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with the procedures specified in sub-
part R of this part.

[60 FR 1346, Jan. 10, 1985, as amended at 56
FR 8853, Mar. 1, 1991; 58 FR 38078, July 15,
1993; 60 FR 45676, Sept. 1, 1995]

§417.410 Qualifying conditions:
eral rules.

Gen-

(a) Basic requirement. In order to qual-
ify for a contract with CMS under this
subpart, an HMO or CMP must dem-
onstrate its ability to enroll Medicare
beneficiaries and other individuals and
groups and to deliver a specified com-
prehensive range of high quality serv-
ices efficiently, effectively, and eco-
nomically to its Medicare enrollees.

(b) Other qualifying conditions. An
HMO or CMP must meet qualifying
conditions that pertain to operating
experience, enrollment, range of serv-
ices, furnishing of services, and a qual-
ity assurance program.

(c) Standards. Generally, each quali-
fying condition is interpreted by a se-
ries of standards that are used in sur-
veying an HMO or CMP to determine
its qualifications for a Medicare con-
tract.

(d) Application of standards. Applica-
tion of the standards enables the sur-
veyor to determine—

(1) The HMO’s or CMP’s activities;

(2) The extent to which the HMO or
CMP complies with each condition;

(3) The nature and extent of any defi-
ciencies; and

(4) The need for improvement if CMS
should enter into a contract with the
HMO or CMP.

(e) Requirements for a risk contract. An
HMO or CMP may enter into a risk
contract with CMS if it—

(1) Meets all the applicable require-
ments in the statute and regulations;

(2) Has at least 5,000 enrollees or 1,500
enrollees if it serves a primarily rural
area as defined in §417.413(b)(3);

(3) Has at least 75 Medicare enrollees
or has an acceptable plan to achieve
this Medicare membership within 2
years;

(4) Satisfies CMS that it can bear the
potential losses of a risk contract; and

(5) Has not previously terminated or
failed to renew a risk contract within
the preceding 5 years, unless CMS de-
termines that circumstances warrant
special consideration.

§417.413

(f) Requirements for a reasonable cost
sontract. An HMO or CMP may enter
into a reasonable cost contract if it
meets one of the following:

(1) The HMO or CMP qualifies for a
risk contract, but chooses a reasonable
cost contract.

(2) The HMO or CMP meets the condi-
tions for entering into a risk contract
specified in paragraph (e) of this sec-
tion except that CMS does not judge
the HMO or CMP capable of bearing the
potential losses of a risk contract.

(g) Regulations on reasonable cost
and risk reimbursement are set forth
in subparts O and P of this part.

[60 FR 20570, May 17, 1985, as amended at 58
FR 38078, July 15, 1993; 60 FR 45676, Sept. 1,
1995]

§417.412 Qualifying condition: Admin-
istration and management.

The HMO or CMP must demonstrate
that it—

(a) Has sufficient administrative ca-
pability to carry out the requirements
of the contract; and

(b) Does not have any agents or man-
agement staff or persons with owner-
ship or control interests who have been
convicted of criminal offenses related
to their involvement in Medicaid,
Medicare, or social service programs
under title XX of the Act.

[60 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 45676, Sept. 1,
1995]

§417.413 Qualifying condition: Oper-
ating experience and enrollment.

(a) Condition. The HMO or CMP must
demonstrate that it has operating ex-
perience and an enrolled population
sufficient to provide a reasonable basis
for establishing a prospective per cap-
ita reimbursement rate or a reasonable
cost reimbursement rate, as appro-
priate.

(b) Standard: Enrollment and operating
experience for HMOs or CMPs to contract
on a risk basis. To be eligible to con-
tract on a risk basis—

(1) A nonrural HMO or CMP must
currently have the following:

(i) At least 5,000 enrollees; and

(ii) At least 75 Medicare enrollees or
a plan acceptable to CMS for achieving
a Medicare enrollment of 76 within 2
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years from the beginning of its initial
contract period.

(2) A rural HMO or CMP must cur-
rently have—

(i) At least 1,500 enrollees; and

(ii) At least 75 Medicare enrollees or
a plan acceptable to CMS for achieving
a Medicare enrollment of 75 within 2
years from the beginning of its initial
contract period.

(3) For purposes of this paragraph, an
HMO or CMP is considered rural if at
least 50 percent of its enrollees reside
in nonmetropolitan areas. A nonmetro-
politan area is an area—

(i) No part of which is within a met-
ropolitan statistical area (MSA) as des-
ignated by the Executive Office of
Management and Budget; and

(ii) That does not contain a city
whose population exceeds 50,000 indi-
viduals.

(4) A subdivision or subsidiary of an
HMO or CMP that meets the require-
ments of paragraph (b)(1) or (b)(2) of
this section need not demonstrate that
it meets those requirements as an inde-
pendent unit if the HMO or CMP as-
sumes responsibility for the financial
risk, and adequate management and
supervision of health care services fur-
nished by its subdivision or subsidiary.

(c) Standard: Envrollment and operating
experience for HMOs or CMPs to contract
on a cost basis. To be eligible to con-
tract on a reasonable cost basis, an
HMO or CMP must currently have en-
rollees sufficient in number to provide
a reasonable basis for entering into a
contract, as follows:

(1) At least 1,500 enrollees.

(2) At least 75 Medicare enrollees, or
a plan acceptable to CMS for achiev-
ing—

(i) A Medicare enrollment of 756 with-
in 2 years from the beginning of its ini-
tial contract period; and

(ii) At least 250 Medicare enrollees by
the beginning of its fourth contract pe-
riod.

(d) Standard: Composition of enroll-
ment—(1) Requirement. Except as speci-
fied in paragraphs (d)(2) and (e) of this
section, not more than 50 percent of an
HMO’s or CMP’s enrollment may be
Medicare beneficiaries.

(2) Waiver of composition of enrollment
standard. CMS may waive compliance
with the requirements of paragraph

42 CFR Ch. IV (10-1-02 Edition)

(d)(1) of this section if the HMO or CMP
has made and is making reasonable ef-
forts to enroll individuals who are not
Medicare beneficiaries and it meets one
of the following requirements:

(i) The HMO or CMP serves a geo-
graphic area in which Medicare bene-
ficiaries and Medicaid recipients con-
stitute more than 50 percent of the
population. (CMS does not grant a
waiver that would permit the percent-
age of Medicare and Medicaid enrollees
to exceed the percentage of Medicare
beneficiaries and Medicaid recipients
in the population of the geographic
area.)

(ii) The HMO or CMP is owned and
operated by a government entity. The
waiver may be for a period up to three
years after the date the HMO or CMP
first enters into a contract under this
subpart, and may not be extended.

(iii) The HMO or CMP requests waiv-
er of the composition rule because it is
in the public interest. The organization
provides documentation that supports
one of the following:

(A) The organization serves a medi-
cally underserved rural or urban area.

(B) The organization demonstrates a
long-term business and community
service commitment to the area.

(C) The organization believes that a
waiver is necessary to promote man-
aged care choices in an area with lim-
ited or no managed care choices.

(3) Waiver granted on or before October
21, 1986. An HMO or CMP (or a suc-
cessor HMO or CMP) that as of October
21, 1986, had been granted an exception,
waiver, or modification of the require-
ments of paragraph (d)(1) of this sec-
tion, but that does not meet the re-
quirements of paragraph (d)(2) of this
section, must make (and throughout
the period of the exception, waiver, or
modification continue to make) rea-
sonable efforts to meet scheduled en-
rollment goals, consistent with a
schedule of compliance approved by
CMS.

(i) If CMS determines that the HMO
or CMP has complied, or made signifi-
cant progress toward compliance, with
the approved schedule, and that an ex-
tension is in the best interest of the
Medicare program, CMS may extend
the waiver of modification.
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(ii) If CMS determines that the HMO
or CMP has not complied with the ap-
proved schedule, CMS may apply the
sanctions described in paragraphs (d)(6)
and (d)(7) of this section.

(4) Basis for application of sanctions.
CMS may, as an alternative to con-
tract termination, apply the sanctions
specified in paragraph (d)(6) of this sec-
tion if CMS determines that the HMO
or CMP is not complying with the re-
quirements in paragraphs (d)(1), (d)(2),
or (d)(3) of this section, as applicable.

(5) Notice of sanction. Before applying
the sanctions specified in paragraph
(d)(6) of this section, CMS sends a writ-
ten notice to the HMO or CMP stating
the proposed action and its basis. CMS
gives the HMO or CMP 15 days after
the date of the notice to provide evi-
dence establishing the HMO’s or CMP’s
compliance with the requirements in
paragraph (d)(1), (d)(2), or (d)(3) of this
section, as applicable.

(6) Sanctions. If, following review of
the HMO’s or CMP’s timely response to
CMS’s notice, CMS determines that an
HMO or CMP does not comply with the
requirements of paragraphs (d)(1),
(d)(2), or (d)(3) of this section, CMS
may apply either of the following sanc-
tions:

(i) Require the HMO or CMP to stop
accepting new enrollment applications
after a date specified by CMS.

(ii) Deny payment for individuals
who are formally added or ‘‘accreted”
to CMS’s records as Medicare enrollees
after a date specified by CMS.

() Termination by CMS. In addition to
the sanctions described in paragraph
(d)(6) of this section. CMS may decline
to renew an HMO’s or CMP’s contract
in accordance with §417.492(b), or ter-
minate its contract in accordance with
§417.494(b) if CMS determines that the
HMO or CMP no longer substantially
meets the requirements of paragraphs
(d)(A), (d)(2), or (d)(3) of this section.

(8) Termination of composition stand-
ard. The 50 percent composition of
Medicare beneficiaries terminates for
all managed care plans on December 31,
1998.

(e) Standard: Open enrollment. (1) Ex-
cept as specified in paragraph (e)(2) of
this section, an HMO or CMP must en-
roll Medicare beneficiaries on a first-
come, first-served basis to the limit of

§417.414

its capacity and provide annual open
enrollment periods of at least 30 days
duration for Medicare beneficiaries.

(2) CMS may waive the requirement
of paragraph (e)(1) of this section if
compliance would prevent compliance
with the limitation on enrollment of
Medicare beneficiaries and Medicaid
recipients (paragraph (d) of this sec-
tion) or result in an enrollment sub-
stantially nonrepresentative of the
population of the HMO’s or CMP’s geo-
graphic area. The enrollment would be
‘“‘substantially nonrepresentative” if
the proportion of a subgroup to the
total enrollment exceeded, by 10 per-
cent or more, its proportion of the pop-
ulation in the HMO’s or CMP’s geo-
graphic area, as shown by census data
or other data acceptable to CMS. For
purposes of this paragraph, a subgroup
means a class of Medicare enrollees as
defined in §417.582.

[60 FR 1346, Jan. 10, 1985, as amended at 56
FR 46570, Sept. 13, 1991; 58 FR 38082, July 15,
1993; 60 FR 45676, Sept. 1, 1995; 63 FR 35066,
June 26, 1998]

§417.414 Qualifying condition: Range
of services.

(a) Condition. The HMO or CMP must
demonstrate that it is capable of deliv-
ering to Medicare enrollees the range
of services required in accordance with
this section.

(b) Standard: Range of services fur-
nished by eligible HMOs or CMPs. (1)
Basic requirement. Except as specified in
paragraph (b)(3) of this section, an
HMO or CMP must furnish to its Medi-
care enrollees (directly or through ar-
rangements with others) all the Medi-
care services to which those enrollees
are entitled to the extent that they are
available to Medicare beneficiaries who
reside in the HMO’s or CMP’s geo-
graphic area but are not enrolled in the
HMO or CMP.

(2) Criteria for awvailability. The serv-
ices are considered available if—

(i) The sources are located within the
HMO’s or CMP’s geographic area; or

(ii) It is common practice to refer pa-
tients to sources outside that geo-
graphic area.

(3) Exception for hospice care. An HMO
or CMP is not required to furnish hos-
pice care as described in part 418 of this
chapter. However, HMOs or CMPs must
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