payment does not indi-
cate that the billing physician personally performed or supervised
the performance of the test or that another physician with whom
the physician who shares a practice personally performed or super-
vised the performance of the test, the amount payable with respect
to the test shall be determined as follows:

(A) If the bill or request for payment indicates that the
test was performed by a supplier, identifies the supplier, and
indicates the amount the supplier charged the billing physi-
cian, payment for the test (less the applicable deductible and
coinsurance amounts) shall be the actual acquisition costs (net
of any discounts) or, if lower, the supplier’s reasonable charge
(or other applicable limit) for the test.

(B) If the bill or request for payment (i) does not indicate
who performed the test, or (ii) indicates that the test was per-
formed by a supplier but does not identify the supplier or in-
clude the amount charged by the supplier, no payment shall be
made under this part.

(2) A physician may not bill an individual enrolled under this
part—

(A) any amount other than the payment amount specified
in paragraph (1)(A) and any applicable deductible and coinsur-
ance for a diagnostic test for which payment is made pursuant
to paragraph (1)(A), or

(B) any amount for a diagnostic test for which payment
may not be made pursuant to paragraph (1)(B).

(8) If a physician knowingly and willfully in repeated cases
bills one or more individuals in violation of paragraph (2), the Sec-
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retary may apply sanctions against such physician in accordance
with section 1842(j)(2).

(0)(1) If a physician’s, supplier’s, or any other person’s bill or
request for payment for services includes a charge for a drug or bi-
ological for which payment may be made under this part and the
drug or biological is not paid on a cost or prospective payment basis
as otherwise provided in this part, the amount payable for the drug
or biological is equal to the following:

(A) In the case of any of the following drugs or biologicals,
95 percent of the average wholesale price:

(i) A drug or biological furnished before January 1,

2004.

(i1) Blood clotting factors furnished during 2004.
(iii) A drug or biological furnished during 2004 that
was not available for payment under this part as of April

1, 2003.

(iv) A vaccine described in subparagraph (A) or (B) of

section 1861(s)(10) furnished on or after January 1, 2004.

(v) A drug or biological furnished during 2004 in con-
nection with the furnishing of renal dialysis services if sep-
arately billed by renal dialysis facilities.

(B) In the case of a drug or biological furnished during
2004 that is not described in—

(i) clause (i1), (iii), (iv), or (v) of subparagraph (A),
(i) subparagraph (D)(i), or
(iii) subparagraph (F),

the amount determined under paragraph (4).

(C) In the case of a drug or biological that is not described
in subparagraph (A)@iv), (D)), or (F) furnished on or after Jan-
uary 1, 2005, the amount provided under section 1847, section
1847A, section 1847B, or section 1881(b)(13), as the case may
be for the drug or biological.

(D)(i) Except as provided in clause (ii), in the case of infu-
sion drugs furnished through an item of durable medical equip-
ment covered under section 1861(n) on or after January 1,
2004, 95 percent of the average wholesale price for such drug
in effect on October 1, 2003.

(ii) In the case of such infusion drugs furnished in a com-
petitive acquisition area under section 1847 on or after Janu-
ary 1, 2007, the amount provided under section 1847.

(E) In the case of a drug or biological, consisting of intra-
venous immune globulin, furnished—

(i) in 2004, the amount of payment provided under
paragraph (4); and

(i) in 2005 and subsequent years, the amount of pay-
ment provided under section 1847A.

(F) In the case of blood and blood products (other than
blood clotting factors), the amount of payment shall be deter-
mined in the same manner as such amount of payment was de-
termined on October 1, 2003.

(G) In the case of inhalation drugs or biologicals furnished
through durable medical equipment covered under section
1861(n) that are furnished—
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(i) in 2004, the amount provided under paragraph (4)
for the drug or biological; and

(i1) in 2005 and subsequent years, the amount pro-
vided under section 1847A for the drug or biological.

(2) If payment for a drug or biological is made to a licensed
pharmacy approved to dispense drugs or biologicals under this
part, the Secretary may pay a dispensing fee (less the applicable
deductible and coinsurance amounts) to the pharmacy. This para-
graph shall not apply in the case of payment under paragraph
(1)(C).

(3)(A) Payment for a charge for any drug or biological for which
payment may be made under this part may be made only on an
assignment-related basis.

(B) The provisions of subsection (b)(18)(B) shall apply to
charges for such drugs or biologicals in the same manner as they
apply to services furnished by a practitioner described in sub-
section (b)(18)(C).

(4)(A) Subject to the succeeding provisions of this paragraph,
the amount of payment for a drug or biological under this para-
graph furnished in 2004 is equal to 85 percent of the average
wholesale price (determined as of April 1, 2003) for the drug or bio-
logical.

(B) The Secretary shall substitute for the percentage under
subparagraph (A) for a drug or biological the percentage that would
apply to the drug or biological under the column entitled “Average
of GAO and OIG data (percent)” in the table entitled “Table 3.—
Medicare Part B Drugs in the Most Recent GAO and OIG Studies”
published on August 20, 2003, in the Federal Register (68 Fed.
Reg. 50445).

(C)d) The Secretary may substitute for the percentage under
subparagraph (A) a percentage that is based on data and informa-
tion submitted by the manufacturer of the drug or biological by Oc-
tober 15, 2003.

(i1) The Secretary may substitute for the percentage under sub-
paragraph (A) with respect to drugs and biologicals furnished dur-
ing 2004 on or after April 1, 2004, a percentage that is based on
data and information submitted by the manufacturer of the drug
or biological after October 15, 2003, and before January 1, 2004.

(D) In no case may the percentage substituted under subpara-
graph (B) or (C) be less than 80 percent.

(5)(A) Subject to subparagraph (B), in the case of clotting fac-
tors furnished on or after January 1, 2005, the Secretary shall,
after reviewing the January 2003 report to Congress by the Comp-
troller General of the United States entitled “Payment for Blood
Clotting Factor Exceeds Providers Acquisition Cost”, provide for a
separate payment, to the entity which furnishes to the patient
blood clotting factors, for items and services related to the fur-
nishing of such factors in an amount that the Secretary determines
to be appropriate. Such payment amount may take into account
any or all of the following:

(i) The mixing (if appropriate) and delivery of factors to an
individual, including special inventory management and stor-
age requirements.
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(i) Ancillary supplies and patient training necessary for
the self-administration of such factors.

(B) In determining the separate payment amount under sub-
paragraph (A) for blood clotting factors furnished in 2005, the Sec-
retary shall ensure that the total amount of payments under this
part (as estimated by the Secretary) for such factors under para-
graph (1)(C) and such separate payments for such factors does not
exceed the total amount of payments that would have been made
for such factors under this part (as estimated by the Secretary) if
the amendments made by section 303 of the Medicare Prescription
Drug, Improvement, and Modernization Act of 2003 had not been
enacted.

(C) The separate payment amount under this subparagraph for
blood clotting factors furnished in 2006 or a subsequent year shall
be equal to the separate payment amount determined under this
paragraph for the previous year increased by the percentage in-
crease in the consumer price index for medical care for the 12-
month period ending with June of the previous year.

(6) In the case of an immunosuppressive drug described in sub-
paragraph (J) of section 1861(s)(2) and an oral drug described in
subparagraph (Q) or (T) of such section, the Secretary shall pay to
the pharmacy a supplying fee for such a drug determined appro-
priate by the Secretary (less the applicable deductible and coinsur-
ance amounts).

(7) There shall be no administrative or judicial review under
section 1869, section 1878, or otherwise, of determinations of pay-
ment amounts, methods, or adjustments under paragraphs (4)
through (6).

(p)(1) Each request for payment, or bill submitted, for an item
or service furnished by a physician or practitioner specified in sub-
section (b)(18)(C) for which payment may be made under this part
shall include the appropriate diagnosis code (or codes) as estab-
lished by the Secretary for such item or service.

(2) In the case of a request for payment for an item or service
furnished by a physician or practitioner specified in subsection
(b)(18)(C) on an assignment-related basis which does not include
the code (or codes) required under paragraph (1), payment may be
denied under this part.

(3) In the case of a request for payment for an item or service
furnished by a physician not submitted on an assignment-related
basis and which does not include the code (or codes) required under
paragraph (1)—

(A) if the physician knowingly and willfully fails to provide
the code (or codes) promptly upon request of the Secretary or

a medicare administrative contractor, the physician may be

subject to a civil money penalty in an amount not to exceed

$2,000, and

(B) if the physician knowingly, willfully, and in repeated
cases fails, after being notified by the Secretary of the obliga-
tions and requirements of this subsection, to include the code

(or codes) required under paragraph (1), the physician may be

subject to the sanction described in section 1842()(2)(A).

The provisions of section 1128A (other than subsections (a) and (b))
shall apply to civil money penalties under subparagraph (A) in the
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same manner as they apply to a penalty or proceeding under sec-
tion 1128A(a).

(4) In the case of an item or service defined in paragraph (3),
(6), (8), or (9) of subsection 1861(s) ordered by a physician or a
practitioner specified in subsection (b)(18)(C), but furnished by an-
other entity, if the Secretary (or fiscal agent of the Secretary) re-
quires the entity furnishing the item or service to provide diag-
nostic or other medical information in order for payment to be
made to the entity, the physician or practitioner shall provide that
information to the entity at the time that the item or service is or-
dered by the physician or practitioner.

(@)(1)A) The Secretary, in consultation with groups rep-
resenting physicians who furnish anesthesia services, shall estab-
lish by regulation a relative value guide for use in all localities in
making payment for physician anesthesia services furnished under
this part. Such guide shall be designed so as to result in expendi-
tures under this title for such services in an amount that would not
exceed the amount of such expenditures which would otherwise
occur.

(B) For physician anesthesia services furnished under this part
during 1991, the prevailing charge conversion factor used in a lo-
cality under this subsection shall, subject to clause (iv), be reduced
to the adjusted prevailing charge conversion factor for the locality
determined as follows:

(i) The Secretary shall estimate the national weighted av-
erage of the prevailing charge conversion factors used under
this subsection for services furnished during 1990 after March
31, using the best available data.

(i1) The national weighted average estimated under clause
(1) shall be reduced by 7 percent.

(iii) The adjusted prevailing charge conversion factor for a
locality is the sum of—

(I) the product of (a) the portion of the reduced na-
tional weighted average prevailing charge conversion fac-
tor computed under clause (ii) which is attributable to phy-
sician work and (b) the geographic work index value for
the locality (specified in Addendum C to the Model Fee
Schedule for Physician Services (published on September
4, 1990, 55 Federal Register pp. 36238-36243)); and

(IT) the product of (a) the remaining portion of the re-
duced national weighted average prevailing charge conver-
sion factor computed under clause (ii) and (b) the geo-
graphic practice cost index value specified in section
1842(b)(14)(C)(iv) for the locality.

In applying this clause, 70 percent of the prevailing charge

conversion factor shall be considered to be attributable to phy-

sician work.

(iv) The prevailing charge conversion factor to be applied
to a locality under this subparagraph shall not be reduced by
more than 15 percent below the prevailing charge conversion
factor applied in the locality for the period during 1990 after
March 31, but in no case shall the prevailing charge conversion
factor be less than 60 percent of the national weighted average
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of the prevailing charge conversion factors (computed under

clause (1)).

(2) For purposes of payment for anesthesia services (whether
furnished by physicians or by certified registered nurse anes-
thetists) under this part, the time units shall be counted based on
actual time rather than rounded to full time units.

(r) The Secretary shall establish a system which provides for
a unique identifier for each physician who furnishes services for
which payment may be made under this title. Under such system,
the Secretary may impose appropriate fees on such physicians to
cover the costs of investigation and recertification activities with
respect to the issuance of the identifiers.

(s)(1)(A) Subject to paragraph (3), the Secretary may imple-
ment a statewide or other areawide fee schedule to be used for pay-
ment of any item or service described in paragraph (2) which is
paid on a reasonable charge basis.

(B) Any fee schedule established under this paragraph
for such item or service shall be updated—
(1) for years before 2011—

(I) subject to subclause (II), by the percentage
increase in the consumer price index for all urban
consumers (United States city average) for the 12-
month period ending with June of the preceding
year; and

(II) for items and services described in para-
graph (2)(D) for 2009, section 1834(a)(14)(J) shall
apply under this paragraph instead of the percent-
age increase otherwise applicable; and
(i1) for 2011 and subsequent years—

(I) the percentage increase in the consumer
price index for all urban consumers (United States
city average) for the 12-month period ending with
June of the previous year, reduced by—

(IT) the productivity adjustment described in
section 1886(b)(3)(B)(xi)(II).

The application of subparagraph (B)@ii)(II) may result in the

update under this paragraph being less than 0.0 for a year,

and may result in payment rates under any fee schedule estab-
lished under this paragraph for a year being less than such
payment rates for the preceding year.

(2) The items and services described in this paragraph are as
follows:

(A) Medical supplies.
(B) Home dialysis supplies and equipment (as defined in

section 1881(b)(8)).

[(C) Repealed.]

(D) Parenteral and enteral nutrients, equipment, and sup-
plies.

(E) Electromyogram devices.

(F) Salivation devices.

(G) Blood products.

(H) Transfusion medicine.
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(3) In the case of items and services described in paragraph
(2)(D) that are included in a competitive acquisition program in a
competitive acquisition area under section 1847(a)—

(A) the payment basis under this subsection for such items
and services furnished in such area shall be the payment basis
determined under such competitive acquisition program; and

(B) the Secretary may use information on the payment de-
termined under such competitive acquisition programs to ad-
just the payment amount otherwise applicable under para-
graph (1) for an area that is not a competitive acquisition area
under section 1847, and in the case of such adjustment, para-
graphs (8) and (9) of section 1842(b) shall not be applied.

(t)(1) Each request for payment, or bill submitted, for an item
or service furnished to an individual who is a resident of a skilled
nursing facility for which payment may be made under this part
shall include the facility’s medicare provider number.

(2) Each request for payment, or bill submitted, for therapy
services described in paragraph (1) or (3) of section 1833(g), includ-
ing services described in section 1833(a)(8)(B), furnished on or after
October 1, 2012, for which payment may be made under this part
shall include the national provider identifier of the physician who
periodically reviews the plan for such services under section
1861(p)(2).

(u) Each request for payment, or bill submitted, for a drug fur-
nished to an individual for the treatment of anemia in connection
with the treatment of cancer shall include (in a form and manner
specified by the Secretary) information on the hemoglobin or hem-
atocrit levels for the individual.

STATE AGREEMENTS FOR COVERAGE OF ELIGIBLE INDIVIDUALS WHO
ARE RECEIVING MONEY PAYMENTS UNDER PUBLIC ASSISTANCE PRO-
GRAMS (OR ARE ELIGIBLE FOR MEDICAL ASSISTANCE)

SeEc. 1843. [42 U.S.C. 1395v](a) The Secretary shall, at the re-
quest of a State made before January 1, 1970, or during 1981 or
after 1988, enter into an agreement with such State pursuant to
which all eligible individuals in either of the coverage groups de-
scribed in subsection (b) (as specified in the agreement) will be en-
rolled under the program established by this part.

(b) An agreement entered into with any State pursuant to sub-
section (a) may be applicable to either of the following coverage
groups:

(1) individuals receiving money payments under the plan
of such State approved under title I or title XVI; or
(2) individuals receiving money payments under all of the
plans of such State approved under titles I, X, XIV, and XVI,
and part A of title IV.
Except as provided in subsection (g), there shall be excluded from
any coverage group any individual who is entitled to monthly in-
surance benefits under title II or who is entitled to receive an an-
nuity under the Railroad Retirement Act of 1974. Effective January
1, 1974, and subject to section 1902(f), the Secretary shall, at the
request of any State not eligible to participate in the State plan
program established under title XVI, continue in effect the agree-
ment entered into under this section with such State subject to
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such modifications as the Secretary may by regulations provide to
take account of the termination of any plans of such State ap-
proved under titles I, X, XIV, and XVI and the establishment of the
supplemental security income program under title XVI.

(c) For purposes of this section, an individual shall be treated
as an eligible individual only if he is an eligible individual (within
the meaning of section 1836) on the date an agreement covering
him is entered into under subsection (a) or he becomes an eligible
individual (within the meaning of such section) at any time after
such date; and he shall be treated as receiving money payments de-
scribed in subsection (b) if he receives such payments for the
n%‘onth in which the agreement is entered into or any month there-
after.

(d) In the case of any individual enrolled pursuant to this sec-
tion—

(1) the monthly premium to be paid by the State shall be
determined under section 1839 (without any increase under
subsection (b) thereof);

(2) his coverage period shall begin on whichever of the fol-
lowing is the latest:

(A) July 1, 1966;

(B) the first day of the third month following the
month in which the State agreement is entered into;

(C) the first day of the first month in which he is both
an eligible individual and a member of a coverage group
specified in the agreement under this section; or

d(D) such date as may be specified in the agreement;
an

(3) his coverage period attributable to the agreement with
the State under this section shall end on the last day of which-
ever of the following first occurs:

(A) the month in which he is determined by the State
agency to have become ineligible both for money payments
of a kind specified in the agreement and (if there is in ef-
fect a modification entered into under subsection (h)) for
medical assistance, or

(B) the month preceding the first month for which he
becomes entitled to monthly benefits under title II or to an
annuity or pension under the Railroad Retirement Act of
1974.

(e) Any individual whose coverage period attributable to the
State agreement is terminated pursuant to subsection (d)(3) shall
be deemed for purposes of this part (including the continuation of
his coverage period under this part) to have enrolled under section
1837 in the initial general enrollment period provided by section
1837(c). The coverage period under this part of any such individual
who (in the last month of his coverage period attributable to the
State agreement or in any of the following six months) files notice
that he no longer wishes to participate in the insurance program
established by this part, shall terminate at the close of the month
in which the notice is filed.

(f) With respect to eligible individuals receiving money pay-
ments under the plan of a State approved under title I, X, XIV, or
XVI, or part A of title IV, or eligible to receive medical assistance
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under the plan of such State approved under title XIX, if the agree-
ment entered into under this section so provides, the term “carrier”
as defined in section 1842(f) also includes the State agency, speci-
fied in such agreement, which administers or supervises the ad-
ministration of the plan of such State approved under title I, XVI,
or XIX. The agreement shall also contain such provisions as will fa-
cilitate the financial transactions of the State and the carrier with
respect to deductions, coinsurance, and otherwise, and as will lead
to economy and efficiency of operation, with respect to individuals
receiving money payments under plans of the State approved under
titles I, X, XIV, and XVI, and part A of title IV, and individuals
eligible to receive medical assistance under the plan of the State
approved under title XIX.

(g)(1) The Secretary shall, at the request of a State made be-
fore January 1, 1970, or during 1981 or after 1988, enter into a
modification of an agreement entered into with such State pursu-
ant to subsection (a) under which the second sentence of subsection
(b) shall not apply with respect to such agreement.

(2) In the case of any individual who would (but for this sub-
section) be excluded from the applicable coverage group described
in subsection (b) by the second sentence of such subsection—

(A) subsections (c¢) and (d)(2) shall be applied as if such
subsections referred to the modification under this subsection

(in lieu of the agreement under subsection (a)), and

(B) subsection (d)(3)(B) shall not apply so long as there is
in effect a modification entered into by the State under this
subsection.

(h)(1) The Secretary shall, at the request of a State made be-
fore January 1, 1970, or during 1981 or after 1988, enter into a
modification of an agreement entered into with such State pursu-
ant to subsection (a) under which the coverage group described in
subsection (b) and specified in such agreement is broadened to in-
clude (A) individuals who are eligible to receive medical assistance
under the plan of such State approved under title XIX, or (B) quali-
fied medicare beneficiaries (as defined in section 1905(p)(1)).

(2) For purposes of this section, an individual shall be treated
as eligible to receive medical assistance under the plan of the State
approved under title XIX if, for the month in which the modifica-
tion is entered into under this subsection or for any month there-
after, he has been determined to be eligible to receive medical as-
sistance under such plan. In the case of any individual who would
(but for this subsection) be excluded from the agreement, sub-
sections (¢) and (d)(2) shall be applied as if they referred to the
modification under this subsection (in lieu of the agreement under
subsection (a)), and subsection (d)(2)(C) shall be applied (except in
the case of qualified medicare beneficiaries, as defined in section
1905(p)(1)) by substituting “second month following the first
month” for “first month”.

(3) In this subsection, the term “qualified medicare beneficiary”
also includes an individual described in section 1902(a)(10)(E)(iii).

(i) For provisions relating to enrollment of qualified medicare
beneficiaries under part A, see section 1818(g).
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APPROPRIATIONS TO COVER GOVERNMENT CONTRIBUTIONS AND
CONTINGENCY RESERVE

SEC. 1844. [42 U.S.C. 1395w] (a) There are authorized to be
appropriated from time to time, out of any moneys in the Treasury
not otherwise appropriated, to the Federal Supplementary Medical
Insurance Trust Fund—

(1)(A) a Government contribution equal to the aggregate
premiums payable for a month for enrollees age 65 and over
under this part and deposited in the Trust Fund, multiplied by
the ratio of—

(i) twice the dollar amount of the actuarially adequate
rate per enrollee age 65 and over as determined under sec-
tion 1839(a)(1) for such month minus the dollar amount of
the premium per enrollee for such month, as determined
under section 1839(a)(3), to

(i) the dollar amount of the premium per enrollee for
such month, plus
(B) a Government contribution equal to the aggregate pre-

miums payable for a month for enrollees under age 65 under

this part and deposited in the Trust Fund, multiplied by the
ratio of—

(i) twice the dollar amount of the actuarially adequate
rate per enrollee under age 65 as determined under section
1839(a)(4) for such month minus the dollar amount of the
premium per enrollee for such month, as determined under
section 1839(a)(3), to

(i1) the dollar amount of the premium per enrollee for
such month; minus
(C) the aggregate amount of additional premium payments

attributable to the application of section 1839(i); plus

(2) such sums as the Secretary deems necessary to place
the Trust Fund, at the end of any fiscal year occurring after
June 30, 1967, in the same position in which it would have
been at the end of such fiscal year if (A) a Government con-
tribution representing the excess of the premiums deposited in
the Trust Fund during the fiscal year ending June 30, 1967,
over the Government contribution actually appropriated to the
Trust Fund during such fiscal year had been appropriated to
it on June 30, 1967, and (B) the Government contribution for
premiums deposited in the Trust Fund after June 30, 1967,
had been appropriated to it when such premiums were depos-
ited; plus

(3) a Government contribution equal to the amount of pay-
ment incentives payable under sections 1848(o) and 1853(1)(3).
(b) In order to assure prompt payment of benefits provided

under this part and the administrative expenses thereunder during
the early months of the program established by this part, and to
provide a contingency reserve, there is also authorized to be appro-
priated, out of any moneys in the Treasury not otherwise appro-
priated, to remain available through the calendar year 1969 for re-
payable advances (without interest) to the Trust Fund, an amount
equal to $18 multiplied by the number of individuals (as estimated
by the Secretary) who could be covered in July 1966 by the insur-



FACOMP\SSA\TITLE18B

July 11, 2012

263 TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 1846

ance program established by this part if they had theretofore en-
rolled under this part.

(c) The Secretary shall determine the Government contribution
under subparagraphs (A) and (B) of subsection (a)(1) without re-
gard to any premium reduction resulting from an election under
section 1854(f)(1)(E) or any credits provided under section
1854(b)(1)(C)(iv) and without regard to any premium adjustment
effected under section 1839().

[SEC. 1845. Repealed.]

INTERMEDIATE SANCTIONS FOR PROVIDERS OR SUPPLIERS OF CLINICAL
DIAGNOSTIC LABORATORY TESTS

SEC. 1846. [42 U.S.C. 1395w—2] (a) If the Secretary deter-
mines that any provider or clinical laboratory approved for partici-
pation under this title no longer substantially meets the conditions
of participation or for coverage specified under this title with re-
spect to the provision of clinical diagnostic laboratory tests under
this part, the Secretary may (for a period not to exceed one year)
impose intermediate sanctions developed pursuant to subsection
(b), in lieu of terminating immediately the provider agreement or
cancelling immediately approval of the clinical laboratory.

(b)(1) The Secretary shall develop and implement—

(A) a range of intermediate sanctions to apply to providers
or clinical laboratories under the conditions described in sub-
section (a), and

(B) appropriate procedures for appealing determinations
relating to the imposition of such sanctions.

(2)(A) The intermediate sanctions developed under paragraph
(1) shall include—

(i) directed plans of correction,

(i) civil money penalties in an amount not to exceed
$10,000 for each day of substantial noncompliance,

(iii) payment for the costs of onsite monitoring by an agen-
cy responsible for conducting surveys, and

(iv) suspension of all or part of the payments to which a
provider or clinical laboratory would otherwise be entitled
under this title with respect to clinical diagnostic laboratory
tests furnished on or after the date on which the Secretary de-
termines that intermediate sanctions should be imposed pursu-
ant to subsection (a).

The provisions of section 1128A (other than subsections (a) and (b))
shall apply to a civil money penalty under clause (ii) in the same
manner as such provisions apply to a penalty or proceeding under
section 1128A(a).

(B) The sanctions specified in subparagraph (A) are in addition
to sanctions otherwise available under State or Federal law.

(3) The Secretary shall develop and implement specific proce-
dures with respect to when and how each of the intermediate sanc-
tions developed under paragraph (1) is to be applied, the amounts
of any penalties, and the severity of each of these penalties. Such
procedures shall be designed so as to minimize the time between
identification of violations and imposition of these sanctions and
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shall provide for the imposition of incrementally more severe pen-
alties for repeated or uncorrected deficiencies.

COMPETITIVE ACQUISITION OF CERTAIN ITEMS AND SERVICES

SEC. 1847. [42 U.S.C. 1395w—3]1 (a) ESTABLISHMENT OF COM-
PETITIVE ACQUISITION PROGRAMS.—
(1) IMPLEMENTATION OF PROGRAMS.—

(A) IN GENERAL.—The Secretary shall establish and
implement programs under which competitive acquisition
areas are established throughout the United States for
contract award purposes for the furnishing under this part
of competitively priced items and services (described in
paragraph (2)) for which payment is made under this part.
Such areas may differ for different items and services.

(B) PHASED-IN IMPLEMENTATION.—The programs—

(1) shall be phased in among competitive acquisi-
tion areas in a manner consistent with subparagraph
(D) so that the competition under the programs occurs
in—

(I) 10 of the largest metropolitan statistical

areas in 2007,

(IT) an additional 91 of the largest metropoli-
tan statistical areas in 2011; and

(ITI) additional areas after 2011 (or, in the
case of national mail order for items and services,
after 2010); and

(i) may be phased in first among the highest cost
and highest volume items and services or those items
and services that the Secretary determines have the
largest savings potential.

(C) WAIVER OF CERTAIN PROVISIONS.—In carrying out
the programs, the Secretary may waive such provisions of
the Federal Acquisition Regulation as are necessary for
the efficient implementation of this section, other than
provisions relating to confidentiality of information and
such other provisions as the Secretary determines appro-
priate.

(D) CHANGES IN COMPETITIVE ACQUISITION PROGRAMS.—

(i) ROUND 1 OF COMPETITIVE ACQUISITION PROGRAM.—
Notwithstanding subparagraph (B)(i)I) and in imple-
menting the first round of the competitive acquisition pro-
grams under this section—

(I) the contracts awarded under this section before
the date of the enactment of this subparagraph are
terminated, no payment shall be made under this title
on or after the date of the enactment of this subpara-
graph based on such a contract, and, to the extent that
any damages may be applicable as a result of the ter-
mination of such contracts, such damages shall be
payable from the Federal Supplementary Medical In-
surance Trust Fund under section 1841;

(II) the Secretary shall conduct the competition for
such round in a manner so that it occurs in 2009 with
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respect to the same items and services and the same

areas, except as provided in subclauses (III) and (IV);

(ITT) the Secretary shall exclude Puerto Rico so
that such round of competition covers 9, instead of 10,
of the largest metropolitan statistical areas; and

(IV) there shall be excluded negative pressure
wound therapy items and services.

Nothing in subclause (I) shall be construed to provide an
independent cause of action or right to administrative or
judicial review with regard to the termination provided
under such subclause.

(i1)) ROUND 2 OF COMPETITIVE ACQUISITION PROGRAM.—
In implementing the second round of the competitive ac-
quisition programs under this section described in sub-
paragraph (B)G)(II)—

(I) the metropolitan statistical areas to be in-
cluded shall be those metropolitan statistical areas se-
lected by the Secretary for such round as of June 1,
2008;

(II)1 the Secretary shall include the next 21
largest metropolitan statistical areas by total pop-

ulation (after those selected under subclause (I))

for such round; and

(ITI) the Secretary may subdivide metropolitan
statistical areas with populations (based upon the
most recent data from the Census Bureau) of at least
8,000,000 into separate areas for competitive acquisi-
tion purposes.

(iii) EXCLUSION OF CERTAIN AREAS IN SUBSEQUENT
ROUNDS OF COMPETITIVE ACQUISITION PROGRAMS.—In im-
plementing subsequent rounds of the competitive acquisi-
tion programs under this section, including under subpara-
graph (B)(1)(IIT), for competitions occurring before 2015,
the Secretary shall exempt from the competitive acquisi-
tion program (other than national mail order) the fol-
lowing:

(I) Rural areas.

(IT) Metropolitan statistical areas not selected
under round 1 or round 2 with a population of less
than 250,000.

(ITI) Areas with a low population density within a
metropolitan statistical area that is otherwise selected,
as determined for purposes of paragraph (3)(A).

(E) VERIFICATION BY 0IG.—The Inspector General of the De-

partment of Health and Human Services shall, through post-award
audit, survey, or otherwise, assess the process used by the Centers

for Medicare & Medicaid Services to conduct competitive bidding

and subsequent pricing determinations under this section that are

the basis for pivotal bid amounts and single payment amounts for
items and services in competitive bidding areas under rounds 1 and

2 of the competitive acquisition programs under this section and

1Margin so in law.
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may continue to verify such calculations for subsequent rounds of
such programs.

(F) SUPPLIER FEEDBACK ON MISSING FINANCIAL DOCUMENTA-
TION.—

(i) IN GENERAL.—In the case of a bid where one or more
covered documents in connection with such bid have been sub-
mitted not later than the covered document review date speci-
fied in clause (ii), the Secretary—

(I) shall provide, by not later than 45 days (in the case
of the first round of the competitive acquisition programs
as described in subparagraph (B)A)(I)) or 90 days (in the
case of a subsequent round of such programs) after the
covered document review date, for notice to the bidder of
all such documents that are missing as of the covered doc-
ument review date; and

(II) may not reject the bid on the basis that any cov-
ered document is missing or has not been submitted on a
timely basis, if all such missing documents identified in
the notice provided to the bidder under subclause (I) are
submitted to the Secretary not later than 10 business days
after the date of such notice.

(ii) COVERED DOCUMENT REVIEW DATE.—The covered docu-
ment review date specified in this clause with respect to a com-
petitive acquisition program is the later of—

(I) the date that is 30 days before the final date speci-
fied by the Secretary for submission of bids under such
program; or

(IT) the date that is 30 days after the first date speci-
fied by the Secretary for submission of bids under such
program.

(ii1) LIMITATIONS OF PROCESS.—The process provided under
this subparagraph—

(I) applies only to the timely submission of covered
documents;

(IT) does not apply to any determination as to the ac-
curacy or completeness of covered documents submitted or
whether such documents meet applicable requirements;

(ITI) shall not prevent the Secretary from rejecting a
bid based on any basis not described in clause (i)(II); and

(IV) shall not be construed as permitting a bidder to
change bidding amounts or to make other changes in a bid
submission.

(iv) COVERED DOCUMENT DEFINED.—In this subparagraph,
the term “covered document” means a financial, tax, or other
document required to be submitted by a bidder as part of an
original bid submission under a competitive acquisition pro-
gram in order to meet required financial standards. Such term
does not include other documents, such as the bid itself or ac-
creditation documentation.

(2) ITEMS AND SERVICES DESCRIBED.—The items and serv-
ices referred to in paragraph (1) are the following:

(A) DURABLE MEDICAL EQUIPMENT AND MEDICAL SUP-
PLIES.—Covered items (as defined in section 1834(a)(13))
for which payment would otherwise be made under section
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1834(a), including items used in infusion and drugs (other
than inhalation drugs) and supplies used in conjunction
with durable medical equipment, but excluding class III
devices under the Federal Food, Drug, and Cosmetic Act
and excluding certain complex rehabilitative power wheel-
chairs recognized by the Secretary as classified within
group 3 or higher (and related accessories when furnished

in connection with such wheelchairs) 1.

(B) OTHER EQUIPMENT AND SUPPLIES.—Items and serv-
ices described in section 1842(s)(2)(D), other than paren-
teral nutrients, equipment, and supplies.

(C) OFF-THE-SHELF ORTHOTICS.—Orthotics described in
section 1861(s)(9) for which payment would otherwise be
made under section 1834(h) which require minimal self-ad-
justment for appropriate use and do not require expertise
in trimming, bending, molding, assembling, or customizing
to fit to the individual.

(3) EXCEPTION AUTHORITY.—In carrying out the programs
under this section, the Secretary may exempt—

(A) rural areas and areas with low population density
within urban areas that are not competitive, unless there
is a significant national market through mail order for a
particular item or service; and

(B) items and services for which the application of
competitive acquisition is not likely to result in significant
savings.

(4) SPECIAL RULE FOR CERTAIN RENTED ITEMS OF DURABLE
MEDICAL EQUIPMENT AND OXYGEN.—In the case of a covered
item for which payment is made on a rental basis under sec-
tion 1834(a) and in the case of payment for oxygen under sec-
tion 1834(a)(5), the Secretary shall establish a process by
which rental agreements for the covered items and supply ar-
rangements with oxygen suppliers entered into before the ap-
plication of the competitive acquisition program under this sec-
tion for the item may be continued notwithstanding this sec-
tion. In the case of any such continuation, the supplier in-
volved shall provide for appropriate servicing and replacement,
as required under section 1834(a).

(5) PHYSICIAN AUTHORIZATION.—

(A) IN GENERAL.—With respect to items or services in-
cluded within a particular HCPCS code, the Secretary may
establish a process for certain items and services under
which a physician may prescribe a particular brand or
mode of delivery of an item or service within such code if
the physician determines that use of the particular item or
service would avoid an adverse medical outcome on the in-
dividual, as determined by the Secretary.

1The amendment to paragraph (2)(A) by section 154(a)(1)(B) of Public Law 110-275 to insert
“and excluding certain complex rehabilitative power wheelchairs recognized by the Secretary as
classified within group 3 or higher (and related accessories when furnished in connection with
such wheelchairs)” before the period at the end was carried out to reflect the probable intent
of Congress. The amendment instructions in the lead-in language in section 154(a)(1) of such
Public Law probably should have been “[s]ection 1874(a)” instead of “[slection 1874(a)(1)”.
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(B) NO EFFECT ON PAYMENT AMOUNT.—A prescription
under subparagraph (A) shall not affect the amount of pay-
ment otherwise applicable for the item or service under
the code involved.

(6) APPLICATION.—For each competitive acquisition area in
which the program is implemented under this subsection with
respect to items and services, the payment basis determined
under the competition conducted under subsection (b) shall be
substituted for the payment basis otherwise applied under sec-
tion 1834(a), section 1834(h), or section 1842(s), as appropriate.

(7) EXEMPTION FROM COMPETITIVE ACQUISITION.—The pro-
grams under this section shall not apply to the following:

(A) CERTAIN OFF-THE-SHELF ORTHOTICS.—Items and
services described in paragraph (2)(C) if furnished—

(i) by a physician or other practitioner (as defined
by the Secretary) to the physician’s or practitioner’s
own patients as part of the physician’s or practi-
tioner’s professional service; or

(i1) by a hospital to the hospital’s own patients
during an admission or on the date of discharge.

(B) CERTAIN DURABLE MEDICAL EQUIPMENT.—Those
items and services described in paragraph (2)(A)—

(i) that are furnished by a hospital to the hos-
pital’s own patients during an admission or on the
date of discharge; and

(i1) to which such programs would not apply, as
specified by the Secretary, if furnished by a physician
to the physician’s own patients as part of the physi-
cian’s professional service.

(b) PROGRAM REQUIREMENTS.—

(1) IN GENERAL.—The Secretary shall conduct a competi-
tion among entities supplying items and services described in
subsection (a)(2) for each competitive acquisition area in which
the program is implemented under subsection (a) with respect
to such items and services.

(2) CONDITIONS FOR AWARDING CONTRACT.—

(A) IN GENERAL.—The Secretary may not award a con-
tract to any entity under the competition conducted in an
competitive acquisition area pursuant to paragraph (1) to
furnish such items or services unless the Secretary finds
all of the following:

(1) The entity meets applicable quality standards
specified by the Secretary under section 1834(a)(20).

(ii) The entity meets applicable financial stand-
ards specified by the Secretary, taking into account
the needs of small providers.

(iii) The total amounts to be paid to contractors in
a competitive acquisition area are expected to be less
than the total amounts that would otherwise be paid.

(iv) Access of individuals to a choice of multiple
suppliers in the area is maintained.

(B) TIMELY IMPLEMENTATION OF PROGRAM.—Any delay
in the implementation of quality standards under section
1834(a)(20) or delay in the receipt of advice from the pro-

July 11, 2012
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gram oversight committee established under subsection (c)
shall not delay the implementation of the competitive ac-
quisition program under this section.

(3) CONTENTS OF CONTRACT.—

(A) IN GENERAL.—A contract entered into with an enti-
ty under the competition conducted pursuant to paragraph
(1) is subject to terms and conditions that the Secretary
may specify.

(B) TERM OF CONTRACTS.—The Secretary shall recom-
pete contracts under this section not less often than once
every 3 years.

(C) DISCLOSURE OF SUBCONTRACTORS.—

(1) INITIAL DISCLOSURE.—Not later than 10 days
after the date a supplier enters into a contract with
the Secretary under this section, such supplier shall
disclose to the Secretary, in a form and manner speci-
fied by the Secretary, the information on—

(I) each subcontracting relationship that such
supplier has in furnishing items and services
under the contract; and

(II) whether each such subcontractor meets
the requirement of section 1834(a)(20)(F)(1), if ap-
plicable to such subcontractor.

(i) SUBSEQUENT DISCLOSURE.—Not later than 10
days after such a supplier subsequently enters into a
subcontracting relationship described in clause (i)(II),
such supplier shall disclose to the Secretary, in such
form and manner, the information described in sub-
clauses (I) and (II) of clause (i).

(4) LIMIT ON NUMBER OF CONTRACTORS.—

(A) IN GENERAL.—The Secretary may limit the number
of contractors in a competitive acquisition area to the num-
ber needed to meet projected demand for items and serv-
ices covered under the contracts. In awarding contracts,
the Secretary shall take into account the ability of bidding
entities to furnish items or services in sufficient quantities
to meet the anticipated needs of individuals for such items
or services in the geographic area covered under the con-
tract on a timely basis.

(B) MULTIPLE WINNERS.—The Secretary shall award
contracts to multiple entities submitting bids in each area
for an item or service.

(5) PAYMENT.—

(A) IN GENERAL.—Payment under this part for com-
petitively priced items and services described in subsection
(a)(2) shall be based on bids submitted and accepted under
this section for such items and services. Based on such
bids the Secretary shall determine a single payment
amount for each item or service in each competitive acqui-
sition area.

(B) REDUCED BENEFICIARY COST-SHARING.—

(i) APPLICATION OF COINSURANCE.—Payment
under this section for items and services shall be in an
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amount equal to 80 percent of the payment basis de-

scribed in subparagraph (A).

(i1) APPLICATION OF DEDUCTIBLE.—Before applying
clause (i), the individual shall be required to meet the
deductible described in section 1833(b).

(C) PAYMENT ON ASSIGNMENT-RELATED BASIS.—Pay-
ment for any item or service furnished by the entity may
1(;nly be made under this section on an assignment-related

asis.

(D) CoONSTRUCTION.—Nothing in this section shall be
construed as precluding the use of an advanced beneficiary
notice with respect to a competitively priced item and serv-
ice.

(6) PARTICIPATING CONTRACTORS.—

(A) IN GENERAL.—Except as provided in subsection
(a)(4), payment shall not be made for items and services
described in subsection (a)(2) furnished by a contractor
anil for which competition is conducted under this section
unless—

(i) the contractor has submitted a bid for such
items and services under this section; and

(i) the Secretary has awarded a contract to the
contractor for such items and services under this sec-
tion.

(B) BID DEFINED.—In this section, the term “bid”
means an offer to furnish an item or service for a par-
ticular price and time period that includes, where appro-
priate, any services that are attendant to the furnishing of
the item or service.

(C) RULES FOR MERGERS AND ACQUISITIONS.—In apply-
ing subparagraph (A) to a contractor, the contractor shall
include a successor entity in the case of a merger or acqui-
sition, if the successor entity assumes such contract along
with any liabilities that may have occurred thereunder.

(D) PROTECTION OF SMALL SUPPLIERS.—In developing
procedures relating to bids and the awarding of contracts
under this section, the Secretary shall take appropriate
steps to ensure that small suppliers of items and services
have an opportunity to be considered for participation in
the program under this section.

(7) CONSIDERATION IN DETERMINING CATEGORIES FOR
BIDS.—The Secretary may consider the clinical efficiency and
value of specific items within codes, including whether some
items have a greater therapeutic advantage to individuals.

(8) AUTHORITY TO CONTRACT FOR EDUCATION, MONITORING,
OUTREACH, AND COMPLAINT SERVICES.—The Secretary may
enter into contracts with appropriate entities to address com-
plaints from individuals who receive items and services from
an entity with a contract under this section and to conduct ap-
propriate education of and outreach to such individuals and
monitoring quality of services with respect to the program.

(9) AUTHORITY TO CONTRACT FOR IMPLEMENTATION.—The
Secretary may contract with appropriate entities to implement
the competitive bidding program under this section.
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(10) SPECIAL RULE IN CASE OF COMPETITION FOR DIABETIC

TESTING STRIPS.—

(A) IN GENERAL.—With respect to the competitive ac-
quisition program for diabetic testing strips conducted
after the first round of the competitive acquisition pro-
grams, if an entity does not demonstrate to the Secretary
that its bid covers types of diabetic testing strip products
that, in the aggregate and taking into account volume for
the different products, cover 50 percent (or such higher
percentage as the Secretary may specify) of all such types
of products, the Secretary shall reject such bid. The vol-
ume for such types of products may be determined in ac-
cordance with such data (which may be market based
data) as the Secretary recognizes.

(B) STUDY OF TYPES OF TESTING STRIP PRODUCTS.—Be-
fore 2011, the Inspector General of the Department of
Health and Human Services shall conduct a study to de-
termine the types of diabetic testing strip products by vol-
ume that could be used to make determinations pursuant
to subparagraph (A) for the first competition under the
competitive acquisition program described in such sub-
paragraph and submit to the Secretary a report on the re-
sults of the study. The Inspector General shall also con-
duct such a study and submit such a report before the Sec-
retary conducts a subsequent competitive acquistion pro-
gram described in subparagraph (A).

(11) NO ADMINISTRATIVE OR JUDICIAL REVIEW.—There shall

be no administrative or judicial review under section 1869, sec-
tion 1878, or otherwise, of—

(A) the establishment of payment amounts under
paragraph (5);

(B) the awarding of contracts under this section;

(C) the designation of competitive acquisition areas
under subsection (a)(1)(A) and the identification of areas
under subsection (a)(1)(D)(3ii);

(D) the phased-in implementation under subsection
(a)(1)(B) and implementation of subsection (a)(1)(D);

(E) the selection of items and services for competitive
acquisition under subsection (a)(2);

(F) the bidding structure and number of contractors
selected under this section; or

(G) the implementation of the special rule described in
paragraph (10).

(¢) PROGRAM ADVISORY AND OVERSIGHT COMMITTEE.—

(1) ESTABLISHMENT.—The Secretary shall establish a Pro-

gram Advisory and Oversight Committee (hereinafter in this
section referred to as the “Committee”).

(2) MEMBERSHIP; TERMS.—The Committee shall consist of

such members as the Secretary may appoint who shall serve
for such term as the Secretary may specify.

(3) DUTIES.—
(A) ADVICE.—The Committee shall provide advice to
the Secretary with respect to the following functions:
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(i) The implementation of the program under this
section.

(ii) The establishment of financial standards for
purposes of subsection (b)(2)(A)(i).

(iii) The establishment of requirements for collec-
tion of data for the efficient management of the pro-
gram.

(iv) The development of proposals for efficient
interaction among manufacturers, providers of serv-
ices, suppliers (as defined in section 1861(d)), and indi-
viduals.

(v) The establishment of quality standards under
section 1834(a)(20).

(B) ADDITIONAL DUTIES.—The Committee shall per-
form such additional functions to assist the Secretary in
carrying out this section as the Secretary may specify.

(4) INAPPLICABILITY OF FACA.—The provisions of the Fed-
eral Advisory Committee Act (5 U.S.C. App.) shall not apply.
(5) TERMINATION.—The Committee shall terminate on De-

cember 31, 2011.

(d) REPORT.—Not later than July 1, 2011, the Secretary shall
submit to Congress a report on the programs under this section.
The report shall include information on savings, reductions in cost-
sharing, access to and quality of items and services, and satisfac-
tion of individuals.

[(e) Repealed.]

(f) COMPETITIVE ACQUISITION OMBUDSMAN.—The Secretary
shall provide for a competitive acquisition ombudsman within the
Centers for Medicare & Medicaid Services in order to respond to
complaints and inquiries made by suppliers and individuals relat-
ing to the application of the competitive acquisition program under
this section. The ombudsman may be within the office of the Medi-
care Beneficiary Ombudsman appointed under section 1808(c). The
ombudsman shall submit to Congress an annual report on the ac-
tivities under this subsection, which report shall be coordinated
with the report provided under section 1808(c)(2)(C).

USE OF AVERAGE SALES PRICE PAYMENT METHODOLOGY

SEC. 1847A. [42 U.S.C. 1395w—3al (a) APPLICATION.—

(1) IN GENERAL.—Except as provided in paragraph (2), this
section shall apply to payment for drugs and biologicals that
are described in section 1842(0)(1)(C) and that are furnished on
or after January 1, 2005.

(2) ELECTION.—This section shall not apply in the case of
a physician who elects under subsection (a)(1)(A)(ii) of section
1847B for that section to apply instead of this section for the
payment for drugs and biologicals.

(b) PAYMENT AMOUNT.—

(1) IN GENERAL.—Subject to paragraph (7) and subsections
(d)3)(C) and (e), the amount of payment determined under this
section for the billing and payment code for a drug or biological
(based on a minimum dosage unit) is, subject to applicable de-
ductible and coinsurance—
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(A) in the case of a multiple source drug (as defined
in subsection (c)(6)(C)), 106 percent of the amount deter-
mined under paragraph (3) for a multiple source drug fur-
nished before April 1, 2008, or 106 percent of the amount
determined under paragraph (6) for a multiple source drug
furnished on or after April 1, 2008;

(B) in the case of a single source drug or biological (as
defined in subsection (c)(6)(D)), 106 percent of the amount
determined under paragraph (4); or

(C) in the case of a biosimilar biological product (as de-
fined in subsection (c)(6)(H)), the amount determined
under paragraph (8).

(2) SPECIFICATION OF UNIT.—

(A) SPECIFICATION BY MANUFACTURER.—The manufac-
turer of a drug or biological shall specify the unit associ-
ated with each National Drug Code (including package
size) as part of the submission of data under section
1927(b)(3)(A)(iii).

(B) UNIT DEFINED.—In this section, the term “unit”
means, with respect to each National Drug Code (including
package size) associated with a drug or biological, the low-
est identifiable quantity (such as a capsule or tablet, milli-
gram of molecules, or grams) of the drug or biological that
is dispensed, exclusive of any diluent without reference to
volume measures pertaining to liquids. For years after
2004, the Secretary may establish the unit for a manufac-
turer to report and methods for counting units as the Sec-
retary determines appropriate to implement this section.
(3) MULTIPLE SOURCE DRUG.—For all drug products in-

cluded within the same multiple source drug billing and pay-
ment code, the amount specified in this paragraph is the vol-
ume-weighted average of the average sales prices reported
under section 1927(b)(3)(A)(iii) determined by—

(A) computing the sum of the products (for each Na-
tional Drug Code assigned to such drug products) of—

(i) the manufacturer’s average sales price (as de-
fined in subsection (c)); and

(i1) the total number of units specified under para-
graph (2) sold; and

(B) dividing the sum determined under subparagraph
(A) by the sum of the total number of units under subpara-
graph (A)(ii) for all National Drug Codes assigned to such
drug products.

(4) SINGLE SOURCE DRUG OR BIOLOGICAL.—The amount
specified in this paragraph for a single source drug or biologi-
cal is the lesser of the following:

(A) AVERAGE SALES PRICE.—The average sales price as
determined using the methodology applied under para-
graph (3) for single source drugs and biologicals furnished
before April 1, 2008, and using the methodology applied
under paragraph (6) for single source drugs and biologicals
furnished on or after April 1, 2008, for all National Drug
Codes assigned to such drug or biological product.
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(B) WHOLESALE ACQUISITION COST (WAC).—The whole-
sale acquisition cost (as defined in subsection (¢)(6)(B))
using the methodology applied under paragraph (3) for sin-
gle source drugs and biologicals furnished before April 1,
2008, and using the methodology applied under paragraph
(6) for single source drugs and biologicals furnished on or
after April 1, 2008, for all National Drug Codes assigned
to such drug or biological product.

(5) BASIS FOR PAYMENT AMOUNT.—The payment amount
shall be determined under this subsection based on informa-
tion reported under subsection (f) and without regard to any
special packaging, labeling, or identifiers on the dosage form or
product or package.

(6) USE OF VOLUME-WEIGHTED AVERAGE SALES PRICES IN
CALCULATION OF AVERAGE SALES PRICE.—

(A) IN GENERAL.—For all drug products included with-
in the same multiple source drug billing and payment
code, the amount specified in this paragraph is the vol-
ume-weighted average of the average sales prices reported
under section 1927(b)(3)(A)(ii) determined by—

(i) computing the sum of the products (for each

National Drug Code assigned to such drug products)

of—

(I) the manufacturer’s average sales price (as
defined in subsection (c)), determined by the Sec-
retary without dividing such price by the total
number of billing units for the National Drug
Code for the billing and payment code; and

(IT) the total number of units specified under
paragraph (2) sold; and
(i1) dividing the sum determined under clause (i)

by the sum of the products (for each National Drug

Code assigned to such drug products) of—

(I) the total number of units specified under
paragraph (2) sold; and

(IT) the total number of billing units for the
Nzational Drug Code for the billing and payment
code.

(B) BILLING UNIT DEFINED.—For purposes of this sub-
section, the term “billing unit” means the identifiable
quantity associated with a billing and payment code, as es-
tablished by the Secretary.

(7) SPECIAL RULE.—Beginning with April 1, 2008, the pay-
ment amount for—

(A) each single source drug or biological described in
section 1842(0)(1)(G) that is treated as a multiple source
drug because of the application of subsection (c)(6)(C)(ii) is
the lower of—

(i) the payment amount that would be determined
for such drug or biological applying such subsection; or

(i1) the payment amount that would have been de-
termined for such drug or biological if such subsection
were not applied; and
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(B) a multiple source drug described in section
1842(0)(1)(G) (excluding a drug or biological that is treated
as a multiple source drug because of the application of
such subsection) is the lower of—

(i) the payment amount that would be determined
for such drug or biological taking into account the ap-
plication of such subsection; or

(i) the payment amount that would have been de-
termined for such drug or biological if such subsection
were not applied.

(8) BIOSIMILAR BIOLOGICAL PRODUCT.—The amount speci-
fied in this paragraph for a biosimilar biological product de-
scribed in paragraph (1)(C) is the sum of—

(A) the average sales price as determined using the
methodology described under paragraph (6) applied to a
biosimilar biological product for all National Drug Codes
assigned to such product in the same manner as such
paragraph is applied to drugs described in such paragraph,;
and

(B) 6 percent of the amount determined under para-
graph (4) for the reference biological product (as defined in
subsection (¢)(6)(I)).

(¢) MANUFACTURER’S AVERAGE SALES PRICE.—

(1) IN GENERAL.—For purposes of this section, subject to
paragraphs (2) and (3), the manufacturer’s “average sales
price” means, of a drug or biological for a National Drug Code
for a calendar quarter for a manufacturer for a unit—

(A) the manufacturer’s sales to all purchasers (exclud-
ing sales exempted in paragraph (2)) in the United States
for such drug or biological in the calendar quarter; divided
by

(B) the total number of such units of such drug or bio-
logical sold by the manufacturer in such quarter.

(2) CERTAIN SALES EXEMPTED FROM COMPUTATION.—In cal-
culating the manufacturer’s average sales price under this sub-
section, the following sales shall be excluded:

(A) SALES EXEMPT FROM BEST PRICE.—Sales exempt
from the inclusion in the determination of “best price’
under section 1927(c)(1)(C)(1).

(B) SALES AT NOMINAL CHARGE.—Such other sales as
the Secretary identifies as sales to an entity that are mere-
ly nominal in amount (as applied for purposes of section
1927(c)(1)(C)(1i)(III), except as the Secretary may otherwise
provide).

(3) SALE PRICE NET OF DISCOUNTS.—In calculating the
manufacturer’s average sales price under this subsection, such
price shall include volume discounts, prompt pay discounts,
cash discounts, free goods that are contingent on any purchase
requirement, chargebacks, and rebates (other than rebates
under section 1927). For years after 2004, the Secretary may
include in such price other price concessions, which may be
based on recommendations of the Inspector General, that
would result in a reduction of the cost to the purchaser.
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(4) PAYMENT METHODOLOGY IN CASES WHERE AVERAGE
SALES PRICE DURING FIRST QUARTER OF SALES IS UNAVAIL-
ABLE.—In the case of a drug or biological during an initial pe-
riod (not to exceed a full calendar quarter) in which data on
the prices for sales for the drug or biological is not sufficiently
available from the manufacturer to compute an average sales
price for the drug or biological, the Secretary may determine
the amount payable under this section for the drug or biologi-
cal based on—

(A) the wholesale acquisition cost; or

(B) the methodologies in effect under this part on No-
vember 1, 2003, to determine payment amounts for drugs
or biologicals.

(5) FREQUENCY OF DETERMINATIONS.—

(A) IN GENERAL ON A QUARTERLY BASIS.—The manu-
facturer’s average sales price, for a drug or biological of a
manufacturer, shall be calculated by such manufacturer
under this subsection on a quarterly basis. In making such
calculation insofar as there is a lag in the reporting of the
information on rebates and chargebacks under paragraph
(3) so that adequate data are not available on a timely
basis, the manufacturer shall apply a methodology based
on a 12-month rolling average for the manufacturer to esti-
mate costs attributable to rebates and chargebacks. For
years after 2004, the Secretary may establish a uniform
methodology under this subparagraph to estimate and
apply such costs.

(B) UPDATES IN PAYMENT AMOUNTS.—The payment
amounts under subsection (b) shall be updated by the Sec-
retary on a quarterly basis and shall be applied based
upon the manufacturer’s average sales price calculated for
the most recent calendar quarter for which data is avail-
able.

(C) USE OF CONTRACTORS; IMPLEMENTATION.—The Sec-
retary may contract with appropriate entities to calculate
the payment amount under subsection (b). Notwith-
standing any other provision of law, the Secretary may im-
plement, by program instruction or otherwise, any of the
provisions of this section.

(6) DEFINITIONS AND OTHER RULES.—In this section:

(A) MANUFACTURER.—The term “manufacturer”
means, with respect to a drug or biological, the manufac-
turer (as defined in section 1927(k)(5)).

(B) WHOLESALE ACQUISITION COST.—The term “whole-
sale acquisition cost” means, with respect to a drug or bio-
logical, the manufacturer’s list price for the drug or biologi-
cal to wholesalers or direct purchasers in the United
States, not including prompt pay or other discounts, re-
bates or reductions in price, for the most recent month for
which the information is available, as reported in whole-
sale price guides or other publications of drug or biological
pricing data.

(C) MULTIPLE SOURCE DRUG.—
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(1) IN GENERAL.—The term “multiple source drug”
means, for a calendar quarter, a drug for which there
are 2 or more drug products which—

(I) are rated as therapeutically equivalent
(under the Food and Drug Administration’s most
recent publication of “Approved Drug Products
with Therapeutic Equivalence Evaluations”),

(II) except as provided in subparagraph (E),
are pharmaceutically equivalent and bioequiva-
lent, as determined under subparagraph (F) and
as determined by the Food and Drug Administra-
tion, and

(ITII) are sold or marketed in the United
States during the quarter.

(ii)) EXCEPTION.—With respect to single source
drugs or biologicals that are within the same billing
and payment code as of October 1, 2003, the Secretary
shall treat such single source drugs or biologicals as if
the single source drugs or biologicals were multiple
source drugs.

(D) SINGLE SOURCE DRUG OR BIOLOGICAL.—The term
“single source drug or biological” means—

(1) a biological; or

(i1) a drug which is not a multiple source drug and
which is produced or distributed under a new drug ap-
plication approved by the Food and Drug Administra-
tion, including a drug product marketed by any cross-
licensed producers or distributors operating under the
new drug application.

(E) EXCEPTION FROM PHARMACEUTICAL EQUIVALENCE
AND BIOEQUIVALENCE REQUIREMENT.—Subparagraph (C)(ii)
shall not apply if the Food and Drug Administration
changes by regulation the requirement that, for purposes
of the publication described in subparagraph (C)(i), in
order for drug products to be rated as therapeutically
equivalent, they must be pharmaceutically equivalent and
bioequivalent, as defined in subparagraph (F).

(F) DETERMINATION OF PHARMACEUTICAL EQUIVALENCE
AND BIOEQUIVALENCE.—For purposes of this paragraph—

(i) drug products are pharmaceutically equivalent
if the products contain identical amounts of the same
active drug ingredient in the same dosage form and
meet compendial or other applicable standards of
strength, quality, purity, and identity; and

(i1) drugs are bioequivalent if they do not present
a known or potential bioequivalence problem, or, if
they do present such a problem, they are shown to
meet an appropriate standard of bioequivalence.

(G) INCLUSION OF VACCINES.—In applying provisions of
section 1927 under this section, “other than a vaccine” is
deemed deleted from section 1927(k)(2)(B).

(H) BIOSIMILAR BIOLOGICAL PRODUCT.—The term “bio-
similar biological product” means a biological product ap-
proved under an abbreviated application for a license of a
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biological product that relies in part on data or informa-

tion in an application for another biological product li-

censed under section 351 of the Public Health Service Act.

(I) REFERENCE BIOLOGICAL PRODUCT.—The term “ref-
erence biological product” means the biological product li-
censed under such section 351 that is referred to in the ap-
plication described in subparagraph (H) of the biosimilar
biological product.

(d) MONITORING OF MARKET PRICES.—

(1) IN GENERAL.—The Inspector General of the Department
of Health and Human Services shall conduct studies, which
may include surveys, to determine the widely available market
prices of drugs and biologicals to which this section applies, as
the Inspector General, in consultation with the Secretary, de-
termines to be appropriate.

(2) COMPARISON OF PRICES.—Based upon such studies and
other data for drugs and biologicals, the Inspector General
shall compare the average sales price under this section for
drugs and biologicals with—

(A) the widely available market price for such drugs
and biologicals (if any); and

(B) the average manufacturer price (as determined
under section 1927(k)(1)) for such drugs and biologicals.

(3) LIMITATION ON AVERAGE SALES PRICE.—

(A) IN GENERAL.—The Secretary may disregard the av-
erage sales price for a drug or biological that exceeds the
widely available market price or the average manufacturer
price for such drug or biological by the applicable thresh-
old percentage (as defined in subparagraph (B)).

(B) APPLICABLE THRESHOLD PERCENTAGE DEFINED.—In
this paragraph, the term “applicable threshold percentage”
means—

(1) in 2005, in the case of an average sales price
for a drug or biological that exceeds widely available
market price or the average manufacturer price, 5 per-
cent; and

(i) in 2006 and subsequent years, the percentage
applied under this subparagraph subject to such ad-
justment as the Secretary may specify for the widely
available market price or the average manufacturer
price, or both.

(C) AUTHORITY TO ADJUST AVERAGE SALES PRICE.—If
the Inspector General finds that the average sales price for
a drug or biological exceeds such widely available market
price or average manufacturer price for such drug or bio-
logical by the applicable threshold percentage, the Inspec-
tor General shall inform the Secretary (at such times as
the Secretary may specify to carry out this subparagraph)
and the Secretary shall, effective as of the next quarter,
substitute for the amount of payment otherwise deter-
mined under this section for such drug or biological the
lesser of—

(1) the widely available market price for the drug
or biological (if any); or
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(i1) 103 percent of the average manufacturer price

(as determined under section 1927(k)(1)) for the drug

or biological.

(4) CIVIL MONEY PENALTY.—

(A) IN GENERAL.—If the Secretary determines that a
manufacturer has made a misrepresentation in the report-
ing of the manufacturer’s average sales price for a drug or
biological, the Secretary may apply a civil money penalty
in an amount of up to $10,000 for each such price mis-
representation and for each day in which such price mis-
representation was applied.

(B) PROCEDURES.—The provisions of section 1128A
(other than subsections (a) and (b)) shall apply to civil
money penalties under subparagraph (B) in the same man-
ner as they apply to a penalty or proceeding under section
1128A(a).

(5) WIDELY AVAILABLE MARKET PRICE.—

(A) IN GENERAL.—In this subsection, the term “widely
available market price” means the price that a prudent
physician or supplier would pay for the drug or biological.
In determining such price, the Inspector General shall
take into account the discounts, rebates, and other price
concessions routinely made available to such prudent phy-
sicians or suppliers for such drugs or biologicals.

(B) CONSIDERATIONS.—In determining the price under
subparagraph (A), the Inspector General shall consider in-
formation from one or more of the following sources:

(1) Manufacturers.

(ii)) Wholesalers.

(ii1) Distributors.

(iv) Physician supply houses.

(v) Specialty pharmacies.

(vi) Group purchasing arrangements.

(vii) Surveys of physicians.

(viii) Surveys of suppliers.

(ix) Information on such market prices from insur-
ers.

(x) Information on such market prices from pri-
vate health plans.

(e) AUTHORITY TO USE ALTERNATIVE PAYMENT IN RESPONSE TO
PuBLIiC HEALTH EMERGENCY.—In the case of a public health emer-
gency under section 319 of the Public Health Service Act in which
there is a documented inability to access drugs and biologicals, and
a concomitant increase in the price, of a drug or biological which
is not reflected in the manufacturer’s average sales price for one or
more quarters, the Secretary may use the wholesale acquisition
cost (or other reasonable measure of drug or biological price) in-
stead of the manufacturer’s average sales price for such quarters
and for subsequent quarters until the price and availability of the
drug or biological has stabilized and is substantially reflected in
the applicable manufacturer’s average sales price.

(f) QUARTERLY REPORT ON AVERAGE SALES PRICE.—For re-
quirements for reporting the manufacturer’s average sales price
(and, if required to make payment, the manufacturer’s wholesale
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acquisition cost) for the drug or biological under this section, see
section 1927(b)(3).

(g) JubpiciaL REVIEW.—There shall be no administrative or ju-
dicial review under section 1869, section 1878, or otherwise, of—

(1) determinations of payment amounts under this section,
including the assignment of National Drug Codes to billing and
payment codes;

(2) the identification of units (and package size) under sub-
section (b)(2);

(3) the method to allocate rebates, chargebacks, and other
price concessions to a quarter if specified by the Secretary;

(4) the manufacturer’s average sales price when it is used
fordthe determination of a payment amount under this section;
an

(5) the disclosure of the average manufacturer price by
reason of an adjustment under subsection (d)(3)(C) or (e).

COMPETITIVE ACQUISITION OF OUTPATIENT DRUGS AND BIOLOGICALS

SEC. 1847B. [42 U.S.C. 1395w-3b] (a) IMPLEMENTATION OF
COMPETITIVE ACQUISITION.—
(1) IMPLEMENTATION OF PROGRAM.—

(A) IN GENERAL.—The Secretary shall establish and
implement a competitive acquisition program under
which—

(i) competitive acquisition areas are established
for contract award purposes for acquisition of and pay-
ment for categories of competitively biddable drugs
and biologicals (as defined in paragraph (2)) under
this part;

(i) each physician is given the opportunity annu-
ally to elect to obtain drugs and biologicals under the
program, rather than under section 1847A; and

(iii) each physician who elects to obtain drugs and
biologicals under the program makes an annual selec-
tion under paragraph (5) of the contractor through
which drugs and biologicals within a category of drugs
and biologicals will be acquired and delivered to the
physician under this part.

This section shall not apply in the case of a physician who
elects section 1847A to apply.

(B) IMPLEMENTATION.—For purposes of implementing
the program, the Secretary shall establish categories of
competitively biddable drugs and biologicals. The Sec-
retary shall phase in the program with respect to those
categories beginning in 2006 in such manner as the Sec-
retary determines to be appropriate.

(C) WAIVER OF CERTAIN PROVISIONS.—In order to pro-
mote competition, in carrying out the program the Sec-
retary may waive such provisions of the Federal Acquisi-
tion Regulation as are necessary for the efficient imple-
mentation of this section, other than provisions relating to
confidentiality of information and such other provisions as
the Secretary determines appropriate.
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(D) EXCLUSION AUTHORITY.—The Secretary may ex-
clude competitively biddable drugs and biologicals (includ-
ing a class of such drugs and biologicals) from the competi-
tive bidding system under this section if the application of
competitive bidding to such drugs or biologicals—

(1) is not likely to result in significant savings; or
(i1) is likely to have an adverse impact on access
to such drugs or biologicals.
(2) COMPETITIVELY BIDDABLE DRUGS AND BIOLOGICALS AND

PROGRAM DEFINED.—For purposes of this section—

(A) COMPETITIVELY BIDDABLE DRUGS AND BIOLOGICALS
DEFINED.—The term “competitively biddable drugs and
biologicals” means a drug or biological described in section
1842(0)(1)(C) and furnished on or after January 1, 2006.

(B) PROGRAM.—The term “program” means the com-
petitive acquisition program under this section.

(C) COMPETITIVE ACQUISITION AREA; AREA.—The terms
“competitive acquisition area” and “area” mean an appro-
priate geographic region established by the Secretary
under the program.

(D) CONTRACTOR.—The term “contractor” means an
entity that has entered into a contract with the Secretary
under this section.

(3) APPLICATION OF PROGRAM PAYMENT METHODOLOGY.—

(A) IN GENERAL.—With respect to competitively bid-
dable drugs and biologicals which are supplied under the
program in an area and which are prescribed by a physi-
cian who has elected this section to apply—

(i) the claim for such drugs and biologicals shall
be submitted by the contractor that supplied the drugs
and biologicals;

(i1) collection of amounts of any deductible and co-
insurance applicable with respect to such drugs and
biologicals shall be the responsibility of such con-
tractor and shall not be collected unless the drug or bi-
ological is administered to the individual involved; and

(iii) the payment under this section (and related
amounts of any applicable deductible and coinsurance)
for such drugs and biologicals shall be made only to
such contractor upon receipt of a claim for a drug or
biological supplied by the contractor for administration
to a beneficiary.

(B) PROCESS FOR ADJUSTMENTS.—The Secretary shall
provide a process for adjustments to payments in the case
in which payment is made for drugs and biologicals which
were billed at the time of dispensing but which were not
actually administered.

(C) INFORMATION FOR PURPOSES OF COST-SHARING.—
The Secretary shall provide a process by which physicians
submit information to contractors for purposes of the col-
lection of any applicable deductible or coinsurance
amounts under subparagraph (A)(ii).

(D) POST-PAYMENT REVIEW PROCESS.—The Secretary
shall establish (by program instruction or otherwise) a
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post-payment review process (which may include the use of

statistical sampling) to assure that payment is made for a

drug or biological under this section only if the drug or bio-

logical has been administered to a beneficiary. The Sec-
retary shall recoup, offset, or collect any overpayments de-
termined by the Secretary under such process.

(4) CONTRACT REQUIRED.—Payment may not be made
under this part for competitively biddable drugs and biologicals
prescribed by a physician who has elected this section to apply
within a category and a competitive acquisition area with re-
spect to which the program applies unless—

(A) the drugs or biologicals are supplied by a con-
tractor with a contract under this section for such category
of drugs and biologicals and area; and

(B) the physician has elected such contractor under
paragraph (5) for such category and area.

(5) CONTRACTOR SELECTION PROCESS.—

(A) ANNUAL SELECTION.—

(i) IN GENERAL.—The Secretary shall provide a
process for the selection of a contractor, on an annual
basis and in such exigent circumstances as the Sec-
retary may provide and with respect to each category
of competitively biddable drugs and biologicals for an
area by selecting physicians.

(i) TIMING OF SELECTION.—The selection of a con-
tractor under clause (i) shall be made at the time of
the election described in section 1847A(a) for this sec-
tion to apply and shall be coordinated with agree-
ments entered into under section 1842(h).

(B) INFORMATION ON CONTRACTORS.—The Secretary
shall make available to physicians on an ongoing basis,
through a directory posted on the Internet website of the
Centers for Medicare & Medicaid Services or otherwise
and upon request, a list of the contractors under this sec-
tion in the different competitive acquisition areas.

(C) SELECTING PHYSICIAN DEFINED.—For purposes of
this section, the term “selecting physician” means, with re-
spect to a contractor and category and competitive acquisi-
tion area, a physician who has elected this section to apply
and has selected to apply under this section such con-
tractor for such category and area.

(b) PROGRAM REQUIREMENTS.—

(1) CONTRACT FOR COMPETITIVELY BIDDABLE DRUGS AND
BIOLOGICALS.—The Secretary shall conduct a competition
among entities for the acquisition of competitively biddable
drugs and biologicals. Notwithstanding any other provision of
this title, in the case of a multiple source drug, the Secretary
shall conduct such competition among entities for the acquisi-
tion of at least one competitively biddable drug and biological
within each billing and payment code within each category for
each competitive acquisition area.

(2) CONDITIONS FOR AWARDING CONTRACT.—

(A) IN GENERAL.—The Secretary may not award a con-
tract to any entity under the competition conducted in a
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competitive acquisition area pursuant to paragraph (1)
with respect to the acquisition of competitively biddable
drugs and biologicals within a category unless the Sec-
retary finds that the entity meets all of the following with
respect to the contract period involved:

(i) CAPACITY TO SUPPLY COMPETITIVELY BIDDABLE
DRUG OR BIOLOGICAL WITHIN CATEGORY.—

(I) IN GENERAL.—The entity has sufficient ar-
rangements to acquire and to deliver competi-
tively biddable drugs and biologicals within such
category in the area specified in the contract.

(IT) SHIPMENT METHODOLOGY.—The entity has
arrangements in effect for the shipment at least 5
days each week of competitively biddable drugs
and biologicals under the contract and for the
timely delivery (including for emergency situa-
tions) of such drugs and biologicals in the area
under the contract.

(ii) QUALITY, SERVICE, FINANCIAL PERFORMANCE
AND SOLVENCY STANDARDS.—The entity meets quality,
service, financial performance, and solvency standards
specified by the Secretary, including—

(I) the establishment of procedures for the
prompt response and resolution of complaints of
physicians and individuals and of inquiries re-
garding the shipment of competitively biddable
drugs and biologicals; and

(IT) a grievance and appeals process for the
resolution of disputes.

(B) ADDITIONAL CONSIDERATIONS.—The Secretary may
refuse to award a contract under this section, and may ter-
minate such a contract, with an entity based upon—

(i) the suspension or revocation, by the Federal
Government or a State government, of the entity’s li-
cense for the distribution of drugs or biologicals (in-
cluding controlled substances); or

(i1) the exclusion of the entity under section 1128
from participation under this title.

(C) APPLICATION OF MEDICARE PROVIDER OMBUDS-
MAN.—For provision providing for a program-wide Medi-
care Provider Ombudsman to review complaints, see sec-
tion 1868(b), as added by section 923 of the Medicare Pre-
scription Drug, Improvement, and Modernization Act of
2003.

(3) AWARDING MULTIPLE CONTRACTS FOR A CATEGORY AND

AREA.—The Secretary may limit (but not below 2) the number
of qualified entities that are awarded such contracts for any
category and area. The Secretary shall select among qualified
entities based on the following:

(A) The bid prices for competitively biddable drugs and
biologicals within the category and area.

(B) Bid price for distribution of such drugs and
biologicals.

(C) Ability to ensure product integrity.
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(D) Customer service.

(E) Past experience in the distribution of drugs and
biologicals, including controlled substances.

(F) Such other factors as the Secretary may specify.

(4) TERMS OF CONTRACTS.—

(A) IN GENERAL.—A contract entered into with an enti-
ty under the competition conducted pursuant to paragraph
(1) is subject to terms and conditions that the Secretary
may specify consistent with this section.

(B) PERIOD OF CONTRACTS.—A contract under this sec-
tion shall be for a term of 3 years, but may be terminated
by the Secretary or the entity with appropriate, advance
notice.

(C) INTEGRITY OF DRUG AND BIOLOGICAL DISTRIBUTION
SES'{]EM.—A contractor (as defined in subsection (a)(2)(D))
shall—

(1) acquire all drug and biological products it dis-
tributes directly from the manufacturer or from a dis-
tributor that has acquired the products directly from
the manufacturer; and

(i1) comply with any product integrity safeguards
as may be determined to be appropriate by the Sec-
retary.

Nothing in this subparagraph shall be construed to relieve
or exempt any contractor from the provisions of the Fed-
eral Food, Drug, and Cosmetic Act that relate to the
wholesale distribution of prescription drugs or biologicals.

(D) COMPLIANCE WITH CODE OF CONDUCT AND FRAUD
AND ABUSE RULES.—Under the contract—

(1) the contractor shall comply with a code of con-
duct, specified or recognized by the Secretary, that in-
cludes standards relating to conflicts of interest; and

(i1) the contractor shall comply with all applicable
provisions relating to prevention of fraud and abuse,
including compliance with applicable guidelines of the
Department of Justice and the Inspector General of
the Department of Health and Human Services.

(E) DIRECT DELIVERY OF DRUGS AND BIOLOGICALS TO
PHYSICIANS.—Under the contract the contractor shall only
supply competitively biddable drugs and biologicals di-
rectly to the selecting physicians and not directly to indi-
viduals, except under circumstances and settings where an
individual currently receives a drug or biological in the in-
dividual’s home or other non-physician office setting as the
Secretary may provide. The contractor shall not deliver
drugs and biologicals to a selecting physician except upon
receipt of a prescription for such drugs and biologicals, and
such necessary data as may be required by the Secretary
to carry out this section. This section does not—

(i) require a physician to submit a prescription for
each individual treatment; or

(i) change a physician’s flexibility in terms of
writing a prescription for drugs or biologicals for a sin-
gle treatment or a course of treatment.



FACOMP\SSA\TITLE18B

July 11, 2012

285

TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 18478

(5) PERMITTING ACCESS TO DRUGS AND BIOLOGICALS.—The
Secretary shall establish rules under this section under which
drugs and biologicals which are acquired through a contractor
under this section may be used to resupply inventories of such
drugs and biologicals which are administered consistent with
safe drug practices and with adequate safeguards against
fraud and abuse. The previous sentence shall apply if the phy-
sicians can demonstrate to the Secretary all of the following:

(A) The drugs or biologicals are required immediately.

(B) The physician could not have reasonably antici-
pated the immediate requirement for the drugs or
biologicals.

(C) The contractor could not deliver to the physician
the drugs or biologicals in a timely manner.

(D) The drugs or biologicals were administered in an
emergency situation.

(6) CONSTRUCTION.—Nothing in this section shall be con-
strued as waiving applicable State requirements relating to li-
censing of pharmacies.

(c) BIDDING PROCESS.—

(1) IN GENERAL.—In awarding a contract for a category of
drugs and biologicals in an area under the program, the Sec-
retary shall consider with respect to each entity seeking to be
awarded a contract the bid price and the other factors referred
to in subsection (b)(3).

(2) BID DEFINED.—In this section, the term “bid” means an
offer to furnish a competitively biddable drug or biological for
a particular price and time period.

(3) BIDDING ON A NATIONAL OR REGIONAL BASIS.—Nothing
in this section shall be construed as precluding a bidder from
bidding for contracts in all areas of the United States or as re-
quiring a bidder to submit a bid for all areas of the United
States.

(4) UNIFORMITY OF BIDS WITHIN AREA.—The amount of the
bid submitted under a contract offer for any competitively bid-
dable drug or biological for an area shall be the same for that
drug or biological for all portions of that area.

(5) CONFIDENTIALITY OF BIDS.—The provisions of subpara-
graph (D) of section 1927(b)(3) shall apply to periods during
which a bid is submitted with respect to a competitively bid-
dable drug or biological under this section in the same manner
as it applies to information disclosed under such section, except
that any reference—

(A) in that subparagraph to a “manufacturer or whole-
saler” is deemed a reference to a “bidder” under this sec-
tion;

(B) in that section to “prices charged for drugs” is
de?imed a reference to a “bid” submitted under this section;
an

(C) in clause (i) of that section to “this section”, is
deemed a reference to “part B of title XVIII”.

(6) INCLUSION OF c0STS.—The bid price submitted in a
contract offer for a competitively biddable drug or biological
shall—
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(A) include all costs related to the delivery of the drug
or biological to the selecting physician (or other point of
delivery); and

(B) include the costs of dispensing (including shipping)
of such drug or biological and management fees, but shall
not include any costs related to the administration of the
drug or biological, or wastage, spillage, or spoilage.

(7) PRICE ADJUSTMENTS DURING CONTRACT PERIOD; DISCLO-
SURE OF CcOSTS.—Each contract awarded shall provide for—

(A) disclosure to the Secretary the contractor’s reason-
able, net acquisition costs for periods specified by the Sec-
retary, not more often than quarterly, of the contract; and

(B) appropriate price adjustments over the period of
the contract to reflect significant increases or decreases in
a contractor’s reasonable, net acquisition costs, as so dis-
closed.

(d) COMPUTATION OF PAYMENT AMOUNTS.—

(1) IN GENERAL.—Payment under this section for competi-
tively biddable drugs or biologicals shall be based on bids sub-
mitted and accepted under this section for such drugs or
biologicals in an area. Based on such bids the Secretary shall
determine a single payment amount for each competitively bid-
dable drug or biological in the area.

(2) SPECIAL RULES.—The Secretary shall establish rules re-
garding the use under this section of the alternative payment
amount provided under section 1847A to the use of a price for
specific competitively biddable drugs and biologicals in the fol-
lowing cases:

(A) NEW DRUGS AND BIOLOGICALS.—A competitively
biddable drug or biological for which a payment and billing
code has not been established.

(B) OTHER CASES.—Such other exceptional cases as the
Secretary may specify in regulations.

(e) COST-SHARING.—

(1) APPLICATION OF COINSURANCE.—Payment under this
section for competitively biddable drugs and biologicals shall be
in an amount equal to 80 percent of the payment basis de-
scribed in subsection (d)(1).

(2) DEDUCTIBLE.—Before applying paragraph (1), the indi-
vidual shall be required to meet the deductible described in
section 1833(b).

(3) COLLECTION.—Such coinsurance and deductible shall
be collected by the contractor that supplies the drug or biologi-
cal involved. Subject to subsection (a)(3)(B), such coinsurance
and deductible may be collected in a manner similar to the
manner in which the coinsurance and deductible are collected
for durable medical equipment under this part.

(f) SPECIAL PAYMENT RULES.—

(1) USE IN EXCLUSION CASES.—If the Secretary excludes a
drug or biological (or class of drugs or biologicals) under sub-
section (a)(1)(D), the Secretary may provide for payment to be
made under this part for such drugs and biologicals (or class)
using the payment methodology under section 1847A.
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(2) APPLICATION OF REQUIREMENT FOR ASSIGNMENT.—For
provision requiring assignment of claims for competitively bid-
dable drugs and biologicals, see section 1842(0)(3).

(3) PROTECTION FOR BENEFICIARY IN CASE OF MEDICAL NE-
CESSITY DENIAL.—For protection of individuals against liability
in the case of medical necessity determinations, see section
1842(b)(3)(B)(i)(ITI).

(g) JupiciaL. REVIEW.—There shall be no administrative or ju-

dicial review under section 1869, section 1878, or otherwise, of—

(1) the establishment of payment amounts under sub-
section (d)(1);

(2) the awarding of contracts under this section;

(3) the establishment of competitive acquisition areas
under subsection (a)(2)(C);

(4) the phased-in implementation under subsection
(a)(1)(B);

(5) the selection of categories of competitively biddable
drugs and biologicals for competitive acquisition under such
subsection or the selection of a drug in the case of multiple
source drugs; or

(6) the bidding structure and number of contractors se-
lected under this section.

PAYMENT FOR PHYSICIANS’ SERVICES
SEc. 1848. [42 U.S.C. 1395w—4] (a) PAYMENT BASED ON FEE

SCHEDULE.—

(1) IN GENERAL.—Effective for all physicians’ services (as
defined in subsection (j)(3)) furnished under this part during a
year (beginning with 1992) for which payment is otherwise
made on the basis of a reasonable charge or on the basis of a
fee schedule under section 1834(b), payment under this part
shall instead be based on the lesser of—

(A) the actual charge for the service, or

(B) subject to the succeeding provisions of this sub-
section, the amount determined under the fee schedule es-
tablished under subsection (b) for services furnished dur-
ing that year (in this subsection referred to as the “fee
schedule amount”).

(2) TRANSITION TO FULL FEE SCHEDULE.—

(A) LIMITING REDUCTIONS AND INCREASES TO 15 PER-

CENT IN 1992.—

(1) LIMIT ON INCREASE.—In the case of a service in
a fee schedule area (as defined in subsection (j)(2)) for
which the adjusted historical payment basis (as de-
fined in subparagraph (D)) is less than 85 percent of
the fee schedule amount for services furnished in
1992, there shall be substituted for the fee schedule
amount an amount equal to the adjusted historical
payment basis plus 15 percent of the fee schedule
amount otherwise established (without regard to this
paragraph).

(i) LIMIT IN REDUCTION.—In the case of a service
in a fee schedule area for which the adjusted historical
payment basis exceeds 115 percent of the fee schedule
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amount for services furnished in 1992, there shall be

substituted for the fee schedule amount an amount

equal to the adjusted historical payment basis minus

15 percent of the fee schedule amount otherwise estab-

lished (without regard to this paragraph).

(B) SPECIAL RULE FOR 1993, 1994, AND 1995.—If a physi-
cians’ service in a fee schedule area is subject to the provi-
sions of subparagraph (A) in 1992, for physicians’ services
furnished in the area—

(1) during 1993, there shall be substituted for the
fee schedule amount an amount equal to the sum of—
(I) 75 percent of the fee schedule amount de-
termined under subparagraph (A), adjusted by the
update established under subsection (d)(3) for
1993, and
(II) 25 percent of the fee schedule amount de-
termined under paragraph (1) for 1993 without re-
gard to this paragraph;
(i1) during 1994, there shall be substituted for the
fee schedule amount an amount equal to the sum of—
(I) 67 percent of the fee schedule amount de-
termined under clause (i), adjusted by the update
established under subsection (d)(3) for 1994 and
as adjusted under subsection (c)(2)(F)(ii) and
under section 13515(b) of the Omnibus Budget
Reconciliation Act of 1993, and
(II) 33 percent of the fee schedule amount de-
termined under paragraph (1) for 1994 without re-
gard to this paragraph; and
(iii) during 1995, there shall be substituted for the
fee schedule amount an amount equal to the sum of—
(I) 50 percent of the fee schedule amount de-
termined under clause (ii) adjusted by the update
established under subsection (d)(3) for 1995, and
(IT) 50 percent of the fee schedule amount de-
termined under paragraph (1) for 1995 without re-
gard to this paragraph.

(C) SPECIAL RULE FOR ANESTHESIA AND RADIOLOGY
SERVICES.—With respect to physicians’ services which are
anesthesia services, the Secretary shall provide for a tran-
sition in the same manner as a transition is provided for
other services under subparagraph (B). With respect to ra-
diology services, “109 percent” and “9 percent” shall be
substituted for “115 percent” and “15 percent”, respec-
tively, in subparagraph (A)(ii).

(D) ADJUSTED HISTORICAL PAYMENT BASIS DEFINED.—

(i) IN GENERAL.—In this paragraph, the term “ad-
justed historical payment basis” means, with respect
to a physicians’ service furnished in a fee schedule
area, the weighted average prevailing charge applied
in the area for the service in 1991 (as determined by
the Secretary without regard to physician specialty
and as adjusted to reflect payments for services with
customary charges below the prevailing charge or
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other payment limitations imposed by law or regula-

tion) adjusted by the update established under sub-

section (d)(3) for 1992.

(i1) APPLICATION TO RADIOLOGY SERVICES.—In ap-
plying clause (i) in the case of physicians’ services
which are radiology services (including radiologist
services, as defined in section 1834(b)(6)), but exclud-
ing nuclear medicine services that are subject to sec-
tion 6105(b) of the Omnibus Budget Reconciliation Act
of 1989, there shall be substituted for the weighted av-
erage prevailing charge the amount provided under
the fee schedule established for the service for the fee
schedule area under section 1834(b).

(iii) NUCLEAR MEDICINE SERVICES.—In applying
clause (i) in the case of physicians’ services which are
nuclear medicine services, there shall be substituted
for the weighted average prevailing charge the amount
provided under section 6105(b) of the Omnibus Budget
Reconciliation Act of 1989.

(3) INCENTIVES FOR PARTICIPATING PHYSICIANS AND SUP-
PLIERS.—In applying paragraph (1)(B) in the case of a non-
participating physician or a nonparticipating supplier or other
person, the fee schedule amount shall be 95 percent of such
amount otherwise applied under this subsection (without re-
gard to this paragraph). In the case of physicians’ services (in-
cluding services which the Secretary excludes pursuant to sub-
section (j)(3)) of a nonparticipating physician, supplier, or other
person for which payment is made under this part on a basis
other than the fee schedule amount, the payment shall be
based on 95 percent of the payment basis for such services fur-
nished by a participating physician, supplier, or other person.

(4) SPECIAL RULE FOR MEDICAL DIRECTION.—

(A) IN GENERAL.—With respect to physicians’ services
furnished on or after January 1, 1994, and consisting of
medical direction of two, three, or four concurrent anes-
thesia cases, except as provided in paragraph (5), the fee
schedule amount to be applied shall be equal to one-half
of the amount described in subparagraph (B).

(B) AMOUNT.—The amount described in this subpara-
graph, for a physician’s medical direction of the perform-
ance of anesthesia services, is the following percentage of
the fee schedule amount otherwise applicable under this
section if the anesthesia services were personally per-
formed by the physician alone:

(i) For services furnished during 1994, 120
percent.

(i) For services furnished during 1995, 115
percent.

(iii) For services furnished during 1996, 110
percent.

(iv) For services furnished during 1997, 105
percent.

(v) For services furnished after 1997, 100 percent.

(5) INCENTIVES FOR ELECTRONIC PRESCRIBING.—
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(A) ADJUSTMENT.—

(1) IN GENERAL.—Subject to subparagraph (B) and
subsection (m)(2)(B), with respect to covered profes-
sional services furnished by an eligible professional
during 2012, 2013 or 2014, if the eligible professional
is not a successful electronic prescriber for the report-
ing period for the year (as determined under sub-
section (m)(3)(B)), the fee schedule amount for such
services furnished by such professional during the
year (including the fee schedule amount for purposes
of determining a payment based on such amount)
shall be equal to the applicable percent of the fee
schedule amount that would otherwise apply to such
services under this subsection (determined after appli-
cation of paragraph (3) but without regard to this
paragraph).

(11) APPLICABLE PERCENT.—For purposes of clause
(i), the term “applicable percent” means—

(I) for 2012, 99 percent;
(II) for 2013, 98.5 percent; and
(IIT) for 2014, 98 percent.
(B) SIGNIFICANT HARDSHIP EXCEPTION.—The Secretary

may, on a case-by-case basis, exempt an eligible profes-
sional from the application of the payment adjustment
under subparagraph (A) if the Secretary determines, sub-
ject to annual renewal, that compliance with the require-
ment for being a successful electronic prescriber would re-
sult in a significant hardship, such as in the case of an eli-
gible professional who practices in a rural area without
sufficient Internet access.

(6)

(C) APPLICATION.—

(i) PHYSICIAN REPORTING SYSTEM RULES.—Para-
graphs (5), (6), and (8) of subsection (k) shall apply for
purposes of this paragraph in the same manner as
they apply for purposes of such subsection.

(ii) INCENTIVE PAYMENT VALIDATION RULES.—
Clauses (ii) and (iii) of subsection (m)(5)(D) shall apply
for purposes of this paragraph in a similar manner as
they apply for purposes of such subsection.

(D) DEFINITIONS.—For purposes of this paragraph:

(i) ELIGIBLE PROFESSIONAL; COVERED PROFES-
SIONAL SERVICES.—The terms “eligible professional”
and “covered professional services” have the meanings
given such terms in subsection (k)(3).

(ii) PHYSICIAN REPORTING SYSTEM.—The term
“physician reporting system” means the system estab-
lished under subsection (k).

(iii)) REPORTING PERIOD.—The term “reporting pe-
riod” means, with respect to a year, a period specified
by the Secretary.

SPECIAL RULE FOR TEACHING ANESTHESIOLOGISTS.—

With respect to physicians’ services furnished on or after Janu-
ary 1, 2010, in the case of teaching anesthesiologists involved
in the training of physician residents in a single anesthesia

July 11, 2012
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case or two concurrent anesthesia cases, the fee schedule
amount to be applied shall be 100 percent of the fee schedule
amount otherwise applicable under this section if the anes-
thesia services were personally performed by the teaching an-
esthesiologist alone and paragraph (4) shall not apply if—

(A) the teaching anesthesiologist is present during all
critical or key portions of the anesthesia service or proce-
dure involved; and

(B) the teaching anesthesiologist (or another anesthe-
siologist with whom the teaching anesthesiologist has en-
tered into an arrangement) is immediately available to fur-
nish anesthesia services during the entire procedure.

(7) INCENTIVES FOR MEANINGFUL USE OF CERTIFIED EHR
TECHNOLOGY.—

(A) ADJUSTMENT.—

(i) IN GENERAL.—Subject to subparagraphs (B)
and (D), with respect to covered professional services
furnished by an eligible professional during 2015 or
any subsequent payment year, if the eligible profes-
sional is not a meaningful EHR user (as determined
under subsection (0)(2)) for an EHR reporting period
for the year, the fee schedule amount for such services
furnished by such professional during the year (includ-
ing the fee schedule amount for purposes of deter-
mining a payment based on such amount) shall be
equal to the applicable percent of the fee schedule
amount that would otherwise apply to such services
under this subsection (determined after application of
paragraph (3) but without regard to this paragraph).

(ii) APPLICABLE PERCENT.—Subject to clause (iii),
for purposes of clause (i), the term “applicable percent”
means—

(I) for 2015, 99 percent (or, in the case of an
eligible professional who was subject to the appli-
cation of the payment adjustment under section
1848(a)(5) for 2014, 98 percent);

(IT) for 2016, 98 percent; and

(IIT) for 2017 and each subsequent year, 97
percent.

(iii) AUTHORITY TO DECREASE APPLICABLE PER-
CENTAGE FOR 2018 AND SUBSEQUENT YEARS.—For 2018
and each subsequent year, if the Secretary finds that
the proportion of eligible professionals who are mean-
ingful EHR users (as determined under subsection
(0)(2)) is less than 75 percent, the applicable percent
shall be decreased by 1 percentage point from the ap-
plicable percent in the preceding year, but in no case
shall the applicable percent be less than 95 percent.
(B) SIGNIFICANT HARDSHIP EXCEPTION.—The Secretary

may, on a case-by-case basis, exempt an eligible profes-
sional from the application of the payment adjustment
under subparagraph (A) if the Secretary determines, sub-
ject to annual renewal, that compliance with the require-
ment for being a meaningful EHR user would result in a
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significant hardship, such as in the case of an eligible pro-
fessional who practices in a rural area without sufficient
Internet access. In no case may an eligible professional be
granted an exemption under this subparagraph for more
than 5 years.

(C) APPLICATION OF PHYSICIAN REPORTING SYSTEM
RULES.—Paragraphs (5), (6), and (8) of subsection (k) shall
apply for purposes of this paragraph in the same manner
as they apply for purposes of such subsection.

(D) NON-APPLICATION TO HOSPITAL-BASED ELIGIBLE
PROFESSIONALS.—No payment adjustment may be made
under subparagraph (A) in the case of hospital-based eligi-
ble professionals (as defined in subsection (0)(1)(C)(ii)).

(E) DEFINITIONS.—For purposes of this paragraph:

(i) COVERED PROFESSIONAL SERVICES.—The term
“covered professional services” has the meaning given
such term in subsection (k)(3).

(ii) EHR REPORTING PERIOD.—The term “EHR re-
porting period” means, with respect to a year, a period
(or periods) specified by the Secretary.

(iii) ELIGIBLE PROFESSIONAL.—The term “eligible
professional” means a physician, as defined in section
1861(r).

(8) INCENTIVES FOR QUALITY REPORTING.—

(A) ADJUSTMENT.—

(1) IN GENERAL.—With respect to covered profes-
sional services furnished by an eligible professional
during 2015 or any subsequent year, if the eligible
professional does not satisfactorily submit data on
quality measures for covered professional services for
the quality reporting period for the year (as deter-
mined under subsection (m)(3)(A)), the fee schedule
amount for such services furnished by such profes-
sional during the year (including the fee schedule
amount for purposes of determining a payment based
on such amount) shall be equal to the applicable per-
cent of the fee schedule amount that would otherwise
apply to such services under this subsection (deter-
mined after application of paragraphs (3), (5), and (7),
but without regard to this paragraph).

(i1) APPLICABLE PERCENT.—For purposes of clause
(i), the term “applicable percent” means—

(I) for 2015, 98.5 percent; and
(II) for 2016 and each subsequent year, 98
percent.

(B) APPLICATION.—

(i) PHYSICIAN REPORTING SYSTEM RULES.—Para-
graphs (5), (6), and (8) of subsection (k) shall apply for
purposes of this paragraph in the same manner as
they apply for purposes of such subsection.

(ii) INCENTIVE PAYMENT VALIDATION RULES.—
Clauses (ii) and (iii) of subsection (m)(5)(D) shall apply
for purposes of this paragraph in a similar manner as
they apply for purposes of such subsection.



FACOMP\SSA\TITLE18B

July 11, 2012

293

TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 1848

(C) DEFINITIONS.—For purposes of this paragraph:

(1) ELIGIBLE PROFESSIONAL; COVERED PROFES-

SIONAL SERVICES.—The terms “eligible professional”

and “covered professional services” have the meanings

given such terms in subsection (k)(3).

(ii) PHYSICIAN REPORTING SYSTEM.—The term

“physician reporting system” means the system estab-

lished under subsection (k).

(iii) QUALITY REPORTING PERIOD.—The term “qual-

ity reporting period” means, with respect to a year, a

period specified by the Secretary.

(b) ESTABLISHMENT OF FEE SCHEDULES.—

(1) IN GENERAL.—Before November 1 of the preceding year,
for each year beginning with 1998, subject to subsection (p),
the Secretary shall establish, by regulation, fee schedules that
establish payment amounts for all physicians’ services fur-
nished in all fee schedule areas (as defined in subsection (j)(2))
for the year. Except as provided in paragraph (2), each such
pfa}yment amount for a service shall be equal to the product
0 —

(A) the relative value for the service (as determined in
subsection (¢)(2)),

(B) the conversion factor (established under subsection
(d)) for the year, and

(C) the geographic adjustment factor (established
under subsection (e)(2)) for the service for the fee schedule
area.

(2) TREATMENT OF RADIOLOGY SERVICES AND ANESTHESIA
SERVICES.—

(A) RADIOLOGY SERVICES.—With respect to radiology
services (including radiologist services, as defined in sec-
tion 1834(b)(6)), the Secretary shall base the relative val-
ues on the relative value scale developed under section
1834(b)(1)(A), with appropriate modifications of the rel-
ative values to assure that the relative values established
for radiology services which are similar or related to other
physicians’ services are consistent with the relative values
established for those similar or related services.

(B) ANESTHESIA SERVICES.—In establishing the fee
schedule for anesthesia services for which a relative value
guide has been established under section 4048(b) of the
Omnibus Budget Reconciliation Act of 1987, the Secretary
shall use, to the extent practicable, such relative value
guide, with appropriate adjustment of the conversion fac-
tor, in a manner to assure that the fee schedule amounts
for anesthesia services are consistent with the fee schedule
amounts for other services determined by the Secretary to
be of comparable value. In applying the previous sentence,
the Secretary shall adjust the conversion factor by geo-
graphic adjustment factors in the same manner as such
adjustment is made under paragraph (1)(C).

(C) CoNSULTATION.—The Secretary shall consult with
the Physician Payment Review Commission and organiza-
tions representing physicians or suppliers who furnish ra-
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diology services and anesthesia services in applying sub-
paragraphs (A) and (B).
(3) TREATMENT OF INTERPRETATION OF ELECTROCARDIO-

GRAMS.—The Secretary—

(A) shall make separate payment under this section
for the interpretation of electrocardiograms performed or
ordered to be performed as part of or in conjunction with
a visit to or a consultation with a physician, and

(B) shall adjust the relative values established for vis-
its and consultations under subsection (c) so as not to in-
clude relative value units for interpretations of electro-
cardiograms in the relative value for visits and consulta-
tions.

(4) SPECIAL RULE FOR IMAGING SERVICES.—

(A) IN GENERAL.—In the case of imaging services de-
scribed in subparagraph (B) furnished on or after January
1, 2007, if—

(i) the technical component (including the tech-
nical component portion of a global fee) of the service
established for a year under the fee schedule described
in paragraph (1) without application of the geographic
adjlc.llstment factor described in paragraph (1)(C), ex-
ceeds

(i) the Medicare OPD fee schedule amount estab-
lished under the prospective payment system for hos-
pital outpatient department services under paragraph
(3)(D) of section 1833(t) for such service for such year,
determined without regard to geographic adjustment
under paragraph (2)(D) of such section,

the Secretary shall substitute the amount described in
clause (ii), adjusted by the geographic adjustment factor
described in paragraph (1)(C), for the fee schedule amount
for such technical component for such year.

(B) IMAGING SERVICES DESCRIBED.—For purposes of
this paragraph, imaging services described in this sub-
paragraph are imaging and computer-assisted imaging
services, including X-ray, ultrasound (including echo-
cardiography), nuclear medicine (including positron emis-
sion tomography), magnetic resonance imaging, computed
tomography, and fluoroscopy, but excluding diagnostic and
screening mammography, and for 2010, 2011, and the first
2 months of 2012, dual-energy x-ray absorptiometry serv-
ices (as described in paragraph (6)).

(C) ADJUSTMENT IN IMAGING UTILIZATION RATE.—With
respect to fee schedules established for 2011 and subse-
quent years, in the methodology for determining practice
expense relative value units for expensive diagnostic imag-
ing equipment under the final rule published by the Sec-
retary in the Federal Register on November 25, 2009 (42
CFR 410 et al.), the Secretary shall use a 75 percent as-
sumption instead of the utilization rates otherwise estab-
lished in such final rule.

(D) ADJUSTMENT IN TECHNICAL COMPONENT DISCOUNT
ON SINGLE-SESSION IMAGING INVOLVING CONSECUTIVE BODY
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PARTS.—For services furnished on or after July 1, 2010,
the Secretary shall increase the reduction in payments at-
tributable to the multiple procedure payment reduction ap-
plicable to the technical component for imaging under the
final rule published by the Secretary in the Federal Reg-
ister on November 21, 2005 (part 405 of title 42, Code of

Federal Regulations) from 25 percent to 50 percent.

(5) TREATMENT OF INTENSIVE CARDIAC REHABILITATION
PROGRAM.—

(A) IN GENERAL.—In the case of an intensive cardiac
rehabilitation program described in section 1861(eee)(4),
the Secretary shall substitute the Medicare OPD fee sched-
ule amount established under the prospective payment
system for hospital outpatient department service under
paragraph (3)(D) of section 1833(t) for cardiac rehabilita-
tion (under HCPCS codes 93797 and 93798 for calendar
year 2007, or any succeeding HCPCS codes for cardiac re-
habilitation).

(B) DEFINITION OF SESSION.—Each of the services de-
scribed in subparagraphs (A) through (E) of section
1861(eee)(3), when furnished for one hour, is a separate
session of intensive cardiac rehabilitation.

(C) MULTIPLE SESSIONS PER DAY.—Payment may be
made for up to 6 sessions per day of the series of 72 one-
hour sessions of intensive cardiac rehabilitation services
described in section 1861(eee)(4)(B).

(6) TREATMENT OF BONE MASS SCANS.—For dual-energy x-
ray absorptiometry services (identified in 2006 by HCPCS
codes 76075 and 76077 (and any succeeding codes)) furnished
during 2010, 2011, and the first 2 months of 2012, instead of
the payment amount that would otherwise be determined
under this section for such years, the payment amount shall be
equal to 70 percent of the product of—

(A) the relative value for the service (as determined in
subsection (c)(2)) for 2006;

(B) the conversion factor (established under subsection
(d)) for 2006; and

(C) the geographic adjustment factor (established
under subsection (e)(2)) for the service for the fee schedule
area for 2010, 2011, and the first 2 months of 2012, respec-
tively.

(7) ADJUSTMENT IN DISCOUNT FOR CERTAIN MULTIPLE THER-
APY SERVICES.—In the case of therapy services furnished on or
after January 1, 2011, and for which payment is made under
fee schedules established under this section, instead of the 25
percent multiple procedure payment reduction specified in the
final rule published by the Secretary in the Federal Register
on November 29, 2010, the reduction percentage shall be 20
percent.

(c) DETERMINATION OF RELATIVE VALUES FOR PHYSICIANS’

SERVICES.—

July 11, 2012

(1) DIVISION OF PHYSICIANS’ SERVICES INTO COMPONENTS.—
In this section, with respect to a physicians’ service:
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(A) WORK COMPONENT DEFINED.—The term “work com-
ponent” means the portion of the resources used in fur-
nishing the service that reflects physician time and inten-
sity in furnishing the service. Such portion shall—

(1) include activities before and after direct patient
contact, and

(i1) be defined, with respect to surgical procedures,
to reflect a global definition including pre-operative
and post-operative physicians’ services.

(B) PRACTICE EXPENSE COMPONENT DEFINED.—The
term “practice expense component” means the portion of
the resources used in furnishing the service that reflects
the general categories of expenses (such as office rent and
wages of personnel, but excluding malpractice expenses)
comprising practice expenses.

(C) MALPRACTICE COMPONENT DEFINED.—The term
“malpractice component” means the portion of the re-
sources used in furnishing the service that reflects mal-
practice expenses in furnishing the service.

(2) DETERMINATION OF RELATIVE VALUES.—

(A) IN GENERAL.—

(i) COMBINATION OF UNITS FOR COMPONENTS.—The
Secretary shall develop a methodology for combining
the work, practice expense, and malpractice relative
value units, determined under subparagraph (C), for
each service in a manner to produce a single relative
value for that service. Such relative values are subject
to adjustment under subparagraph (F)(i) and section
13515(b) of the Omnibus Budget Reconciliation Act of
1993.

(i1) EXTRAPOLATION.—The Secretary may use ex-
trapolation and other techniques to determine the
number of relative value units for physicians’ services
for which specific data are not available and shall take
into account recommendations of the Physician Pay-
ment Review Commission and the results of consulta-
tions with organizations representing physicians who
provide such services.

(B) PERIODIC REVIEW AND ADJUSTMENTS IN RELATIVE
VALUES.—

(1) PERIODIC REVIEW.—The Secretary, not less
often than every 5 years, shall review the relative val-
ues established under this paragraph for all physi-
cians’ services.

(ii) ADJUSTMENTS.—

(I) IN GENERAL.—The Secretary shall, to the
extent the Secretary determines to be necessary
and subject to subclause (II), adjust the number of
such units to take into account changes in medical
practice, coding changes, new data on relative
value components, or the addition of new proce-
dures. The Secretary shall publish an explanation
of the basis for such adjustments.



FACOMP\SSA\TITLE18B

297 TITLE XVIII OF THE SOCIAL SECURITY ACT Sec. 1848

(II) LIMITATION ON ANNUAL ADJUSTMENTS.—
Subject to clauses (iv) and (v), the adjustments
under subclause (I) for a year may not cause the
amount of expenditures under this part for the
year to differ by more than $20,000,000 from the
amount of expenditures under this part that
would have been made if such adjustments had
not been made.

(iii)) CONSULTATION.—The Secretary, in making
adjustments under clause (ii), shall consult with the
Medicare Payment Advisory Commission and organi-
zations representing physicians.

(iv) EXEMPTION OF CERTAIN ADDITIONAL EXPENDI-
TURES FROM BUDGET NEUTRALITY.—The additional ex-
penditures attributable to—

(I) subparagraph (H) shall not be taken into
account in applying clause (i1)(II) for 2004;

(IT) subparagraph (I) insofar as it relates to a
physician fee schedule for 2005 or 2006 shall not
be taken into account in applying clause (ii)(II) for
drug administration services under the fee sched-
ule for such year for a specialty described in sub-
paragraph (I)(ii)(ID);

(ITI) subparagraph (J) insofar as it relates to
a physician fee schedule for 2005 or 2006 shall not
be taken into account in applying clause (ii)(II) for
drug administration services under the fee sched-
ule for such year; and

(IV) subsection (b)(6) shall not be taken into
account in applying clause (ii)(II) for 2010, 2011,
or the first 2 months of 2012.

(v) EXEMPTION OF CERTAIN REDUCED EXPENDI-
TURES FROM BUDGET-NEUTRALITY CALCULATION.—The
following reduced expenditures, as estimated by the
Secretary, shall not be taken into account in applying
clause (ii)(ID):

(I) REDUCED PAYMENT