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42 U.S.C. § 1395y. Exclusions from coverage and medicare as secondary
payer.

(@) Itemsor services specifically excluded

Notwithstanding any other provision of this subchapter, no payment may be
made under part A or part B of this subchapter for any expenses incurred for items
or services—

(1D (A) which, except for items and services described in a succeeding
subparagraph or additional preventive services (as described in section
1395x(ddd)(1) of thistitle), are not reasonable and necessary for the diagnosis
or treatment of illness or injury or to improve the functioning of a malformed
body member,

(B) in the case of items and services described in section 1395x(s)(10) of
this title, which are not reasonable and necessary for the prevention of illness,

(C) in the case of hospice care, which are not reasonable and necessary for
the palliation or management of terminal illness,

(D) in the case of clinical care items and services provided with the
concurrence of the Secretary and with respect to research and experimentation
conducted by, or under contract with, the Medicare Payment Advisory
Commission or the Secretary, which are not reasonable and necessary to carry
out the purposes of section 1395ww(e)(6) of thistitle,*

(E) in the case of research conducted pursuant to section 1320b-12 of this
title, which is not reasonable and necessary to carry out the purposes of that
section,

(F) in the case of screening mammography, which is performed more
frequently than is covered under section 1395m(c)(2) of this title or which is
not conducted by afacility described in section 1395m(c)(1)(B) of thistitle, in
the case of screening pap smear and screening pelvic exam, which is
performed more frequently than is provided under section 1395x(nn) of this
title, and, in the case of screening for glaucoma, which is performed more
frequently than is provided under section 1395x(uu) of thistitle,

! See Referencesin Text note below.
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(G) in the case of prostate cancer screening tests (as defined in section
1395x(00) of this title), which are performed more frequently than is covered
under such section,

(H) in the case of colorectal cancer screening tests, which are performed
more frequently than is covered under section 1395m(d) of thistitle,

() the frequency and duration of home health services which are in excess of
normative guidelines that the Secretary shall establish by regulation,

(J) in the case of adrug or biological specified in section 1395w—3a(c)(6)(C)
of thistitle for which payment is made under part B of this subchapter that is
furnished in a competitive area under section 1395w—3b of thistitle, that is not
furnished by an entity under a contract under such section,

(K) in the case of an initial preventive physical examination, which is
performed more than 1 year after the date the individual’s first coverage
period begins under part B of this subchapter,

(L) in the case of cardiovascular screening blood tests (as defined in section
1395x(xx)(1) of this title), which are performed more frequently than is
covered under section 1395x(xx)(2) of thistitle,

(M) in the case of a diabetes screening test (as defined in section
1395x(yy)(1) of thistitle), which is performed more frequently than is covered
under section 1395x(yy)(3) of thistitle,

(N) in the case of ultrasound screening for abdominal aortic aneurysm which
is performed more frequently than is provided for under section
1395x(s)(2)(AA) of thistitle,

(O) in the case of kidney disease education services (as defined in paragraph
(1) of section 1395x(ggg) of this title), which are furnished in excess of the
number of sessions covered under paragraph (4) of such section, and

(P) in the case of personalized prevention plan services (as defined in section

1395x(hhh)(1) of this title), which are performed more frequently than is
covered under such section;
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(2) for which the individual furnished such items or services has no lega
obligation to pay, and which no other person (by reason of such individual’s
membership in a prepayment plan or otherwise) has a legal obligation to
provide or pay for, except in the case of Federally qualified health center
services,

(3) which are paid for directly or indirectly by a governmental entity (other
than under this chapter and other than under a health benefits or insurance
plan established for employees of such an entity), except in the case of rural
health clinic services, as defined in section 1395x(aa)(1) of this title, in the
case of Federaly qualified health center services, as defined in section
1395x(aa)(3) of this title, in the case of services for which payment may be
made under section 1395qq(e) of this title, and in such other cases as the
Secretary may specify;

(4) which are not provided within the United States (except for inpatient
hospital services furnished outside the United States under the conditions
described in section 1395f(f) of this title and, subject to such conditions,
limitations, and requirements as are provided under or pursuant to this
subchapter, physicians' services and ambulance services furnished an
individual in conjunction with such inpatient hospital services but only for the
period during which such inpatient hospital services were furnished);

(5) which are required as aresult of war, or of an act of war, occurring after
the effective date of such individual’s current coverage under such part;

(6) which constitute personal comfort items (except, in the case of hospice
care, asis otherwise permitted under paragraph (1)(C));

(7) where such expenses are for routine physical checkups, eyeglasses (other
than eyewear described in section 1395x(s)(8) of this title) or eye
examinations for the purpose of prescribing, fitting, or changing eyeglasses,
procedures performed (during the course of any eye examination) to
determine the refractive state of the eyes, hearing aids or examinations
therefor, or immunizations (except as otherwise alowed under section
1395x(s)(10) of this title and subparagraph (B), (F), (G), (H), (K), or (P) of
paragraph (1));
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(8) where such expenses are for orthopedic shoes or other supportive devices
for the feet, other than shoes furnished pursuant to section 1395x(s)(12) of this
title;

(9) where such expenses are for custodial care (except, in the case of hospice
care, asis otherwise permitted under paragraph (1)(C))

(10) where such expenses are for cosmetic surgery or are incurred in
connection therewith, except as required for the prompt repair of accidental
injury or for improvement of the functioning of a malformed body member;

(11) where such expenses constitute charges imposed by immediate relatives
of such individual or members of his household;

(12) where such expenses are for services in connection with the care,
treatment, filling, removal, or replacement of teeth or structures directly
supporting teeth, except that payment may be made under part A of this
subchapter in the case of inpatient hospital services in connection with the
provision of such dental services if 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,

(13) where such expenses are for—

(A) the treatment of flat foot conditions and the prescription of
supportive devices therefor,

(B) the treatment of subluxations of the foot, or

(C) routine foot care (including the cutting or removal of corns or
calluses, the trimming of nails, and other routine hygienic care);

(14) which are other than physicians services (as defined in regulations
promulgated specifically for purposes of this paragraph), services described
by section 1395x(s)(2)(K) of this title, certified nurse-midwife services,
qualified psychologist services, and services of a certified registered nurse
anesthetist, and which are furnished to an individual who is a patient of a
hospital or critical access hospital by an entity other than the hospital or
critical access hospital, unless the services are furnished under arrangements
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(as defined in section 1395x(w)(1) of this title) with the entity made by the
hospital or critical access hospital;

(15)(A) which are for services of an assistant at surgery in a cataract
operation (including subsequent insertion of an intraocular lens) unless, before
the surgery is performed, the appropriate quality improvement organization
(under part B of subchapter XI of this chapter) or a carrier under section
1395u of thistitle has approved of the use of such an assistant in the surgical
procedure based on the existence of a complicating medical condition, or

(B) which are for services of an assistant at surgery to which section 1395w—
4(1)(2)(B) of thistitle applies;

(16) in the case in which funds may not be used for such items and services
under the Assisted Suicide Funding Restriction Act of 1997 [42 U.S.C. 14401

et seq.];]

(17) where the expenses are for an item or service furnished in a competitive
acquisition area (as established by the Secretary under section 1395w—3(a) of
this title) by an entity other than an entity with which the Secretary has
entered into a contract under section 1395w—3(b) of thistitle for the furnishing
of such an item or service in that area, unless the Secretary finds that the
expenses were incurred in a case of urgent need, or in other circumstances
specified by the Secretary;

(18) which are covered skilled nursing facility services described in section
1395yy(e)(2)(A)(i) of thistitle and which are furnished to an individual who is
aresident of a skilled nursing facility during a period in which the resident is
provided covered post-hospital extended care services (or, for services
described in section 1395x(s)(2)(D) of this title, which are furnished to such
an individual without regard to such period), by an entity other than the skilled
nursing facility, unless the services are furnished under arrangements (as
defined in section 1395x(w)(1) of thistitle) with the entity made by the skilled
nursing facility;

(19) which are for items or services which are furnished pursuant to a private
contract described in section 1395a(b) of thistitle;

(20) in the case of outpatient physical therapy services, outpatient speech-
language pathology services, or outpatient occupational therapy services
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furnished as an incident to a physician’s professional services (as described in
section 1395x(s)(2)(A) of this title), that do not meet the standards and
conditions (other than any licensing requirement specified by the Secretary)
under the second sentence of section 1395x(p) of this title (or under such
sentence through the operation of subsection (g) or (11)(2) of section 1395x of
this title) as such standards and conditions would apply to such therapy
services if furnished by atherapist;

(21) where such expenses are for home health services (including medical
supplies described in section 1395x(m)(5) of this title, but excluding durable
medical equipment to the extent provided for in such section) furnished to an
individual who is under a plan of care of the home health agency if the claim
for payment for such services is not submitted by the agency;

(22) subject to subsection (h) of this section, for which a claim is submitted
other than in an electronic form specified by the Secretary;

(23) which are the technical component of advanced diagnostic imaging
services described in section 1395m(e)(1)(B) of thistitle for which payment is
made under the fee schedule established under section 1395w—4(b) of thistitle
and that are furnished by a supplier (as defined in section 1395x(d) of this
title), if such supplier is not accredited by an accreditation organization
designated by the Secretary under section 1395m(e)(2)(B) of thistitle;

(24) where such expenses are for renal dialysis services (as defined in
subparagraph (B) of section 1395rr(b)(14) of this title) for which payment is
made under such section unless such payment is made under such section to a
provider of services or arena dialysisfacility for such services; or

(25) not later than January 1, 2014, for which the payment is other than by
electronic funds transfer (EFT) or an electronic remittance in a form as
specified in ASC X12 835 Health Care Payment and Remittance Advice or
subsequent standard.

Paragraph (7) shall not apply to Federally qualified health center services described
in section 1395x(aa)(3)(B) of this title. In making a national coverage
determination (as defined in paragraph (1)(B) of section 1395ff(f) of this title) the
Secretary shall ensure consistent with subsection (1) of this section that the public
is afforded notice and opportunity to comment prior to implementation by the
Secretary of the determination; meetings of advisory committees with respect to
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the determination are made on the record; in making the determination, the
Secretary has considered applicable information (including clinical experience and
medical, technical, and scientific evidence) with respect to the subject matter of the
determination; and in the determination, provide a clear statement of the basis for
the determination (including responses to comments received from the public), the
assumptions underlying that basis, and make available to the public the data (other
than proprietary data) considered in making the determination.

* % %
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42 U.S.C. § 1395ff. Deter minations; appeals
(a) Initial determinations
(1) Promulgations of regulations

The Secretary shall promulgate regulations and make initial determinations
with respect to benefits under part A of this subchapter or part B of this
subchapter in accordance with those regulations for the following:

(A) The initial determination of whether an individual is entitled to
benefits under] such parts.

(B) The initial determination of the amount of benefits available to the
individual under such parts.

(C) Any other initia determination with respect to a claim for benefits
under such parts, including an initial determination by the Secretary that
payment may not be made, or may no longer be made, for an item or service
under such parts, an initial determination made by a quality improvement
organization under section 1320c-3(a)(2) of this title, and an initia
determination made by an entity pursuant to a contract (other than a contract
under section 1395w—22 of this title) with the Secretary to administer
provisions of this subchapter or subchapter XI of this chapter.

(2) Deadlinesfor making initial deter minations

(A) In general

Subject to subparagraph (B), in promulgating regulations under paragraph
(1), initial determinations shall be concluded by not later than the 45-day period
beginning on the date the fiscal intermediary or the carrier, as the case may be,
receives a claim for benefits from an individual as described in paragraph (1).
Notice of such determination shall be mailed to the individua filing the claim
before the conclusion of such 45-day period.
(B) Clean claims

Subparagraph (A) shall not apply with respect to any claim that is subject to
the requirements of section 1395h(c)(2) or 1395u(c)(2) of thistitle.
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(3) Redeterminations
(A) In general
In promulgating regulations under paragraph (1) with respect to initial
determinations, such regulations shall provide for a fiscal intermediary or a
carrier to make a redetermination with respect to a claim for benefits that is
denied in whole or in part.
(B) Limitations
(i) Appeal rights
No initial determination may be reconsidered or appealed under
subsection (b) of this section unless the fiscal intermediary or carrier has
made a redetermination of that initial determination under this paragraph.

(i1) Decisionmaker

No redetermination may be made by any individual involved in theinitial
determination.

(C) Deadlines
(i) Filing for redetermination

A redetermination under subparagraph (A) shall be available only if
notice is filed with the Secretary to request the redetermination by not later
than the end of the 120-day period beginning on the date the individual
receives notice of theinitial determination under paragraph (2).

(i1) Concluding redeter minations

Redeterminations shall be concluded by not later than the 60-day period
beginning on the date the fiscal intermediary or the carrier, as the case may
be, receives a request for a redetermination. Notice of such determination

shall be mailed to the individua filing the claim before the conclusion of
such 60-day period.

(D) Construction
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For purposes of the succeeding provisions of this section a
redetermination under this paragraph shall be considered to be part of the
initial determination.

(4) Requirements of notice of deter minations

With respect to an initial determination insofar as it results in a denial of a
claim for benefits—

(A) the written notice on the determination shall include—

(i) the reasons for the determination, including whether a loca medical
review policy or alocal coverage determination was used,;

(i1) the procedures for obtaining additional information concerning the
determination, including the information described in subparagraph (B); and

(i) notification of the right to seek a redetermination or otherwise appesal
the determination and instructions on how to initiate such a redetermination
under this section;

(B) such written notice shall be provided in printed form and written in a
manner calculated to be understood by the individual entitled to benefits under
part A of this subchapter or enrolled under part B of this subchapter, or both;
and

(C) the individual provided such written notice may obtain, upon request,
information on the specific provision of the policy, manual, or regulation used
in making the redetermination.

(5) Requirements of notice of redeter minations

With respect to a redetermination insofar as it results in a denial of a claim for
benefits—

(A) the written notice on the redetermination shall include—

(i) the specific reasons for the redetermination;
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(i) as appropriate, a summary of the clinical or scientific evidence used in
making the redetermination;

(iii) a description of the procedures for obtaining additional information
concerning the redetermination; and

(iv) notification of the right to appeal the redetermination and instructions
on how to initiate such an appeal under this section;

(B) such written notice shall be provided in printed form and written in a
manner calculated to be understood by the individual entitled to benefits under
part A of this subchapter or enrolled under part B of this subchapter, or both;
and

(C) the individual provided such written notice may obtain, upon request,
information on the specific provision of the policy, manual, or regulation used
in making the redetermination.

(b) Appeal rights
(1) In general
(A) Reconsideration of initial determination

Subject to subparagraph (D), any individual dissatisfied with any initia
determination under subsection (a)(1) of this section shall be entitled to
reconsideration of the determination, and, subject to subparagraphs (D) and (E),
a hearing thereon by the Secretary to the same extent as is provided in section
405(b) of this title and, subject to paragraph (2), to judicia review of the
Secretary’s final decision after such hearing as is provided in section 405(g) of
this title. For purposes of the preceding sentence, any reference to the
“*Commissioner of Social Security’’ or the ‘* Social Security Administration’” in
subsection (g) or (I) of section 405 of thistitle shall be considered a reference to
the ‘‘Secretary’’ or the ‘‘Department of Health and Human Services’,
respectively.

(B) Representation by provider or supplier

(i) In general
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Sections 406(a), 1302, and 1395hh of this title shall not be construed as
authorizing the Secretary to prohibit an individual from being represented
under this section by a person that furnishes or supplies the individual,
directly or indirectly, with services or items, solely on the basis that the
person furnishes or supplies the individual with such a service or item.

(i) Mandatory waiver of right to payment from beneficiary

Any person that furnishes services or items to an individual may not
represent an individual under this section with respect to the issue described
in section 1395pp(a)(2) of this title unless the person has waived any rights
for payment from the beneficiary with respect to the services or items
involved in the appeal. (iii) Prohibition on payment for representation If a
person furnishes services or items to an individual and represents the
individual under this section, the person may not impose any financial
liability on such individual in connection with such representation.

(iv) Requirementsfor representatives of a beneficiary

The provisions of section 405(j) of this title and of section 406 of this
title (other than subsection (a)(4) of such section) regarding representation of
clamants shall apply to representation of an individual with respect to
appeals under this section in the same manner as they apply to representation
of an individual under those sections.

(C) Succession of rightsin cases of assignment

The right of an individual to an appeal under this section with respect to an
item or service may be assigned to the provider of services or supplier of the
item or service upon the written consent of such individua using a standard
form established by the Secretary for such an assignment.
(D) Timelimitsfor filing appeals

(i) Reconsiderations

Reconsideration under subparagraph (A) shall be available only if the
individual described in subparagraph (A) files notice with the Secretary to

request reconsideration by not later than the end of the 180-day period
beginning on the date the individual receives notice of the redetermination
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under subsection (a)(3) of this section, or within such additional time as the
Secretary may allow.

(if) Hearings conducted by the Secretary

The Secretary shall establish in regulations time limits for the filing of a
request for a hearing by the Secretary in accordance with provisions in
sections 405 and 406 of thistitle.

(E) Amountsin controver sy
(i) In general

A hearing (by the Secretary) shall not be available to an individual under
this section if the amount in controversy is less than $100, and judicial
review shall not be available to the individual if the amount in controversy is
less than $1,000.

(i1) Aggregation of claims

In determining the amount in controversy, the Secretary, under
regulations, shall alow two or more appeals to be aggregated if the appeals
involve—

(1) the delivery of similar or related services to the same individual by
one or more providers of services or suppliers, or

(1) common issues of law and fact arising from services furnished to
two or more individuals by one or more providers of services or
suppliers.

(iii) Adjustment of dollar amounts

For requests for hearings or judicial review made in a year after 2004,
the dollar amounts specified in clause (i) shall be equal to such dollar
amounts increased by the percentage increase in the medical care component
of the consumer price index for al urban consumers (U.S. city average) for
July 2003 to the July preceding the year involved. Any amount determined
under the previous sentence that is not a multiple of $10 shall be rounded to
the nearest multiple of $10.
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(F) Expedited proceedings
(i) Expedited determination

In the case of an individual who has received notice from a provider of
services that such provider plans—

(I) to terminate services provided to an individual and a physician
certifies that failure to continue the provision of such servicesislikely to
place the individua’s health at significant risk, or

(1) to discharge the individual from the provider of services, the
individual may request, in writing or orally, an expedited determination
or an expedited reconsideration of an initial determination made under
subsection (a)(1) of this section, as the case may be, and the Secretary
shall provide such expedited determination or expedited reconsideration.

(i1) Reference to expedited accessto judicial review

For the provision relating to expedited access to judicia review, see
paragraph (2).

(G) Reopening and revision of deter minations

The Secretary may reopen or revise any initial determination or reconsidered
determination described in this subsection under guidelines established by the
Secretary in regulations.

(2) Expedited accessto judicial review
(A) In general

The Secretary shall establish a process under which a provider of services or
supplier that furnishes an item or service or an individual entitled to benefits
under part A of this subchapter or enrolled under part B of this subchapter, or
both, who has filed an appeal under paragraph (1) (other than an appeal filed
under paragraph (1)(F)(i)) may obtain access to judicial review when a review
entity (described in subparagraph (D)), on its own motion or at the request of
the appellant, determines that the Departmental Appeals Board does not have
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the authority to decide the question of law or regulation relevant to the matters
in controversy and that there is no material issue of fact in dispute. The
appellant may make such request only once with respect to a question of law or
regulation for a specific matter in dispute in a case of an appeal.

(B) Prompt determinations

If, after or coincident with appropriately filing a request for an
administrative hearing, the appellant requests a determination by the
appropriate review entity that the Departmental Appeals Board does not have
the authority to decide the question of law or regulations relevant to the matters
in controversy and that there is no material issue of fact in dispute, and if such
request is accompanied by the documents and materials as the appropriate
review entity shall require for purposes of making such determination, such
review entity shall make a determination on the request in writing within 60
days after the date such review entity receives the request and such
accompanying documents and materials. Such a determination by such review
entity shall be considered a final decision and not subject to review by the
Secretary.

(C) Accesstojudicial review
(i) In general
If the appropriate review entity—

(I) determines that there are no material issues of fact in dispute and
that the only issues to be adjudicated are ones of law or regulation that
the Departmental Appeals Board does not have authority to decide; or

(1) fails to make such determination within the period provided under
subparagraph (B), then the appellant may bring a civil action as
described in this subparagraph.

(i1) Deadlinefor filing
Such action shall befiled, in the case described in—

() clause (i)(1), within 60 days of the date of the determination
described in such clause; or
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(1) clause (i)(I1), within 60 days of the end of the period provided
under subparagraph (B) for the determination.

(iii) Venue

Such action shall be brought in the district court of the United States for
the judicia district in which the appellant is located (or, in the case of an
action brought jointly by more than one applicant, the judicial district in
which the greatest number of applicants are located) or in the District Court
for the District of Columbia.

(iv) Interest on any amountsin controver sy

Where a provider of services or supplier is granted judicia review
pursuant to this paragraph, the amount in controversy (if any) shall be
subject to annual interest beginning on the first day of the first month
beginning after the 60-day period as determined pursuant to clause (ii) and
egual to the rate of interest on obligations issued for purchase by the Federal
Supplementary Medical Insurance Trust Fund for the month in which the
civil action authorized under this paragraph is commenced, to be awarded by
the reviewing court in favor of the prevailing party. No interest awarded
pursuant to the preceding sentence shall be deemed income or cost for the
purposes of determining reimbursement due providers of services or
suppliers under this subchapter.

(D) Review entity defined

For purposes of this subsection, the term ‘‘review entity’’ means an entity of
up to three reviewers who are administrative law judges or members of the
Departmental Appeals Board selected for purposes of making determinations
under this paragraph.

(3) Requiring full and early presentation of evidence by providers

A provider of services or supplier may not introduce evidence in any appeal
under this section that was not presented at the reconsideration conducted by
the qualified independent contractor under subsection (c) of this section, unless
there is good cause which precluded the introduction of such evidence at or
before that reconsideration.
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(c) Conduct of reconsiderations by independent contractors
(1) In general

The Secretary shall enter into contracts with qualified independent contractors
to conduct reconsiderations of initial determinations made under subparagraphs
(B) and (C) of subsection (a)(1) of this section. Contracts shall be for an initial
term of three years and shall be renewable on atriennia basis thereafter.

(2) Qualified independent contractor

For purposes of this subsection, the term **qualified independent contractor’’
means an entity or organization that is independent of any organization under
contract with the Secretary that makes initial determinations under subsection
(@(1) of this section, and that meets the requirements established by the
Secretary consistent with paragraph (3).

(3) Requirements

Any qualified independent contractor entering into a contract with the
Secretary under this subsection shall meet all of the following requirements:

(A) In general

The qualified independent contractor shall perform such duties and functions
and assume such responsibilities as may be required by the Secretary to carry
out the provisions of this subsection, and shall have sufficient medical, legal,
and other expertise (including knowledge of the program under this subchapter)
and sufficient staffing to make reconsiderations under this subsection.

(B) Reconsiderations
(i) In general

The qualified independent contractor shall review initial determinations.
Where an initial determination is made with respect to whether an item or
service is reasonable and necessary for the diagnosis or treatment of illness
or injury (under section 1395y(a)(1)(A) of this title), such review shall
include consideration of the facts and circumstances of the initial
determination by a panel of physicians or other appropriate health care
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professionals and any decisions with respect to the reconsideration shall be
based on applicable information, including clinical experience (including the
medical records of the individual involved) and medical, technical, and
scientific evidence.

(i) Effect of national and local coverage deter minations
(1) National coverage determinations

If the Secretary has made a national coverage determination
pursuant to the requirements established under the third sentence of
section 1395y(a) of this title, such determination shall be binding on
the qualified independent contractor in making a decision with respect
to areconsideration under this section.

(11) Local coverage determinations

If the Secretary has made a local coverage determination, such
determination shall not be binding on the qualified independent
contractor in making a decision with respect to a reconsideration
under this section. Notwithstanding the previous sentence, the
gualified independent contractor shall consider the local coverage
determination in making such decision.

(111) Absence of national or local coverage deter mination
In the absence of such a national coverage determination or local
coverage determination, the qualified independent contractor shall
make a decision with respect to the reconsideration based on
applicable information, including clinical experience and medical,
technical, and scientific evidence.
(C) Deadlinesfor decisions
(i) Reconsiderations
Except as provided in clauses (iii) and (iv), the qualified independent

contractor shall conduct and conclude a reconsideration under subparagraph
(B), and mail the notice of the decision with respect to the reconsideration
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by not later than the end of the 60-day period beginning on the date a request
for reconsideration has been timely filed.

(i1) Consequences of failureto meet deadline

In the case of a failure by the qualified independent contractor to mail
the notice of the decision by the end of the period described in clause (i) or
to provide notice by the end of the period described in clause (iii), as the
case may be, the party requesting the reconsideration or appeal may request
a hearing before the Secretary, notwithstanding any requirements for a
reconsidered determination for purposes of the party’s right to such hearing.

(iii) Expedited reconsider ations

The qudlified independent contractor shall perform an expedited
reconsideration under subsection (b)(1)(F) of this section as follows:

(1) Deadline for decision

Notwithstanding section 416(j) of this title and subject to clause
(iv), not later than the end of the 72-hour period beginning on the date
the qualified independent contractor has received a request for such
reconsideration and has received such medical or other records needed
for such reconsideration, the qualified independent contractor shall
provide notice (by telephone and in writing) to the individual and the
provider of services and attending physician of the individual of the
results of the reconsideration. Such reconsideration shall be conducted
regardless of whether the provider of services or supplier will charge
the individual for continued services or whether the individua will be
liable for payment for such continued services.

(1) Consultation with beneficiary

In such reconsideration, the qualified independent contractor shall
solicit the views of the individual involved.

(111) Special rulefor hospital discharges

A reconsideration of a discharge from a hospital shall be conducted
under this clause in accordance with the provisions of paragraphs (2),
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(3), and (4) of section 1320c—3(e) of thistitle as in effect on the date
that precedes December 21, 2000.

(iv) Extension

An individual requesting a reconsideration under this subparagraph may
be granted such additional time as the individual specifies (not to exceed 14
days) for the quaified independent contractor to conclude the
reconsideration. The individual may request such additional time orally or in
writing.

(D) Qualificationsfor reviewers

The requirements of subsection (g) of this section shall be met (relating to
gualifications of reviewing professionals).

(E) Explanation of decision

Any decision with respect to a reconsideration of a qualified independent
contractor shall be in writing, be written in a manner caculated to be
understood by the individual entitled to benefits under part A of this subchapter
or enrolled under part B of this subchapter, or both, and shall include (to the
extent appropriate) and shall include® a detailed explanation of the decision as
well as a discussion of the pertinent facts and applicable regulations applied in
making such decision, and® a notification of the right to appeal such
determination and instructions on how to initiate such appeal under this section®
and® in the case of a determination of whether an item or service is reasonable
and necessary for the diagnosis or treatment of illness or injury (under section
1395y(a)(1)(A) of this title)> an explanation of the medica and scientific
rationale for the decision.

(F) Notice requirements

Whenever a qualified independent contractor makes a decision with respect
to a reconsideration under this subsection, the qualified independent contractor

1 Soin original.
2Soinorigina. Theword ‘*and’’ probably should not appear.
*Soin original. A comma probably should appear.
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shall promptly notify the entity responsible for the payment of claims under part
A of this subchapter or part B of this subchapter of such decision.

(G) Dissemination of decisions on reconsider ations

Each qualified independent contractor shall make available al decisions with
respect to reconsiderations of such qualified independent contractors to fiscal
intermediaries (under section 1395h of this title), carriers (under section 1395u
of thistitle), quality improvement organizations (under part B of subchapter XI
of this chapter), Medicare+Choice organizations offering Medicare+Choice
plans under part C of this subchapter, other entities under contract with the
Secretary to make initial determinations under part A of this subchapter or part
B of this subchapter or subchapter XI of this chapter, and to the public. The
Secretary shall establish a methodology under which qualified independent
contractors shall carry out this subparagraph.

(H) Ensuring consistency in decisions

Each qualified independent contractor shall monitor its decisions with respect
to reconsiderations to ensure the consistency of such decisions with respect to
requests for reconsideration of similar or related matters.

(1) Data collection
(i) In general

Consistent with the requirements of clause (ii), a qualified independent
contractor shall collect such information relevant to its functions, and keep
and maintain such records in such form and manner as the Secretary may
require to carry out the purposes of this section and shall permit access to
and use of any such information and records as the Secretary may require for
such purposes.

(i1) Type of data collected
Each qualified independent contractor shall keep accurate records of
each decision made, consistent with standards established by the Secretary

for such purpose. Such records shall be maintained in an electronic database
in amanner that provides for identification of the following:
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() Specific clams that give rise to appeals.

(I1) Situations suggesting the need for increased education for
providers of services, physicians, or suppliers.

(111) Situations suggesting the need for changes in national or local
coverage determination.

(V) Situations suggesting the need for changes in local coverage
determinations.

(iii) Annual reporting
Each qualified independent contractor shall submit annually to the
Secretary (or otherwise as the Secretary may request) records maintained
under this paragraph for the previous year.
(J) Hearings by the Secretary
The qualified independent contractor shall (i) submit such information as is
required for an appeal of a decision of the contractor, and (ii) participate in such
hearings as required by the Secretary.
(K) Independence requirements

(i) In general

Subject to clause (ii), a qualified independent contractor shall not
conduct any activitiesin a case unless the entity—

(I) is not a related party (as defined in subsection (g)(5) of this
section);

(I1) does not have a materia familial, financial, or professional
relationship with such a party in relation to such case; and

(111) does not otherwise have a conflict of interest with such a party.

(i1) Exception for reasonable compensation
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Nothing in clause (i) shall be construed to prohibit receipt by a qualified
independent contractor of compensation from the Secretary for the conduct
of activities under this section if the compensation is provided consistent
with clause (iii).

(iii) Limitations on entity compensation

Compensation provided by the Secretary to a qualified independent
contractor in connection with reviews under this section shall not be
contingent on any decision rendered by the contractor or by any reviewing
professional.

(4) Number of qualified independent contractors

The Secretary shall enter into contracts with a sufficient number of qualified
independent contractors (but not fewer than 4 such contractors) to conduct
reconsiderations consistent with the timeframes applicable under this subsection.

(5) Limitation on qualified independent contractor liability

No qualified independent contractor having a contract with the Secretary under
this subsection and no person who is employed by, or who has a fiduciary
relationship with, any such qualified independent contractor or who furnishes
professional services to such qualified independent contractor, shall be held by
reason of the performance of any duty, function, or activity required or
authorized pursuant to this subsection or to a valid contract entered into under
this subsection, to have violated any crimina law, or to be civilly liable under
any law of the United States or of any State (or political subdivision thereof)
provided due care was exercised in the performance of such duty, function, or
activity.

(d) Deadlinesfor hearings by the Secretary; notice
(1) Hearing by administrative law judge
(A) In general
Except as provided in subparagraph (B), an administrative law judge shall

conduct and conclude a hearing on a decision of a qualified independent
contractor under subsection (c) of this section and render a decision on such
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hearing by not later than the end of the 90-day period beginning on the date a
request for hearing has been timely filed.

(B) Waiver of deadline by party seeking hearing

The 90-day period under subparagraph (A) shall not apply in the case of a
motion or stipulation by the party requesting the hearing to waive such period.

(2) Departmental Appeals Board review
(A) In general

The Departmental Appeals Board of the Department of Health and Human
Services shall conduct and conclude a review of the decision on a hearing
described in paragraph (1) and make a decision or remand the case to the
administrative law judge for reconsideration by not later than the end of the 90-
day period beginning on the date a request for review has been timely filed.

(B) DAB hearing procedure

In reviewing a decision on a hearing under this paragraph, the Departmental
Appeals Board shall review the case de novo.

(3) Consequences of failureto meet deadlines
(A) Hearing by administrative law judge

In the case of afailure by an administrative law judge to render a decision by
the end of the period described in paragraph (1), the party requesting the
hearing may request a review by the Departmental Appeals Board of the
Department of Health and Human Services, notwithstanding any requirements
for ahearing for purposes of the party’ sright to such areview.

(B) Departmental Appeals Board review

In the case of a failure by the Departmental Appeals Board to render a
decision by the end of the period described in paragraph (2), the party
requesting the hearing may seek judicial review, notwithstanding any
requirements for a hearing for purposes of the party’s right to such judicial
review.,
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(4) Notice

Notice of the decision of an administrative law judge shall be in writing in a
manner calculated to be understood by the individual entitled to benefits under
part A of this subchapter or enrolled under part B of this subchapter, or both, and
shall include—

(A) the specific reasons for the determination (including, to the extent
appropriate, a summary of the clinical or scientific evidence used in making
the determination);

(B) the procedures for obtaining additional information concerning the
decision; and

(C) notification of the right to appeal the decision and instructions on how
to initiate such an appeal under this section.

(e) Administrative provisions
(1) Limitation on review of certain regulations

A regulation or instruction that relates to a method for determining the amount
of payment under part B of this subchapter and that was initially issued before
January 1, 1981, shall not be subject to judicial review.

(2) Outreach

The Secretary shall perform such outreach activities as are necessary to inform
individuals entitled to benefits under this subchapter and providers of services
and suppliers with respect to their rights of, and the process for, appeals made
under this section. The Secretary shall use the toll-free telephone number
maintained by the Secretary under section 1395b—2(b) of this title to provide
information regarding appeal rights and respond to inquiries regarding the status
of appeals.

(3) Continuing education requirement for qualified independent contractors
and administrative law judges

The Secretary shall provide to each qualified independent contractor, and, in
consultation with the Commissioner of Social Security, to administrative law
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judges that decide appeals of reconsiderations of initial determinations or other
decisions or determinations under this section, such continuing education with
respect to coverage of items and services under this subchapter or policies of the
Secretary with respect to part B of subchapter XI of this chapter as is necessary
for such qualified independent contractors and administrative law judges to make
informed decisions with respect to appeals.

(4) Reports
(A) Annual report to Congress

The Secretary shall submit to Congress an annual report describing the
number of appeals for the previous year, identifying issues that require
administrative or legislative actions, and including any recommendations of the
Secretary with respect to such actions. The Secretary shall include in such
report an analysis of determinations by qualified independent contractors with
respect to inconsistent decisions and an analysis of the causes of any such
Inconsistencies.

(B) Survey

Not less frequently than every 5 years, the Secretary shall conduct a survey
of a valid sample of individuals entitled to benefits under this subchapter who
have filed appeals of determinations under this section, providers of services,
and suppliers to determine the satisfaction of such individuals or entities with
the process for appeals of determinations provided for under this section and
education and training provided by the Secretary with respect to that process.
The Secretary shall submit to Congress a report describing the results of the
survey, and shall include any recommendations for administrative or legisative
actions that the Secretary determines appropriate.

(f) Review of coverage deter minations
(1) National coverage deter minations
(A) In general

Review of any national coverage determination shall be subject to the
following limitations:
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(i) Such a determination shall not be reviewed by any administrative law
judge.

(if) Such a determination shall not be held unlawful or set aside on the
ground that a requirement of section 553 of title 5 or section 1395hh(b) of
this title, relating to publication in the Federal Register or opportunity for
public comment, was not satisfied.

(ili) Upon the filing of a complaint by an aggrieved party, such a
determination shall be reviewed by the Departmental Appeals Board of the
Department of Health and Human Services. In conducting such areview, the
Departmental Appeals Board—

(I) shall review the record and shall permit discovery and the taking of
evidence to evaluate the reasonableness of the determination, if the Board
determines that the record is incomplete or lacks adequate information to
support the validity of the determination;

(I1) may, as appropriate, consult with appropriate scientific and
clinical experts; and

(111) shall defer only to the reasonable findings of fact, reasonable
interpretations of law, and reasonable applications of fact to law by the
Secretary.

(iv) The Secretary shal implement a decision of the Departmental
Appeals Board within 30 days of receipt of such decision.

(v) A decision of the Departmental Appeals Board constitutes a final
agency action and is subject to judicial review.

(B) Definition of national cover age deter mination

For purposes of this section, the term ‘‘national coverage determination’’
means a determination by the Secretary with respect to whether or not a
particular item or service is covered nationally under this subchapter, but does
not include a determination of what code, if any, is assigned to a particular item
or service covered under this subchapter or a determination with respect to the
amount of payment made for a particular item or service so covered.
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(2) Local coverage determination
(A) In general

Review of any local coverage determination shall be subject to the
following limitations:

(i) Upon the filing of a complaint by an aggrieved party, such a
determination shall be reviewed by an administrative law judge. The
administrative law judge—

() shall review the record and shall permit discovery and the taking of
evidence to evaluate the reasonableness of the determination, if the
administrative law judge determines that the record isincomplete or lacks
adequate information to support the validity of the determination;

(I1) may, as appropriate, consult with appropriate scientific and
clinical experts; and

(111) shall defer only to the reasonable findings of fact, reasonable
interpretations of law, and reasonable applications of fact to law by the
Secretary.

(i1) Upon the filing of a complaint by an aggrieved party, a decision of an
administrative law judge under clause (i) shall be reviewed by the
Departmental Appeals Board of the Department of Health and Human
Services.

(iii) The Secretary shall implement a decision of the administrative law
judge or the Departmental Appeals Board within 30 days of receipt of such
decision.

(iv) A decision of the Departmental Appeals Board constitutes a final
agency action and is subject to judicial review.

(B) Definition of local cover age deter mination

For purposes of this section, the term ‘‘local coverage determination’’
means a determination by afiscal intermediary or a
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carrier under part A of this subchapter or part B of this subchapter, as applicable,
respecting whether or not a particular item or service is covered on an
intermediary- or carrier-wide basis under such parts, in accordance with section
1395y(a)(1)(A) of thistitle.

(C) Local coverage deter minationsfor clinical diagnostic laboratory tests

For provisions relating to local coverage determinations for clinical
diagnostic laboratory tests, see section 1395m-1(g) of thistitle.

(3) No material issues of fact in dispute

In the case of a determination that may otherwise be subject to review under
paragraph (1)(A)(iii) or paragraph (2)(A)(i), where the moving party alleges
that—

(A) there are no material issues of fact in dispute, and

(B) the only issue of law is the constitutionality of a provision of this
subchapter, or that a regulation, determination, or ruling by the Secretary is
invalid, the moving party may seek review by a court of competent
jurisdiction without filing a complaint under such paragraph and without
otherwise exhausting other administrative remedies.

(4) Pending national cover age deter minations
(A) In general

In the event the Secretary has not issued a national coverage or
noncoverage determination with respect to a particular type or class of items or
services, an aggrieved person (as described in paragraph (5)) may submit to the
Secretary a request to make such a determination with respect to such items or
services. By not later than the end of the 90-day period beginning on the date
the Secretary receives such a request (notwithstanding the receipt by the
Secretary of new evidence (if any) during such 90-day period), the Secretary
shall take one of the following actions:

(1) Issue anational coverage determination, with or without limitations.

(i) Issue a national noncoverage determination.
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(iii) Issue a determination that no national coverage or noncoverage
determination is appropriate as of the end of such 90-day period with
respect to national coverage of such items or services.

(iv) Issue a notice that states that the Secretary has not completed a
review of the request for a national coverage determination and that
includes an identification of the remaining steps in the Secretary’s review
process and a deadline by which the Secretary will complete the review and
take an action described in clause (i), (ii), or (iii).

(B) Deemed action by the Secretary

In the case of an action described in subparagraph (A)(iv), if the Secretary
fails to take an action referred to in such clause by the deadline specified by the
Secretary under such clause, then the Secretary is deemed to have taken an
action described in subparagraph (A)(iii) as of the deadline.

(C) Explanation of deter mination

When issuing a determination under subparagraph (A), the Secretary shall
include an explanation of the basis for the determination. An action taken under
subparagraph (A) (other than clause (iv)) is deemed to be a national coverage
determination for purposes of review under paragraph (1)(A).

(5) Standing

An action under this subsection seeking review of a national coverage
determination or local coverage determination may be initiated only by
individuals entitled to benefits under part A of this subchapter, or enrolled under
part B of this subchapter, or both, who are in need of the items or services that
are the subject of the coverage determination.

(6) Publication on the Internet of decisions of hearings of the Secretary
Each decision of a hearing by the Secretary with respect to a nationa

coverage determination shall be made public, and the Secretary shall publish each
decision on the Medicare” Internet site of the Department of Health and Human

*Soin original. Probably should not be capitalized.
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Services. The Secretary shall remove from such decision any information that
would identify any individual, provider of services, or supplier.

(7) Annual report on national cover age determinations
(A) In general

Not later than December 1 of each year, beginning in 2001, the Secretary
shall submit to Congress a report that sets forth a detailed compilation of the
actual time periods that were necessary to complete and fully implement
national coverage determinations that were made in the previous fiscal year for
items, services, or medical devices not previously covered as a benefit under
this subchapter, including, with respect to each new item, service, or medical
device, a statement of the time taken by the Secretary to make and implement
the necessary coverage, coding, and payment determinations, including the time
taken to complete each significant step in the process of making and
implementing such determinations.

(B) Publication of reportson the Internet

The Secretary shall publish each report submitted under clause (i) on the
medicare Internet site of the Department of Health and Human Services.

(8) Construction
Nothing in this subsection shall be construed as permitting administrative or
judicial review pursuant to this section insofar as such review is explicitly
prohibited or restricted under another provision of law.
(g) Qualifications of reviewers

(1) In general

In reviewing determinations under this section, a qualified independent
contractor shall assure that—

(A) each individual conducting a review shall meet the qualifications of
paragraph (2);
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(B) compensation provided by the contractor to each such reviewer is
consistent with paragraph (3); and

(C) in the case of areview by a panel described in subsection (c)(3)(B) of
this section composed of physicians or other health care professionals (each in
this subsection referred to as a ‘‘reviewing professiona’), a reviewing
professional meets the qualifications described in paragraph (4) and, where a
clam is regarding the furnishing of treatment by a physician (allopathic or
osteopathic) or the provision of items or services by a physician (alopathic or
osteopathic), a reviewing professiona shall be a physician (allopathic or
osteopathic).

(2) Independence
(A) In general

Subject to subparagraph (B), each individual conducting a review in a
case shall—

(i) not be arelated party (as defined in paragraph (5));

(i) not have a material familial, financial, or professional
relationship with such a party in the case under review; and

(iii) not otherwise have a conflict of interest with such a party.
(B) Exception
Nothing in subparagraph (A) shall be construed to—
(i) prohibit an individual, solely on the basis of a participation
agreement with a fiscal intermediary, carrier, or other contractor, from

serving as areviewing professional if—

(I) the individua is not involved in the provision of items or
servicesin the case under review;

(I1) the fact of such an agreement is disclosed to the Secretary
and the individual entitled to benefits under part A of this subchapter
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or enrolled under part B of this subchapter, or both, or such
individual’ s authorized representative, and neither party objects; and

(111) the individua is not an employee of the intermediary,
carrier, or contractor and does not provide services exclusively or
primarily to or on behalf of such intermediary, carrier, or contractor;

(if) prohibit an individual who has staff privileges at the institution
where the treatment involved takes place from serving as a reviewer
merely on the basis of having such staff privileges if the existence of
such privileges is disclosed to the Secretary and such individual (or
authorized representative), and neither party objects; or

(iii) prohibit receipt of compensation by a reviewing professional
from a contractor if the compensation is provided consistent with
paragraph (3).

For purposes of this paragraph, the term ** participation agreement’’ means an
agreement relating to the provision of health care services by the individual
and does not include the provision of services as a reviewer under this
subsection.

(3) Limitations on reviewer compensation

Compensation provided by a qualified independent contractor to areviewer in
connection with a review under this section shall not be contingent on the
decision rendered by the reviewer.
(4) Licensure and expertise

Each reviewing professional shall be—

(A) a physician (allopathic or osteopathic) who is appropriately
credentialed or licensed in one or more States to deliver health care services
and has medical expertise in the field of practice that is appropriate for the
items or services at issue; or

(B) a health care professional who is legally authorized in one or more

States (in accordance with State law or the State regulatory mechanism
provided by State law) to furnish the health care items or services at issue and
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has medical expertise in the field of practice that is appropriate for such items
Or services.

(5) Related party defined

For purposes of this section, the term ‘‘related party’’ means, with respect to a
case under this subchapter involving a specific individual entitled to benefits
under part A of this subchapter or enrolled under part B of this subchapter, or
both, any of the following:

(A) The Secretary, the medicare administrative contractor involved, or any
fiduciary, officer, director, or employee of the Department of Health and
Human Services, or of such contractor.

(B) The individual (or authorized representative). (C) The health care
professional that provides the items or services involved in the case.

(D) Theinstitution at which the items or services (or treatment) involved in
the case are provided.

(E) The manufacturer of any drug or other item that isincluded in the items
or servicesinvolved in the case.

(F) Any other party determined under any regulations to have a substantial
interest in the case involved.

(h) Prior determination processfor certain items and services
(1) Establishment of process

(A) In general

With respect to a medicare administrative contractor that has a contract
under section 1395kk—1 of this title that provides for making payments under
this subchapter with respect to physicians services (as defined in section
1395w—4(j)(3) of this title), the Secretary shall establish a prior determination
process that meets the requirements of this subsection and that shall be applied
by such contractor in the case of eligible requesters.

(B) Eligible requester
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For purposes of this subsection, each of the following shall be an €ligible
requester:

(i) A participating physician, but only with respect to physicians' services
to be furnished to an individua who is entitled to benefits under this
subchapter and who has consented to the physician making the request
under this subsection for those physicians' services.

(i1) Anindividual entitled to benefits under this subchapter, but only with
respect to a physicians' service for which the individual receives, from a
physician, an advance beneficiary notice under section 1395pp(a) of this
title.

(2) Secretarial flexibility

The Secretary shall establish by regulation reasonable limits on the
physicians services for which a prior determination of coverage may be
requested under this subsection. In establishing such limits, the Secretary may
consider the dollar amount involved with respect to the physicians’ service,
administrative costs and burdens, and other relevant factors.

(3) Request for prior determination
(A) In general

Subject to paragraph (2), under the process established under this
subsection an eligible requester may submit to the contractor a request for a
determination, before the furnishing of a physicians service, as to whether the
physicians service is covered under this subchapter consistent with the
applicable requirements of section 1395y(a)(1)(A) of this title (relating to
medical necessity).

(B) Accompanying documentation
The Secretary may require that the request be accompanied by a description
of the physicians’ service, supporting documentation relating to the medical

necessity for the physicians' service, and any other appropriate documentation.
In the case of a request submitted by an eligible requester who is described in
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paragraph (1)(B)(ii), the Secretary may require that the request also be
accompanied by a copy of the advance beneficiary notice involved.

(4) Responseto request
(A) In general

Under such process, the contractor shall provide the eligible requester with
written notice of a determination as to whether—

(i) the physicians' serviceis so covered;
(ii) the physicians' serviceis not so covered; or

(iii) the contractor lacks sufficient information to make a coverage
determination with respect to the physicians' service.

(B) Contents of noticefor certain determinations
(i) Noncoverage
If the contractor makes the determination described in subparagraph
(A)(ii), the contractor shall include in the notice a brief explanation of the
basis for the determination, including on what national or local coverage
or noncoverage determination (if any) the determination is based, and a
description of any applicable rights under subsection (a) of this section.
(i) Insufficient information
If the contractor makes the determination described in subparagraph
(A)(iii), the contractor shall include in the notice a description of the
additional information required to make the coverage determination.
(C) Deadlineto respond
Such notice shall be provided within the same time period as the time
period applicable to the contractor providing notice of initial determinations on
aclam for benefits under subsection (a)(2)(A) of this section.

(D) Informing beneficiary in case of physician request
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In the case of a request by a participating physician under paragraph
(1)(B)(i), the process shall provide that the individual to whom the physicians
service is proposed to be furnished shall be informed of any determination
described in subparagraph (A)(ii) (relating to a determination of non-coverage)
and the right (referred to in paragraph (6)(B)) to obtain the physicians' service
and have a claim submitted for the physicians' service.

(5) Binding nature of positive deter mination

If the contractor makes the determination described in paragraph (4)(A)(i),
such determination shall be binding on the contractor in the absence of fraud or
evidence of misrepresentation of facts presented to the contractor.

(6) Limitation on further review
(A) In general

Contractor determinations described in paragraph (4)(A)(ii) or (4)(A)(iii)
(relating to pre-service claims) are not subject to further administrative appeal
or judicial review under this section or otherwise.

(B) Decision not to seek prior determination or negative determination
does not impact right to obtain services, seek reimbur sement, or appeal
rights

Nothing in this subsection shall be construed as affecting the right of an
individual who—

(i) decides not to seek a prior determination under this subsection with
respect to physicians' services; or

(i1) seeks such a determination and has received a determination described
in paragraph (4)(A)(ii), from receiving (and submitting a claim for) such
physicians' services and from obtaining administrative or judicial review
respecting such clam under the other applicable provisions of this section.
Failure to seek a prior determination under this subsection with respect to
physicians service shall not be taken into account in such administrative or
judicial review.

ADD37



USCA Case #17-5018 Document #1667579 Filed: 03/23/2017  Page 40 of 76

(C) No prior determination after receipt of services

Once an individual is provided physicians services, there shall be no prior
determination under this subsection with respect to such physicians' services.

(i) Mediation process for local coverage deter minations
(1) Establishment of process

The Secretary shall establish a mediation process under this subsection
through the use of a physician trained in mediation and employed by the
Centers for Medicare & Medicaid Services.

(2) Responsibility of mediator

Under the process established in paragraph (1), such a mediator shall
mediate in disputes between groups representing providers of services,
suppliers (as defined in section 1395x(d) of this title), and the medical director
for a medicare administrative contractor whenever the regional administrator
(as defined by the Secretary) involved determines that there was a systematic
pattern and a large volume of complaints from such groups regarding decisions
of such director or there is a complaint from the co-chair of the advisory
committee for that contractor to such regional administrator regarding such
dispute.
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42 U.S.C. § 1395ww(d)(5)(D). Inpatient hospital service payments on basis of
prospectiverates, Medicare Geographical Classification Review Board

* % %

(ii1) For purposes of this subchapter, the term ‘‘sole community hospital’
means any hospital—

(I) that the Secretary determines is located more than 35 road miles
from another hospital,

(I1) that, by reason of factors such as the time required for an individual
to travel to the nearest alternative source of appropriate inpatient care (in
accordance with standards promulgated by the Secretary), location, weather
conditions, travel conditions, or absence of other like hospitals (as
determined by the Secretary), is the sole source of inpatient hospital
services reasonably available to individuals in a geographic area who are
entitled to benefits under part A of this subchapter, or

(1) that islocated in arural area and designated by the Secretary as an

essential access community hospital under section 1395i—4(i)(1) of thistitle
asin effect on September 30, 1997.
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42 U.S.C. §1395ddd. Medicare Integrity Program

(a) Establishment of Program

There is hereby established the Medicare Integrity Program (in this section
referred to as the ‘“*Program’’) under which the Secretary shall promote the
integrity of the medicare program by entering into contracts in accordance with
this section with eligible entities, or otherwise, to carry out the activities described
in subsection (b) of this section.

(b) Activitiesdescribed
The activities described in this subsection are as follows;

(1) Review of activities of providers of services or other individuals and
entities furnishing items and services for which payment may be made under this
subchapter (including skilled nursing facilities and home health agencies),
including medical and utilization review and fraud review (employing similar
standards, processes, and technologies used by private health plans, including
equipment and software technologies which surpass the capability of the
equipment and technologies used in the review of claims under this subchapter as
of August 21, 1996).

(2) Audit of cost reports.
(3) Determinations as to whether payment should not be, or should not have
been, made under this subchapter by reason of section 1395y(b) of this title, and

recovery of payments that should not have been made.

(4) Education of providers of services, beneficiaries, and other persons with
respect to payment integrity and benefit quality assurance issues.

(5) Developing (and periodically updating) alist of items of durable medical

eguipment in accordance with section 1395m(a)(15) of this title which are subject
to prior authorization under such section.
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(6) The Medicare-Medicaid Data Match Program in accordance with
subsection (g).

(c) Eligibility of entities

An entity is eligible to enter into a contract under the Program to carry out any of
the activities described in subsection (b) of this section if—

(1) the entity has demonstrated capability to carry out such activities;

(2) in carrying out such activities, the entity agrees to cooperate with the
Inspector Genera of the Department of Health and Human Services, the Attorney
General, and other law enforcement agencies, as appropriate, in the investigation
and deterrence of fraud and abuse in relation to this subchapter and in other cases
arising out of such activities;

(3) the entity complies with such conflict of interest standards as are generaly
applicable to Federal acquisition and procurement;

(4) the entity agrees to provide the Secretary and the Inspector General of the
Department of Health and Human Services with such performance statistics
(including the number and amount of overpayments recovered, the number of
fraud referrals, and the return on investment of such activities by the entity) as
the Secretary or the Inspector General may request; and

(5) the entity meets such other requirements as the Secretary may impose.
In the case of the activity described in subsection (b)(5) of this section, an entity
shall be deemed to be €eligible to enter into a contract under the Program to carry
out the activity if the entity is a carrier with a contract in effect under section

1395u of thistitle.

(d) Processfor enteringinto contracts
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The Secretary shall enter into contracts under the Program in accordance with
such procedures as the Secretary shall by regulation establish, except that such
procedures shall include the following:

(1) Procedures for identifying, evaluating, and resolving organizational
conflicts of interest that are generally applicable to Federal acquisition and
procurement.

(2) Competitive procedures to be used—
(A) when entering into new contracts under this section;

(B) when entering into contracts that may result in the elimination of
responsibilities of an individual fiscal intermediary or carrier under section
202(b) of the Health Insurance Portability and Accountability Act of 1996;
and

(C) at any other time considered appropriate by the Secretary, except that
the Secretary may continue to contract with entities that are carrying out the
activities described in this section pursuant to agreements under section 1395h
of thistitle or contracts under section 1395u of this title in effect on August
21, 1996.

(3) Procedures under which a contract under this section may be renewed
without regard to any provision of law requiring competition if the contractor has
met or exceeded the performance requirements established in the current
contract.

The Secretary may enter into such contracts without regard to fina rules having
been promul gated.

(e) Limitation on contractor liability
The Secretary shall by regulation provide for the limitation of a contractor’s

liability for actions taken to carry out a contract under the Program, and such
regulation shall, to the extent the Secretary finds appropriate, employ the same or
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comparable standards and other substantive and procedural provisions as are
contained in section 1320c—6 of thistitle.

(f) Recovery of over payments
(1) Use of repayment plans
(A) In general

If the repayment, within 30 days by a provider of services or supplier,
of an overpayment under this subchapter would constitute a hardship (as
described in subparagraph (B)), subject to subparagraph (C), upon request
of the provider of services or supplier the Secretary shall enter into a plan
with the provider of services or supplier for the repayment (through offset
or otherwise) of such overpayment over a period of at least 6 months but
not longer than 3 years (or not longer than 5 years in the case of extreme
hardship, as determined by the Secretary). Interest shall accrue on the
balance through the period of repayment. Such plan shall meet terms and
conditions determined to be appropriate by the Secretary.

(B) Hardship
(i) In general

For purposes of subparagraph (A), the repayment of an
overpayment (or overpayments) within 30 days is deemed to
constitute a hardship if—

(1) in the case of a provider of services that files cost reports,
the aggregate amount of the overpayments exceeds 10 percent of
the amount paid under this subchapter to the provider of services
for the cost reporting period covered by the most recently
submitted cost report; or

(I1) in the case of another provider of services or supplier, the
aggregate amount of the overpayments exceeds 10 percent of the
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amount paid under this subchapter to the provider of services or
supplier for the previous calendar year.

(ii) Rule of application

The Secretary shall establish rules for the application of this
subparagraph in the case of a provider of services or supplier that
was not paid under this subchapter during the previous year or was
paid under this subchapter only during a portion of that year.

(iii) Treatment of previous over payments

If a provider of services or supplier has entered into a repayment
plan under subparagraph (A) with respect to a specific overpayment
amount, such payment amount under the repayment plan shall not be
taken into account under clause (i) with respect to subsequent
overpayment amounts.

(C) Exceptions
Subparagraph (A) shall not apply if—
(i) the Secretary has reason to suspect that the provider of services
or supplier may file for bankruptcy or otherwise cease to do business

or discontinue participation in the program under this subchapter; or

(i) thereis an indication of fraud or abuse committed against the
program.

(D) Immediate collection if violation of repayment plan
If a provider of services or supplier fails to make a payment in
accordance with a repayment plan under this paragraph, the Secretary may

immediately seek to offset or otherwise recover the total balance
outstanding (including applicable interest) under the repayment plan.
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(E) Relation to no fault provision

Nothing in this paragraph shall be construed as affecting the
application of section 1395gg(c) of this title (relating to no adjustment in
the cases of certain overpayments).

(2) Limitation on recoupment
(A) In general

In the case of a provider of services or supplier that is determined to
have recelved an overpayment under this subchapter and that seeks a
reconsideration by a qualified independent contractor on such
determination under section 1395ff(b)(1) of this title, the Secretary may
not take any action (or authorize any other person, including any medicare
contractor, as defined in subparagraph (C)) to recoup the overpayment
until the date the decision on the reconsideration has been rendered. If the
provisions of section 1395ff(b)(1) of this title (providing for such a
reconsideration by a qualified independent contractor) are not in effect, in
applying the previous sentence any reference to such a reconsideration
shall be treated as a reference to a redetermination by the fiscal
intermediary or carrier involved.

(B) Collection with interest

Insofar as the determination on such appeal is against the provider of
services or supplier, interest on the overpayment shall accrue on and after
the date of the origina notice of overpayment. Insofar as such
determination against the provider of services or supplier is later reversed,
the Secretary shall provide for repayment of the amount recouped plus
interest at the same rate as would apply under the previous sentence for the
period in which the amount was recouped.

(C) Medicare contractor defined
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For purposes of this subsection, the term ** medicare contractor’’ has
the meaning given such term in section 1395zz(g) of thistitle.

(3) Limitation on use of extrapolation

A medicare contractor may not use extrapolation to determine
overpayment amounts to be recovered by recoupment, offset, or otherwise
unless the Secretary determines that—

(A) thereisasustained or high level of payment error; or

(B) documented educationa intervention has failled to correct the
payment error.

There shal be no administrative or judicial review under section 1395ff of this
title, section 139500 of this title, or otherwise, of determinations by the Secretary
of sustained or high levels of payment errors under this paragraph.
(4) Provision of supporting documentation
In the case of a provider of services or supplier with respect to which
amounts were previously overpaid, a medicare contractor may request the
periodic production of records or supporting documentation for a limited
sample of submitted claims to ensure that the previous practice is not
continuing.
(5) Consent settlement reforms

(A) In general

The Secretary may use a consent settlement (as defined in
subparagraph (D)) to settle a projected overpayment.

(B) Opportunity to submit additional information before consent
settlement offer
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Before offering a provider of services or supplier a consent
settlement, the Secretary shall—

(i) communicate to the provider of services or supplier—

(1) that, based on a review of the medical records requested by
the Secretary, a preliminary evaluation of those records indicates
that there would be an overpayment;

(11) the nature of the problemsidentified in such evaluation; and

(111) the steps that the provider of services or supplier should
take to address the problems; and

(ii) provide for a 45-day period during which the provider of
services or supplier may furnish additional information concerning the
medical records for the claims that had been reviewed.

(C) Consent settlement offer
The Secretary shall review any additional information furnished by the
provider of services or supplier under subparagraph (B)(ii). Taking into
consideration such information, the Secretary shall determine if there still
appears to be an overpayment. If so, the Secretary—
(i) shall provide notice of such determination to the provider of
services or supplier, including an explanation of the reason for such

determination; and

(i) in order to resolve the overpayment, may offer the provider of
services or supplier—

(1) the opportunity for a statistically valid random sample; or
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(I1) a consent settlement. The opportunity provided under
clause (ii)(l) does not waive any appeal rights with respect to the
alleged overpayment involved.

(D) Consent settlement defined

For purposes of this paragraph, the term ‘‘consent settlement’’
means an agreement between the Secretary and a provider of services or
supplier whereby both parties agree to settle a projected overpayment
based on less than a statistically valid sample of claims and the provider of
services or supplier agrees not to appeal the claimsinvolved.

(6) Notice of over-utilization of codes

The Secretary shal establish, in consultation with organizations
representing the classes of providers of services and suppliers, a process under
which the Secretary provides for notice to classes of providers of services and
suppliers served by the contractor in cases in which the contractor has
identified that particular billing codes may be overutilized by that class of
providers of services or suppliers under the programs under this subchapter
(or provisions of subchapter X1 of this chapter insofar as they relate to such
programs).

(7) Payment audits
(A) Written notice for post-payment audits
Subject to subparagraph (C), if a medicare contractor decides to
conduct a post-payment audit of a provider of services or supplier under
this subchapter, the contractor shall provide the provider of services or
supplier with written notice (which may be in electronic form) of the intent

to conduct such an audit.

(B) Explanation of findingsfor all audits
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Subject to subparagraph (C), if a medicare contractor audits a provider
of services or supplier under this subchapter, the contractor shall—

(i) give the provider of services or supplier a full review and
explanation of the findings of the audit in a manner that is
understandable to the provider of services or supplier and permits
the development of an appropriate corrective action plan;

(ii) inform the provider of services or supplier of the appeal
rights under this subchapter as well as consent settlement options
(which are at the discretion of the Secretary);

(iii) give the provider of services or supplier an opportunity
to provide additional information to the contractor; and

(iv) take into account information provided, on a timely
basis, by the provider of services or supplier under clause (iii).

(C) Exception
Subparagraphs (A) and (B) shall not apply if the provision of notice or
findings would compromise pending law enforcement activities, whether
civil or criminal, or reveal findings of law enforcement-related audits.
(8) Standard methodology for probe sampling
The Secretary shal establish a standard methodology for medicare
contractors to use in selecting a sample of claims for review in the case of an
abnormal billing pattern.
(g) Medicare-Medicaid Data Match Program

(1) Expansion of Program

(A) In general

ADDA49



USCA Case #17-5018 Document #1667579 Filed: 03/23/2017 Page 52 of 76

The Secretary shall enter into contracts with eligible entities or
otherwise for the purpose of ensuring that, beginning with 2006, the
Medicare-Medicaid Data Match Program (commonly referred to as the
““Medi-Medi Program’’) is conducted with respect to the program
established under this subchapter and State Medicaid programs under
subchapter X1X for the purpose of—

(i) identifying program vulnerabilities in the program
established under this subchapter and the Medicaid program
established under subchapter X1X through the use of computer
algorithms to review claims data to look for payment anomalies
(including billing or hilling patterns identified with respect to
provider, service, time, or patient that appear to be suspect or
otherwise implausible);

(i) working with States, the Attorney General, and the
Inspector General of the Department of Health and Human
Services to coordinate appropriate actions to investigate and
recover amounts with respect to suspect claims to protect the
Federa and State share of expenditures under the Medicaid
program under subchapter X1X, as well as the program established
under this subchapter;

(iii) increasing the effectiveness and efficiency of both such
programs through cost avoidance, savings, and recoupments of
fraudulent, wasteful, or abusive expenditures; and

(iv) furthering the Secretary’s design, development,
installation, or enhancement of an automated data system
architecture—

(I) to collect, integrate, and assess data for purposes of

program integrity, program oversight, and administration,
including the Medi-Medi Program; and

ADD50



USCA Case #17-5018 Document #1667579 Filed: 03/23/2017  Page 53 of 76

(I1) that improves the coordination of requests for data
from States.

(B) Reporting requirements

The Secretary shall make available in atimely manner any data and
statistical information collected by the Medi-Medi Program to the
Attorney General, the Director of the Federal Bureau of Investigation,
the Inspector General of the Department of Health and Human Services,
and the States (including a Medicaid fraud and abuse control unit
described in section 1396b(q) of this title). Such information shall be
disseminated no less frequently than quarterly.

(2) Limited waiver authority

The Secretary shall waive only such requirements of this section and of
subchapters X1 and XIX as are necessary to carry out paragraph (1).

(3) Incentivesfor States

The Secretary shall study and, as appropriate, may specify incentives for
States to work with the Secretary for the purposes described in paragraph
(D (A)(ii). The application of the previous sentence may include use of the
waiver authority described in paragraph (2).

(h) Use of recovery audit contractors
(1) In general
Under the Program, the Secretary shall enter into contracts with recovery
audit contractors in accordance with this subsection for the purpose of
identifying underpayments and overpayments and recouping overpayments

under this subchapter with respect to all services for which payment is made
under this subchapter. Under the contracts—
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(A) payment shall be made to such a contractor only from amounts
recovered;

(B) from such amounts recovered, payment—

(i) shall be made on a contingent basis for collecting overpayments,
and

(i) may be made in such amounts as the Secretary may specify for
identifying underpayments; and

(C) the Secretary shall retain a portion of the amounts recovered which
shall be available to the program management account of the Centers for
Medicare & Medicaid Services for purposes of activities conducted under
the recovery audit program under this subsection.

(2) Disposition of remaining recoveries

The amounts recovered under such contracts that are not paid to the
contractor under paragraph (1) or retained by the Secretary under paragraph
(D)(C) or paragraph (10) shall be applied to reduce expenditures under this
subchapter.

(3) Nationwide coverage

The Secretary shall enter into contracts under paragraph (1) in a manner so
as to provide for activities in all States under such a contract by not later than
January 1, 2010 (not later than December 31, 2010, in the case of contracts
relating to payments made under part C or D).
(4) Audit and recovery periods

Each such contract shall provide that audit and recovery activities may be

conducted during a fiscal year with respect to payments made under this
subchapter—
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(A) during such fiscal year; and

(B) retrospectively (for a period of not more than 4 fiscal years prior to
such fiscal year).

(5) Waiver

The Secretary shall waive such provisions of this subchapter as may be
necessary to provide for payment of recovery audit contractors under this
subsection in accordance with paragraph (1).

(6) Qualifications of contractors
(A) In general

The Secretary may not enter into a contract under paragraph (1) with
a recovery audit contractor unless the contractor has staff that has the
appropriate clinical knowledge of, and experience with, the payment rules
and regulations under this subchapter or the contractor has, or will contract
with, another entity that has such knowledgeable and experienced staff.

(B) Ineligibility of certain contractors

The Secretary may not enter into a contract under paragraph (1) with
a recovery audit contractor to the extent the contractor is a fisca
intermediary under section 1395h of thistitle, a carrier under section 1395u
of thistitle, or a medicare administrative contractor under section 1395kk—
1 of thistitle.

(C) Preference for entitieswith demonstrated proficiency
In awarding contracts to recovery audit contractors under paragraph
(1), the Secretary shall give preference to those risk entities that the

Secretary determines have demonstrated more than 3 years direct
management experience and a proficiency for cost control or recovery
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audits with private insurers, health care providers, heath plans, under the
Medicaid program under subchapter XIX, or under this subchapter.

(7) Construction relating to conduct of investigation of fraud

A recovery of an overpayment to aindividual or entity by arecovery audit
contractor under this subsection shall not be construed to prohibit the
Secretary or the Attorney General from investigating and prosecuting, if
appropriate, allegations of fraud or abuse arising from such overpayment.

(8) Annual report

The Secretary shall annually submit to Congress a report on the use of
recovery audit contractors under this subsection. Each such report shall
include information on the performance of such contractors in identifying
underpayments and overpayments and recouping overpayments, including an
evaluation of the comparative performance of such contractors and savings to
the program under this subchapter.

(9) Special rulesrelating to partsC and D

The Secretary shall enter into contracts under paragraph (1) to require
recovery audit contractors to—

(A) ensure that each MA plan under part C has an anti-fraud plan in
effect and to review the effectiveness of each such antifraud plan;

(B) ensure that each prescription drug plan under part D has an anti-
fraud plan in effect and to review the effectiveness of each such anti-fraud
plan;

(C) examine claims for reinsurance payments under section 1395w—
115(b) of this title to determine whether prescription drug plans submitting
such claims incurred costs in excess of the allowable reinsurance costs
permitted under paragraph (2) of that section; and
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(D) review estimates submitted by prescription drug plans by private plans
with respect to the enrollment of high cost beneficiaries (as defined by the
Secretary) and to compare such estimates with the numbers of such
beneficiaries actually enrolled by such plans.

(10) Use of certain recovered funds
(A) In general

After application of paragraph (1)(C), the Secretary shall retain a
portion of the amounts recovered by recovery audit contractors for each
year under this section which shall be available to the program
management account of the Centers for Medicare & Medicaid Services for
purposes of, subject to subparagraph (B), carrying out sections 1395I(z),1
1935m(1)(16), and 1395kk-1(a)(4)(G) of this title, carrying out section
514(b) of the Medicare Access and CHIP Reauthorization Act of 2015, and
implementing strategies (such as claims processing edits) to help reduce
the error rate of payments under this subchapter. The amounts retained
under the preceding sentence shall not exceed an amount equal to 15
percent of the amounts recovered under this subsection, and shall remain
available until expended.

(B) Limitation

Except for uses that support claims processing (including edits) or
system functionality for detecting fraud, amounts retained under
subparagraph (A) may not be used for technological-related infrastructure,
capital investments, or information systems.

(C) Noreduction in paymentsto recovery audit contractors

Nothing in subparagraph (A) shall reduce amounts available for
payments to recovery audit contractors under this subsection.

(i) Evaluations and annual report
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(1) Evaluations

The Secretary shall conduct evauations of eligible entities which the
Secretary contracts with under the Program not less frequently than every 3
years.

(2) Annual report
Not later than 180 days after the end of each fiscal year (beginning with
fiscal year 2011), the Secretary shall submit a report to Congress which
identifies—
(A) the use of funds, including funds transferred from the Federal
Hospital Insurance Trust Fund under section 1395i of this title and the
Federal Supplementary Insurance Trust Fund under section 1395t of this

title, to carry out this section; and

(B) the effectiveness of the use of such funds.
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42 C.F.R. 8401.601. Basis and scope.
(a) Basis. This subpart implements the following statutory provisions:

(1) For CMS the Debt Collection Improvement Act of 1996 (Pub. L. 104-134)
(DCIA), 110 Stat. 1321, 1358 (April 26, 1996) (codified at 31 U.S.C. 3711), and
conforms to the regulations (31 CFR parts 900-904) issued jointly by the
Department of the Treasury and the Department of Justice that generally prescribe
claims collection standards and procedures under the DCIA for the Federa
government.

(2) Section 1893(f)(1) of the Act regarding the use of repayment plans.

(b) Scope. Except as provided in paragraphs (c) through (f) of this section, the
regulations in this subpart describe CMS's procedures and standards for the
collection of claims in any amount, and the compromise of, or the suspension or
termination of collection action on, all clams for money or property that do not
exceed $100,000 or such higher amount as the Attorney General may from time to
time prescribe, exclusive of interest, arising under any functions delegated to CM S
by the Secretary.

(c) Amount of claim. CMS refers al claims that exceed $100,000 or such higher
amount as the Attorney General may from time to time prescribe, exclusive of
interest, to the Department of Justice or the General Accounting Office for the
compromise of claims, or the suspension or termination of collection action.

(d) Related regulations—(1) Department regulations. DHHS regulations
applicable to CMS that generally implement the FCCA for the Department are
located at 45 CFR part 30. These regulations apply only to the extent CMS
regulations do not address a situation.

(2) CMS regulations. The following regulations govern specific debt
management situations encountered by CM S and supplement this subpart:

(i) Claims against Medicare beneficiaries for the recovery of overpayments are
covered in 20 CFR 404.515.

(i1) Adjustmentsin Railroad Retirement or Social Security benefitsto recover
Medicare overpayments to individuals are covered in 88 405.350-405.358 of this
chapter.
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(ili) Claims against providers, physicians, or other suppliers of services for
overpayments under Medicare and for assessment of interest are covered in 88
405.377 and 405.378 of this chapter, respectively.

(iv) Claims against beneficiaries for unpaid hospital insurance or supplementary
medical insurance premiums under Medicare are covered in § 408.110 of this
chapter.

(v) State repayment of Medicaid funds by installmentsis covered in
§ 430.48 of this chapter.

(e) Collection and compromise under other statutes and at common law. The
regulations in this subpart do not—

(1) Preclude disposition by CMS of claims under statutes, other than the FCCA,
that provide for the collection or compromise of a claim, or suspension or
termination of collection action.

(2) Affect any rights that CM S may have under common law as a creditor.

(f) Fraud. The regulations in this subpart do not apply to claims in which there
Is an indication of fraud, the presentation of a false claim, or misrepresentation on
the part of a debtor or any other party having an interest in the clam. CMS
forwards these claims to the Department of Justice for disposition under 4 CFR
105.1.

(g) Enforced collection. CMS refers claims to the Department of Justice for
enforced collection through litigation in those cases which cannot be compromised
or on which collection action cannot be suspended or terminated in accordance
with this subpart or the regulations issued jointly by the Attorney General and the
Comptroller General.
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42 C.F.R. 8401.613. Compromise of claims.

(@ Amount of compromise. HFCA requires that the amount to be recovered
through a compromise of a clam must—

(1) Bear areasonable relation to the amount of the claim; and
(2) Be recoverable through enforced collection procedures.
(b) General factors. After considering the bases for a decision to compromise a

claim under paragraph (c) of this section, CMS may further consider factors such
as_

(1) The age and health of the debtor if the debtor is an individual;
(2) Present and potential income of the debtor; and
(3) Whether assets have been concealed or improperly transferred by the debtor.

(c) Basis for compromise. Bases on which CMS may compromise a claim
include the following—

(1) Inability to pay. CMS may compromise a claim if it determines that the
debtor, or the estate of a deceased debtor, does not have the present or prospective
ability to pay the full amount of the claim within a reasonable time.

(2) Litigative probabilities. CMS may compromise a claim if it determines that
it would be difficult to prevail in a case before a court of law as aresult of the legal
issues involved or inability of the parties to agree to the facts of the case. The
amount that CM S accepts in compromise under this provision will reflect—

(i) The likelihood that CMS would have prevailed on the legal question(s)
involved;
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(i) Whether and to what extent CMS would have obtained a full or partia
recovery of a judgment, depending on the availability of witnesses, or other
evidentiary support for CMS'sclaim; and

(ii1) The amount of court costs that would be assessed to CMS.

(3) Cost of callecting the claim. CMS may compromise aclaim if it determines
that the cost of collecting the claim does not justify the enforced collection of the
full amount. In this case, CMS may adjust the amount it accepts as a compromise
to allow an appropriate discount for the costs of collection it would have incurred
but for the compromise.

(d) Enforcement policy. CMS may compromise statutory penalties, forfeitures,
or debts established as an aid to enforcement or to compel compliance, if it
determines that its enforcement policy, in terms of deterrence and securing
compliance both present and future, is adequately served by acceptance of the
compromise amount.
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42 C.F.R. 8 405.376. Suspension and termination of collection action and
compromise of claimsfor over payment.

(a) Basis and purpose. This section contains requirements and procedures for
the compromise of, or suspension or termination of collection action on, claims for
overpayments against a provider or a supplier under the Medicare program. It is
adopted under the authority of the Federal Claims Collection Act (31 U.S.C. 3711).
Collection and compromise of claims against Medicare beneficiaries are explained
at 20 CFR 404.515.

(b) Definitions. As used in this section, debtor means a provider of services or a
physician or other supplier of services that has been overpaid under title XVI1II of
the Social Security Act. It includes an individual, partnership, corporation, estate,
trust, or other legal entity.

(c) Basic conditions. A claim for recovery of Medicare overpayments against a
debtor may be compromised, or collection action on it may be suspended or
terminated, by the Centers for Medicare & Medicaid Services (CMYS) if;

(1) The claim does not exceed $100,000, or such higher amount as the Attorney
General may from time to time prescribe, exclusive of interest; and

(2) There is no indication of fraud, the filing of a fase clam, or
misrepresentation on the part of the debtor or any director, partner, manager, or
other party having an interest in the claim.

(d) Basis for compromise. A claim may be compromised for one or more of the
following reasons:

(1) The debtor, or the estate of a deceased debtor, does not have the present or
prospective ability to pay the full amount within a reasonable time;

(2) The debtor refuses to pay the claim in full and the United States is unable to
collect the full amount within a reasonable time by legal proceedings;

(3) Thereisreal doubt the United States can proveits case in court; or

ADDG61



USCA Case #17-5018 Document #1667579 Filed: 03/23/2017 Page 64 of 76

(4) The cost of collecting the claim does not justify enforced collection of the
full amount.

(e) Basis for termination of collection action. Collection action may be
terminated for one or more of the following reasons:

(1) The United States cannot enforce collection of any significant sum;

(2) The debtor cannot be located, there is no security to be liquidated, the
statute of limitations has run, and the prospects of collecting by offset are too
remote to justify retention of the claim;

(3) The cost of further collection action islikely to exceed any recovery;

(4) It is determined the claim is without merit; or

(5) Evidence to substantiate the claim is no longer available.

(f) Basis for suspension of collection action. Collection action may be
suspended for either of the following reasons if future collection action is justified
based on potential productivity, including foreseeable ability to pay, and size of
clam:

(1) The debtor cannot be located; or

(2) The debtor is unable to make payments on the clam or to fulfill an
acceptable compromise.

(g) Factors considered. In determining whether a claim will be compromised,
or collection action terminated or suspended, CMS will consider the following
factors:

(1) Age and health of the debtor, present and potential income, inheritance

prospects, possible concealment or fraudulent transfer of assets, and the
availability of assets which may be reached by enforced collection proceedings, for
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compromise under paragraph (d)(1) of this section, termination under paragraph
(e)(1) of this section, and suspension under paragraph (f)(2) of this section;

(2) Applicable exemptions available to a debtor and uncertainty concerning the
price of the property in a forced sale, for compromise under paragraph (d)(2) of
this section and termination under paragraph (e)(1) of this section; and

(3) The probability of proving the claim in court, the probability of full or
partial recovery, the availability of necessary evidence, and related pragmatic
considerations, for compromise under paragraph (d)(3) of this section.

(h) Amount of compromise. The amount accepted in compromise will be
reasonable in relation to the amount that can be recovered by enforced collection
proceedings.

Consideration shall be given to the following:
(1) The exemptions available to the debtor under State or Federa law;
(2) The time necessary to collect the overpayment;
(3) Thelitigative probabilities involved; and

(4) The administrative and litigative costs of collection where the cost of
collecting the claim is a basis for compromise.

(i) Payment of compromise—(1) Time and manner. Payment of the amount that
CMS has agreed to accept as a compromise in full settlement of a Medicare
overpayment claim must be made within the time and in the manner prescribed by
CMS. An overpayment claim is not compromised or settled until the full payment
of the compromised amount has been made within the time and in the manner
prescribed by CMS.

(2) Failure to pay compromised amount. Failure of the debtor or the estate to
make payment as provided by the comprise reinstates the full amount of the
overpayment claim, less any amounts paid prior to the default.
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(j) Effect of compromise, or suspension, or termination of collection action.
Any action taken by CMS under this section regarding the compromise of an
overpayment claim, or termination or suspension of collection action on an
overpayment claim, is not an initial determination for purposes of the appeal
procedures under subparts G, H, and R of this part.
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42 C.F.R. 8 405.378(j). Interest charges on overpayment and under payments
to providers, suppliers, and other entities.

* % %

(j) Spoecial rule for provider or supplier overpayments subject to 8 405.379. If
an overpayment determination subject to the limitation on recoupment under §
405.379 is reversed in whole or in part by an Administrative Law Judge (ALJ) or
at subsequent administrative or judicia levels of appeal and if funds have been
recouped and retained by the Medicare contractor, interest will be paid to the
provider or supplier asfollows:

* % %

(3) Interest will be calculated as follows:

* % %

(iv) In calculating the period in which the amount was recouped, days in which
the ALJs adjudication period to conduct a hearing are tolled under 42 CFR
405.1014 shall not be counted.

(v) In calculating the period in which the amount was recouped, days in which

the Medicare Appeals Council’s adjudication period to conduct a review are tolled
under 42 CFR 405.1106 shall not be counted.

* % %
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42 C.F.R. 8 405.970. Timeframe for making a reconsider ation.

(a) General rule. Within 60 calendar days of the date the QIC receives atimely
filed request for reconsideration or any additional time provided by paragraph (b)
of this section, the QIC mails, or otherwise transmits to the parties at their last
known addresses, written notice of—

(1) The reconsideration;

(2) Its inability to complete its review within 60 caendar days in accordance
with paragraphs (c) through (e) of this section; or

(3) Dismissal.

(b) Exceptions. (1) If a QIC grants an appellant’ s request for an extension of the
180 calendar day filing deadline made in accordance with § 405.962(b), the QIC’s
60 calendar day decisionmaking timeframe begins on the date the QIC receives the
late filed request for reconsideration, or when the request for an extension that
meets the requirements of § 405.962(b) is granted, whichever is later.

(2) If a QIC receives timely requests for reconsideration from multiple parties,
consistent with § 405.964(c), the QIC must issue a reconsideration, notice that it
cannot complete its review, or dismissal within 60 calendar days for each
submission of the latest filed request.

(3) Each time a party submits additional evidence after the request for
reconsideration is filed, the QIC's 60 calendar day decisionmaking timeframe is
extended by up to 14 calendar days for each submission, consistent with
8 405.966(Db).

(c) Responsihilities of the QIC. Within 60 calendar days of receiving a request
for a reconsideration, or any additional time provided for under paragraph (b) of

this section, a QIC must take one of the following actions:

(1) Notify all parties of its reconsideration, consistent with § 405.976.
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(2) Notify the parties that it cannot complete the reconsideration by the deadline
specified in paragraph (b) of this section and offer the appellant the opportunity to
escalate the appeal to an ALJ. The QIC continues to process the reconsideration
unless it receives awritten request from the appellant to escalate the case to an ALJ
after the adjudication period has expired.

(d) Responsihilities of the appellant. If an appellant wishes to exercise the
option of escalating the case to an ALJ, the appellant must notify the QIC in
writing.

(e) Actions following appellant’s notice. (1) If the appellant fails to notify the
QIC, or notifies the QIC that the appellant does not choose to escal ate the case, the
QIC completes its reconsideration and notifies the appellant of its action consistent
with 8 405.972 or § 405.976.

(2) If the appellant notifies the QIC that the appellant wishes to escalate the
case, the QIC must take one of the following actions within 5 calendar days of
receipt of the notice or 5 calendar days from the end of the applicable adjudication
period under paragraph (@) or (b) of this section:

(i) Complete its reconsideration and notify all parties of its decision consistent
with 8§ 405.972 or § 405.976.

(if) Acknowledge the escalation notice in writing and forward the case file to
the ALJ hearing office.
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42 C.F.R. 8 405.1016(a). Timeframesfor deciding an appeal beforean AL J.

(@) When a request for an ALJ hearing is filed after a QIC has issued a
reconsideration, the ALJ must issue a decision, dismissal order, or remand to the
QIC, as appropriate, no later than the end of the 90 calendar day period beginning
on the date the request for hearing is received by the entity specified in the QIC’'s
notice of reconsideration, unless the 90 calendar day period has been extended as

provided in this subpart.

* % %
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42 C.F.R. 8§ 405.1018(d). Submitting evidence beforethe ALJ hearing.

* % %

(d) The requirements of this section do not apply to oral testimony given a a
hearing, or to evidence submitted by an unrepresented beneficiary.
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42 C.F.R. 8 405.1036(a). Description of an ALJ hearing process.

(@) Theright to appear and present evidence. (1) Any party to a hearing has the
right to appear before the ALJ to present evidence and to state his or her position.
A party may appear by videoteleconferencing (VTC), telephone, or in person as
determined under § 405.1020.

* % %
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42 C.F.R. 8405.1106. Where arequest for review or escalation may befiled.

(8) When arequest for aMAC review isfiled after an ALJ hasissued a decision
or dismissal, the request for review must be filed with the entity specified in the
notice of the ALJ s action. The appellant must also send a copy of the request for
review to the other parties to the ALJ decision or dismissal who received a copy of
the hearing decision under 8 405.1046(a) or a copy of the notice of dismissal under
8 405.1052(b). Failure to copy the other parties tolls the MAC's adjudication
deadline set forth in § 405.1100 until all parties to the hearing receive notice of the
request for MAC review. If the request for review is timely filed with an entity
other than the entity specified in the notice of the ALJ s action, the
MAC's adjudication period to conduct a review begins on the date the request for
review is received by the entity specified in the notice of the ALJ s action. Upon
receipt of arequest for review from an entity other than the entity specified in the
notice of the ALJ s action, the MAC sends written notice to the appellant of the
date of receipt of the request and commencement of the adjudication timeframe.

(b) If an appellant files a request to escalate an appeal to the MAC level because
the ALJ has not completed his or her action on the request for hearing within the
adjudication deadline under 8§ 405.1016, the request for escalation must be filed
with both the ALJ and the MAC. The appellant must also send a copy of the
request for escalation to the other parties. Failure to copy the other parties tolls the
MAC's adjudication deadline set forth in § 405.1100 until all parties to the hearing
receive notice of the request for MAC review. In a case that has been escalated
from the ALJ, the MAC's 180 calendar day period to issue a fina decision,
dismissal order, or remand order begins on the date the request for escalation is
received by the MAC.
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42 C.F.R. 8405.1108(a). MAC actions when request for review or escalation is
filed.

(a) Except as specified in paragraphs (c) and (d) of this section, when a party
requests that the MAC review an ALJ s decision, the MAC will review the ALJ' s
decision de novo. The party requesting review does not have a right to a hearing
before the MAC. The MAC will consider all of the evidence in the administrative
record. Upon completion of its review, the MAC may adopt, modify, or reverse the
ALJ sdecision or remand the case to an ALJfor further proceedings.

* % %
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42 C.F.R. 8 405.1132. Request for escalation to Federal court.

(@) If the MAC does not issue a decision or dismissal or remand the case to an
ALJ within the adjudication period specified in § 405.1100, or as extended as
provided in this subpart, the appellant may request that the appeal, other than an
appeal of an ALJ dismissal, be escalated to Federal district court. Upon receipt of a
request for escalation, the MAC may—

(1) Issue a decision or dismissal or remand the case to an ALJ, if that action is
issued within the latter of 5 calendar days of receipt of the request for escalation or
5 calendar days from the end of the applicable adjudication time period set forth in
8 405.1100; or

(2) If the MAC isnot able to issue a decision or dismissal or remand as set forth
in paragraph (a)(1) of this section, it will send a notice to the appellant
acknowledging receipt of the request for escalation and confirming that it is not
able to issue adecision, dismissal or remand order within the statutory time frame.

(b) A party may file an action in a Federal district court within 60 calendar days
after the date it receives the MAC' s notice that the MAC is not able to issue a final

decision, dismissal order, or remand order unless the party is appealing an ALJ
dismissal.
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