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§417.106 Quality assurance program;
Availability, accessibility, and con-
tinuity of basic and supplemental
health services.

(a) Quality assurance program. HEach
HMO or CMP must have an ongoing
quality assurance program for its
health services that meets the fol-
lowing conditions:

(1) Stresses health outcomes to the
extent consistent with the state of the
art.

(2) Provides review by physicians and
other health professionals of the proc-
ess followed in the provision of health
services.

(3) Uses systematic data collection of
performance and patient results, pro-
vides interpretation of these data to its
practitioners, and institutes needed
change.

(4) Includes written procedures for
taking appropriate remedial action
whenever, as determined under the
quality assurance program, inappro-
priate or substandard services have
been provided or services that ought to
have been furnished have not been pro-
vided.

(b) Availability and accessibility of
health care services. Basic health serv-
ices and those supplemental health
services for which enrollees have con-
tracted must be provided or arranged
for by the HMO in accordance with the
following rules:

(1) Except as provided in paragraph
(b)(2) of this section, the services must
be available to each enrollee within the
HMO'’s service area.

(2) Ezception. If the HMO’s service
area is located wholly within a non-
metropolitan area, the HMO may make
available outside its service area any
basic health service that is not a pri-
mary care or emergency care service, if
the number of providers of that basic
health service who will provide the
service to the HMO’s enrollees is insuf-
ficient to meet the demand. As used in
this paragraph, primary care includes
general practice, family practice, gen-
eral internal medicine, general pediat-
rics, and general obstetrics and gyne-
cology. An HMO that provides the serv-
ices covered by these fields through at
least a general or family practitioner,
or a pediatrician and a general inter-
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nist, is considered to be providing pri-
mary care.

(3) The services must be available
and accessible with reasonable prompt-
ness to each of the HMO’s enrollees as
ensured through—

(i) Staffing patterns within generally
accepted norms for meeting the pro-
jected enrollment needs; and

(ii) Geographic location, hours of op-
eration, and arrangements for after-
hours services. (Medically necessary
emergency services must be available
24 hours a day, 7 days a week.)

(¢) Continuity of care. The HMO must
ensure continuity or care through ar-
rangements that include but are not
limited to the following:

(1) Use of a health professional who is
primarily responsible for coordinating
the enrollee’s overall health care.

(2) A system of health and medical
records that accumulates pertinent in-
formation about the enrollee’s health
care and makes it available to appro-
priate professionals.

(3) Arrangements made directly or
through the HMO’s providers to ensure
that the HMO or the health profes-
sional who coordinates the enrollee’s
overall health care is kept informed
about the services that the referral re-
sources furnish to the enrollee.

(d) Confidentiality of health records.
Each HMO must establish adequate
procedures to ensure the confiden-
tiality of the health and medical
records of its enrollees.
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§417.120 Fiscally sound operation and
assumption of financial risk.

(a) Fiscally sound operation—(1) Gen-
eral requirements. Each HMO must have
a fiscally sound operation, as dem-
onstrated by the following:

(i) Total assets greater than total
unsubordinated liabilities. In evalu-
ating assets and liabilities, loan funds
awarded or guaranteed under section
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1306 of the PHS Act are not included as
liabilities.

(ii) Sufficient cash flow and adequate
liquidity to meet obligations as they
become due.

(iii) A net operating surplus, or a fi-
nancial plan that meets the require-
ments of paragraph (a)(2) of this sec-
tion.

(iv) An insolvency protection plan
that meets the requirements of
§417.122(b) for protection of enrollees.

(v) A fidelity bond or bonds, procured
and maintained by the HMO, in an
amount fixed by its policymaking body
but not less than $100,000 per indi-
vidual, covering each officer and em-
ployee entrusted with the handling of
its funds. The bond may have reason-
able deductibles, based upon the finan-
cial strength of the HMO.

(vi) Insurance policies or other ar-
rangements, secured and maintained
by the HMO and approved by CMS to
insure the HMO against losses arising
from professional liability claims, fire,
theft, fraud, embezzlement, and other
casualty risks.

(2) Financial plan requirement. (i) If an
HMO has not earned a cumulative net
operating surplus during the three
most recent fiscal years, did not earn a
net operating surplus during the most
recent fiscal year or does not have
positive net worth, the HMO must sub-
mit a financial plan satisfactory to
CMS to achieve net operating surplus
within available fiscal resources.

(ii) This plan must include—

(A) A detailed marketing plan;

(B) Statements of revenue and ex-
pense on an accrual basis;

(C) Sources and uses of funds state-
ments; and

(D) Balance sheets.

(b) Assumption of financial risk. Each
HMO must assume full financial risk
on a prospective basis for the provision
of basic health services, except that it
may obtain insurance or make other
arrangements as follows:

(1) For the cost of providing to any
enrollee basic health services with an
aggregate value of more than $5,000 in
any year.

(2) For the cost of basic health serv-
ices obtained by its enrollees from
sources other than the HMO because
medical necessity required that they be
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furnished before they could be secured
through the HMO.

(3) For not more than 90 percent of
the amount by which its costs for any
of its fiscal years exceed 115 percent of
its income for that fiscal year.

(4) For physicians or other health
professionals, health care institutions,
or any other combination of such indi-
viduals or institutions to assume all or
part of the financial risk on a prospec-
tive basis for their furnishing of basic
health services to the HMO’s enrollees.

§417.122 Protection of enrollees.

(a) Liability protection. (1) Each HMO
must adopt and maintain arrange-
ments satisfactory to CMS to protect
its enrollees from incurring liability
for payment of any fees that are the
legal obligation of the HMO. These ar-
rangements may include any of the fol-
lowing:

(i) Contractual arrangements that
prohibit health care providers used by
the enrollees from holding any enrollee
liable for payment of any fees that are
the legal obligation of the HMO.

(ii) Insurance, acceptable to CMS.

(iii) Financial reserves, acceptable to
CMS, that are held for the HMO and re-
stricted for use only in the event of in-
solvency.

(iv) Any other arrangements accept-
able to CMS.

(2) The requirements of this para-
graph do not apply to an HMO if CMS
determines that State law protects the
HMO enrollees from liability for pay-
ment of any fees that are the legal ob-
ligation of the HMO.

(b) Protection against loss of benefits if
the HMO becomes insolvent. The insol-
vency protection plan required under
§417.120(a) must provide for continu-
ation of benefits as follows:

(1) For all enrollees, for the duration
of the contract period for which pay-
ment has been made.

(2) For enrollees who are in an inpa-
tient facility on the date of insolvency,
until they are discharged from the fa-
cility.

§417.124 Administration and manage-
ment.

(a) General requirements. Each HMO
must have administrative and manage-
rial arrangements satisfactory to CMS,
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