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(ii) Their customary charges for each
surgical procedure furnished for the pe-
riod.

[47 FR 34094, Aug. 5, 1982, as amended at 56
FR 8845, Mar. 1, 1991]

§416.150 Beneficiary appeals.

A beneficiary (or ASC as his or her
assignee) may request a hearing by a
carrier (subject to the limitations and
conditions set forth in part 405, subpart
H of this chapter) if the beneficiary or
the ASC—

(a) Is dissatisfied with a carrier’s de-
nial of a request for payment made on
his or her behalf by an ASC;

(b) Is dissatisfied with the amount of
payment; or

(c) Believes the request for payment
is not being acted upon with reasonable
promptness.
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417.105 Payment for supplemental health
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417.106 Quality assurance program; Avail-
ability, accessibility, and continuity of
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417.120 Fiscally sound operation and as-
sumption of financial risk.

417.122 Protection of enrollees.

417.124 Administration and management.

417.126 Recordkeeping and reporting re-
quirements.

Subpart D—Application for Federal
Qualification

417.140 Scope.

42 CFR Ch. IV (10-1-96 Edition)
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perience and enrollment.

417.414 Qualifying condition: Range of serv-
ices.

417.416 Qualifying condition: Furnishing of
services.

417.418 Qualifying condition: Quality assur-
ance program.
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Subpart K—Enrollment, Entitlement, and
Disenrollment under Medicare Contract

417.420 Basic rules on enrollment and enti-
tlement.
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417.423 Special rules: ESRD and hospice pa-
tients.
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417.594 Computation of adjusted community

rate (ACR).

417.596 Establishment of a benefit stabiliza-
tion fund.

417.597 Withdrawal from a benefit stabiliza-
tion fund.

417.598 Annual enrollment reconciliation.

Subpart Q—Beneficiary Appeals

417.600 Basis and scope.

417.602 Definitions.

417.604 General provisions.

417.605 Immediate PRO review of a deter-
mination of noncoverage of inpatient
hospital care.

417.606 Organization determinations.

417.608 Notice of adverse organization deter-

mination.

417.610 Parties to the organization deter-
mination.

417.612 Effect of organization determina-
tion.

417.614 Right to reconsideration.

417.616 Request for reconsideration.

417.618 Opportunity to submit evidence.

417.620 Responsibility for reconsiderations;
time limits.

417.622 Reconsidered determination.

417.624 Notice of reconsidered determina-
tion.

417.626 Effect of reconsidered determina-
tion.

417.630

417.632

417.634

Right to a hearing.

Request for hearing.

Departmental Appeals Board review.

417.636 Court review.

417.638 Reopening determinations and deci-
sions.

Subpart R—Medicare Contract Appeals

417.640 Determinations subject to appeal.

417.642 Administrative actions that are not
initial determinations.

417.644 Notice of initial determination.

417.646 Effect of initial determination.

417.648 Reconsideration: Applicability.

417.650 Request for reconsideration.

417.652 Opportunity to submit evidence.

417.654 Reconsidered determination.

417.656 Notice of reconsidered determina-
tion.

417.658 Effect of reconsidered determina-
tion.

417.660 Right to a hearing.

417.662 Request for hearing.

417.664 Postponement of effective date of
initial determination.

417.666 Designation of hearing officer.

417.668 Disqualification of hearing officer.

42 CFR Ch. IV (10-1-96 Edition)

417.670
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417.801 Agreements between HCFA and
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417.802 Allowable costs.
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AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395hh), secs.
1301, 1306, and 1310 of the Public Health Serv-
ice Act (42 U.S.C. 300e, 300e-5, and 300e-9);
and 31 U.S.C. 9701.

EDITORIAL NOTE: Nomenclature changes to
part 417 appear at 58 FR 38083, July 15, 1993,
and 59 FR 59941, Nov. 21, 1994.
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Subpart A—General Provisions

8§417.1 Definitions.

As used in this part, unless the con-
text indicates otherwise—

Basic health services means health
services described in §417.101(a).

Community rating system means a sys-
tem of fixing rates of payments for
health services that meets the require-
ments of §417.104(a)(3).

Comprehensive health services means
as a minimum the following services
which may be limited as to time and
cost:

(1) Physician services (§417.101(a)(1));

(2) Outpatient services and inpatient
hospital services (§417.101(a)(2));

(3) Medically necessary emergency
health services (§417.101(a)(3)); and

(4) Diagnostic laboratory and diag-
nostic and therapeutic radiologic serv-
ices (§417.101(a)(6)).

Direct service contract means a con-
tract for the provision of basic or sup-
plemental health services or both be-
tween an HMO and (1) a health profes-
sional other than a member of the staff
of the HMO, or (2) an entity other than
a medical group or an IPA.

Enrollee means an individual for
whom an HMO, CMP, or HCPP assumes
the responsibility, under a contract or
agreement, for the furnishing of health
care services on a prepaid basis.

Full-time student means a student who
is enrolled for a sufficient number of
credit hours in a semester or other aca-
demic term to enable the student to
complete the course of study within
not more than the number of semesters
or other academic terms normally re-
quired to complete that course of study
on a full-time basis at the school in
which the student is enrolled.

Furnished, when used in connection
with prepaid health care services,
means services that are maid available
to an enrollee either dierctly by, or
under arrangements made by, the
HMO, CMP, or HCPP.

Health maintenance organization
(HMO) means a legal entity that pro-
vides or arranges for the provision of
basic and supplemental health services
to its enrollees in the manner pre-
scribed by, is organized and operated in
the manner prescribed by, and other-
wise meets the requirements of, section

§417.1

1301 of the PHS Act and the regulations
in subparts B and C of this part.

Health professionals means physicians
(doctors of medicine and doctors of os-
teopathy), dentists, nurses, podiatrists,
optometrists, physicians’ assistants,
clinical psychologists, social workers,
pharmacists, nutritionists, occupa-
tional therapists, physical therapists,
and other professionals engaged in the
delivery of health services who are li-
censed, practice under an institutional
license, are certified, or practice under
authority of the HMO, a medical group,
individual practice association, or
other authority consistent with State
law.

Individual practice association (IPA)
means a partnership, association, cor-
poration, or other legal entity that de-
livers or arranges for the delivery of
health services and which has entered
into written services arrangement or
arrangements with health profes-
sionals, a majority of whom are li-
censed to practice medicine or osteop-
athy. The written services arrange-
ment must provide:

(1) That these health professionals
will provide their professional services
in accordance with a compensation ar-
rangement established by the entity;
and

(2) To the extent feasible, for the
sharing by these health professionals of
health (including medical) and other
records, equipment, and professional,
technical, and administrative staff.

Medical group means a partnership,
association, corporation, or other
group:

(1) That is composed of health profes-
sionals licensed to practice medicine or
osteopathy and of such other licensed
health professionals (including den-
tists, optometrists, and podiatrists) as
are necessary for the provision of
health services for which the group is
responsible;

(2) A majority of the members of
which are licensed to practice medicine
or osteopathy; and

(3) The members of which:

(i) After the end of the 48 month pe-
riod beginning after the month in
which the HMO for which the group
provides health services becomes a
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qualified HMO, as their principal pro-
fessional activity (over 50 percent indi-
vidually) engage in the coordinated
practice of their profession and as a
group responsibility have substantial
responsibility (over 35 percent in the
aggregate of their professional activ-
ity) for the delivery of health services
to enrollees of an HMO;

(ii) Pool their income from practice
as members of the group and distribute
it among themselves according to a
prearranged salary or drawing account
or other similar plan unrelated to the
provision of specific health services;

(iii) Share health (including medical)
records and substantial portions of
major equipment and of professional,
technical, and administrative staff;

(iv) Establish an arrangement where-
by an enrollee’s enrollment status is
not known to the health professional
who provides health services to the en-
rollee.

Medical group members means (1) a
health professional engaged as a part-
ner, associate, or shareholder in the
medical group, or (2) any other health
professional employed by the group
who may be designated as a medical
group member by the medical group.

Medically underserved population
means the population of an urban or
rural area as described in Sec.
417.912(d).

Nonmetropolitan area means an area
no part of which is within a standard
metropolitan statistical area as des-
ignated by the Office of Management
and Budget and which does not contain
a city whose population exceeds 50,000
individuals.

Party in interest means: (1) Any direc-
tor, officer, partner, or employee re-
sponsible for management or adminis-
tration of an HMO, any person who is
directly or indirectly the beneficial
owner of more than 5 percent of the eq-
uity of the HMO, any person who is the
beneficial owner of a mortgage, deed of
trust, note, or other interest secured
by, and valuing more than 5 percent of
the assets of the HMO, and, in the case
of an HMO organized as a nonprofit
corporation, an incorporator or mem-
ber of the corporation under applicable
State corporation law;

(2) Any entity in which a person de-
scribed in paragraph (1):

42 CFR Ch. IV (10-1-96 Edition)

(i) Is an officer or director;

(ii) Is a partner (if the entity is orga-
nized as a partnership);

(iii) Has directly or indirectly a bene-
ficial interest of more than 5 percent of
the equity; or

(iv) Has a mortgage, deed of trust,
note, or other interest valuing more
than 5 percent of the assets of such en-
tity;

(3) Any spouse, child, or parent of an
individual described in paragraph (1).

Policymaking body of an HMO means a
board of directors, governing body, or
other body of individuals that has the
authority to establish policy for the
HMO.

Qualified HMO means an HMO found
by HCFA to be qualified within the
meaning of section 1310 of the PHS Act
and subpart D of this part.

Rural area means any area not listed
as a place having a population of 2,500
or more in Document #PC(1)A, ‘“Num-
ber of Inhabitants,”” Table VI, “Popu-
lation of Places,” and not listed as an
urbanized area in Table Xl, ‘“‘Popu-
lation of Urbanized Areas’ of the same
document (1970 Census or most recent
update of this document, Bureau of
Census, U.S. Department of Com-
merce).

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

Service area means a geographic area,
defined through zip codes, census
tracts, or other geographic measure-
ments, that is the area, as determined
by HCFA, within which the HMO fur-
nishes basic and supplemental health
services and makes them available and
accessible to all its enrollees in accord-
ance with §417.106(b).

Significant business transaction means
any business transaction or series of
transactions during any one fiscal year
of the HMO, the total value of which
exceeds the lesser of $25,000 or 5 percent
of the total operating expenses of the
HMO.

Staff of the HMO means health profes-
sionals who are employees of the HMO
and who—

(1) Provide services to HMO enrollees
at an HMO facility subject to the staff
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policies and operational procedures of
the HMO;

(2) Engage in the coordinated prac-
tice of their profession and provide to
enrollees of the HMO the health serv-
ices that the HMO has contracted to
provide;

(3) Share medical and other records,
equipment, and professional, technical,
and administrative staff of the HMO;
and

(4) Provide their professional services
in accordance with a compensation ar-
rangement, other than fee-for-service,
established by the HMO. This arrange-
ment may include, but is not limited
to, fee-for-time, retainer or salary.

Subscriber means an enrollee who has
entered into a contractual relationship
with the HMO or who is responsible for
making payments for basic health serv-
ices (and contracted for supplemental
health services) to the HMO or on
whose behalf these payments are made.

Supplemental health services means
the health services described in
§417.102(a).

Unusual or infrequently used health
services means:

(1) Those health services that are
projected to involve fewer than 1 per-
cent of the encounters per year for the
entire HMO enrollment, or,

(2) Those health services the provi-
sion of which, given the enrollment
projection of the HMO and generally
accepted staffing patterns, is projected
will require less than 0.25 full time
equivalent health professionals.

[45 FR 72528, Oct. 31, 1980, as amended at 47
FR 19338, May 5, 1982; 52 FR 22321, June 11,
1987. Redesignated at 52 FR 36746, Sept. 30,
1987. Redesignated and amended at 56 FR
51985, Oct. 17, 1991; 58 FR 38067, July 15, 1993;
60 FR 34887, July 5, 1995; 60 FR 45674, Sept. 1,
1995]

§417.2 Basis and scope.

(a) Subparts B through F of this part
pertain to the Federal qualification of
HMOs under title XlIIl of the Public
Health Service (PHS) Act.

(b) Subparts G through R of this part
set forth the rules for Medicare con-
tracts with, and payment to, HMOs and
competitive medical plans (CMPs)
under section 1876 of the Act.

(c) Subpart U of this part pertains to
Medicare payment to health care pre-

§417.101
payment plans under section
1833(a)(1)(A) of the Act.

(d) Subpart V of this part applies to
the administration of outstanding
loans and loan guarantees previously
granted under title XIIl of the PHS
Act.

[56 FR 51985, Oct. 17, 1991, as amended at 60
FR 45675, Sept. 1, 1995]

Subpart B—Qualified Health Main-
tenance Organizations: Serv-
ices

§417.101 Health benefits plan: Basic
health services.

(@) An HMO must provide or arrange
for the provision of basic health serv-
ices to its enrollees as needed and with-
out limitations as to time and cost
other than those prescribed in the PHS
Act and these regulations, as follows:

(1) Physician services (including con-
sultant and referral services by a phy-
sician), which must be provided by a li-
censed physician, or if a service of a
physician may also be provided under
applicable State law by other health
professionals, an HMO may provide the
service through these other health pro-
fessionals;

(2)(i) Outpatient services, which must
include diagnostic services, treatment
services and x-ray services, for patients
who are ambulatory and may be pro-
vided in a non-hospital based health
care facility or at a hospital;

(i) Inpatient hospital services, which
must include but not be limited to,
room and board, general nursing care,
meals and special diets when medically
necessary, use of operating room and
related facilities, use of intensive care
unit and services, x-ray services, lab-
oratory, and other diagnostic tests,
drugs, medications, biologicals, anes-
thesia and oxygen services, special
duty nursing when medically nec-
essary, radiation therapy, inhalation
therapy, and administration of whole
blood and blood plasma,;

(iii) Outpatient services and inpa-
tient hospital services must include
short-term rehabilitation services and
physical therapy, the provision of
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which the HMO determines can be ex-
pected to result in the significant im-
provement of a member’s condition
within a period of two months;

(3) Instructions to its enrollees on
procedures to be followed to secure
medically necessary emergency health
services both in the service area and
out of the service area;

(4) Twenty outpatient visits per en-
rollee per year, as may be necessary
and appropriate for short-term evalua-
tive or crisis intervention mental
health services, or both;

(5) Diagnosis, medical treatment and
referral services (including referral
services to appropriate ancillary serv-
ices) for the abuse of or addiction to al-
cohol and drugs:

(i) Diagnosis and medical treatment
for the abuse of or addiction to alcohol
and drugs must include detoxification
for alcoholism or drug abuse on either
an outpatient or inpatient basis,
whichever is medically determined to
be appropriate, in addition to the other
required basic health services for the
treatment of other medical conditions;

(ii) Referral services may be either
for medical or for nonmedical ancillary
services. Medical services must be a
part of basic health services; nonmedi-
cal ancillary services (such as voca-
tional rehabilitation and employment
counseling) and prolonged rehabilita-
tion services in a specialized inpatient
or residential facility need not be a
part of basic health services;

(6) Diagnostic laboratory and diag-
nostic and therapeutic radiologic serv-
ices in support of basic health services;

(7) Home health services provided at
an enrollee’s home by health care per-
sonnel, as prescribed or directed by the
responsible physician or other author-
ity designated by the HMO; and

(8) Preventive health services, which
must be made available to members
and must include at least the follow-
ing:

(i) A broad range of voluntary family
planning services;

(i) Services for infertility;

(iii) Well-child care from birth;

(iv) Periodic health evaluations for
adults;

(v) Eye and ear examinations for
children through age 17, to determine

42 CFR Ch. IV (10-1-96 Edition)

the need for vision and hearing correc-
tion; and

(vi) Pediatric and adult immuniza-
tions, in accord with accepted medical
practice.

(b) In addition, an HMO may include
a health service described in §417.102 as
a supplemental health service in the
basic health services that it provides or
arranges for its enrollees for a basic
health services payment.

(c) To the extent that a natural dis-
aster, war, riot, civil insurrection, epi-
demic or any other emergency or simi-
lar event not within the control of an
HMO results in the facilities, person-
nel, or financial resources of an HMO
being unavailable to provide or arrange
for the provision of a basic or supple-
mental health service in accordance
with the requirements of 8§§417.101
through 417.106 and §8417.168 and
417.169, the HMO is required only to
make a good-faith effort to provide or
arrange for the provision of the service,
taking into account the impact of the
event. For purposes of this paragraph,
an event is not within the control of an
HMO if the HMO cannot exercise influ-
ence or dominion over its occurrence.

(d) The following are not required to
be provided as basic health services:

(1) Corrective appliances and artifi-
cial aids;

(2) Mental health services, except as
required under section 1302(1)(D) of the
PHS Act and paragraph (a)(4) of this
section;

(3) Cosmetic surgery,
cally necessary;

(4) Prescribed drugs and medicines
incidental to outpatient care;

(5) Ambulance services, unless medi-
cally necessary;

(6) Care for military service con-
nected disabilities for which the en-
rollee is legally entitled to services and
for which facilities are reasonably
available to this enrollee;

(7) Care for conditions that State or
local law requires be treated in a public
facility;

(8) Dental services;

(9) Vision and hearing care except as
required by sections 1302(1)(A) and
1302(1)(H)(vi) of the PHS Act and para-
graphs (a)(1) and (a)(8) of this section;

(10) Custodial or domiciliary care;

unless medi-
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(11) Experimental medical, surgical,
or other experimental health care pro-
cedures, unless approved as a basic
health service by the policymaking
body of the HMO;

(12) Personal or comfort items and
private rooms, unless medically nec-
essary during inpatient hospitaliza-
tion;

(13) Whole blood and blood plasma;

(14) Long-term physical therapy and
rehabilitation;

(15) Durable medical equipment for
home use (such as wheel chairs, sur-
gical beds, respirators, dialysis ma-
chines); and

(16) Health services that are unusual
and infrequently provided and not nec-
essary for the protection of individual
health, as approved by HCFA upon ap-
plication by the HMO.

(e) An HMO may not offer to provide
or arrange for the provision of basic
health services on a prepayment basis
that do not include all the basic health
services set forth in paragraph (a) of
this section or that are limited as to
time and cost except in a manner pre-
scribed by this subpart.

[45 FR 72528, Oct. 31, 1980. Redesignated at 52
FR 36746, Sept. 30, 1987, and amended at 58
FR 38077, July 15, 1993]

§417.102 Health benefits plan: Supple-
mental health services.

(@) An HMO may provide to its en-
rollees any health service that is not
included as a basic health service under
§417.101(a). These health services may
be limited as to time and cost.

(b) An HMO must determine the level
and scope of supplemental health serv-
ices included with basic health services
provided to its enrollees for a basic
health services payment or those serv-
ices offered to its enrollees as supple-
mental health services.

[45 FR 72528, Oct. 31, 1980, as amended at 47
FR 19339, May 5, 1982. Redesignated at 52 FR
36746, Sept. 30, 1987, and amended at 58 FR
38082, 38083, July 15, 1993]

§417.103 Providers of basic and sup-
plemental health services.

(a)(1) The HMO must provide that the
services of health professionals that
are provided as basic health services
will, except as provided in paragraph
(c) of this section, be provided or ar-
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ranged for through (i) health profes-
sionals who are staff of the HMO, (ii) a
medical group or groups, (iii) an IPA or
IPAs, (iv) physicians or other health
professionals under direct service con-
tracts with the HMO for the provision
of these services, or (v) any combina-
tion of staff, medical group or groups,
IPA or IPAs, or physicians or other
health professionals under direct serv-
ice contracts with the HMO.

(2) A staff or medical group model
HMO may have as providers of basic
health services physicians who have
also entered into written services ar-
rangements with an IPA or IPAs, but
only if either (i) these physicians num-
ber less than 50 percent of the physi-
cians who have entered into arrange-
ments with the IPA or IPAs, or (ii) if
the sharing is 50 percent or greater,
HCFA approves the sharing as being
consistent with the purposes of section
1310(b) of the PHS Act.

(3) After the 4 year period beginning
with the month following the month in
that an HMO becomes a qualified HMO,
an entity that meets the requirements
of the definition of medical group in
§417.100, except for subdivision (3)(i) of
that definition, may be considered a
medical group if HCFA determines that
the principal professional activity
(over 50 percent individually) of the en-
tity’s members is the coordinated prac-
tice of their profession, and if the HMO
has demonstrated to the satisfaction of
HCFA that the entity is committed to
the delivery of medical services on a
prepaid group practice basis by either:

(i) Presenting a reasonable time-
phased plan for the entity to achieve
compliance with the ‘‘substantial re-
sponsibility” requirement of subdivi-
sion (3)(i) of the definition of ‘““medical
group’ in §417.100. The HMO must up-
date the plan annually and must dem-
onstrate to the satisfaction of HCFA
that the entity is making continuous
efforts and progress towards compli-
ance with the requirements of the defi-
nition of ““medical group,” or

(ii) Demonstrating that compliance
by the entity with the ‘“‘substantial re-
sponsibility’ requirement is unreason-
able or impractical because (A) the
HMO serves a non-metropolitan or
rural area as defined in §417.100, or (B)
the entity is a multi-speciality group
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that provides medical consultation
upon referral on a regional or national
basis, or (C) the majority of the resi-
dents of the HMO's service area are not
eligible for employer-employee health
benefits plans and the HMO has an in-
sufficient number of enrollees to re-
quire utilization of at least 35 percent
of the entity’s services.

(b) HMOs must have effective proce-
dures to monitor utilization and to
control cost of basic and supplemental
health services and to achieve utiliza-
tion goals, which may include mecha-
nisms such as risk sharing, financial
incentives, or other provisions agreed
to by providers.

(c) Paragraph (a) of this section does
not apply to the provision of the serv-
ices of a physician:

(1) Which the HMO determines are
unusual or infrequently used services;
or

(2) Which, because of an emergency,
it was medically necessary to provide
to the enrollee other than as required
by paragraph (a) of this section; or

(3) Which are provided as part of the
inpatient hospital services by employ-
ees or staff of a hospital or provided by
staff of other entities such as commu-
nity mental health centers, home
health agencies, visiting nurses’ asso-
ciations, independent laboratories, or
family planning agencies.

(d) Supplemental health services
must be provided or arranged for by
the HMO and need not be provided by
providers of basic health services under
contract with the HMO.

(e) Each HMO must:

(1) Pay the provider, or reimburse its
enrollees for the payment of reasonable
charges for basic health services (or
supplemental health services that the
HMO agreed to provide on a prepay-
ment basis) for which its enrollees have
contracted, which were medically nec-
essary and immediately required to be
obtained other than through the HMO
because of an unforeseen illness, in-
jury, or condition, as determined by
the HMO;

(2) Adopt procedures to review
promptly all claims from enrollees for
reimbursement for the provision of
health services described in paragraph
(e)(1) of this section, including a proce-
dure for the determination of the medi-

42 CFR Ch. IV (10-1-96 Edition)

cal necessity for obtaining the services
other than through the HMO; and

(3) Provide instructions to its enroll-
ees on procedures to be followed to se-
cure these health services.

(Sec. 215 of the Public Health Service Act, as
amended, 58 Stat. 690, 67 Stat. 631 (42 U.S.C.
216); secs. 1301-1318, as amended, Pub. L. 97-
35, 95 Stat. 572-578 (42 U.S.C. 300e-300e-17)

[45 FR 72528, Oct. 31, 1980; 45 FR 77031, Nov.
21, 1980, as amended at 47 FR 19339, May 5,
1982; 50 FR 6174, Feb. 14, 1985. Redesignated
at 52 FR 36746, Sept. 30, 1987, as amended at
58 FR 38082, 38083, July 15, 1993]

§417.104 Payment for basic health

services.

(a) Basic health services payment. Each
HMO must provide or arrange for the
provision of basic health services for a
basic health services payment that:

(1) Is to be paid on a periodic basis
without regard to the dates these serv-
ices are provided;

(2) Is fixed without regard to the fre-
quency, extent, or kind of basic health
services actually furnished;

(3) Except as provided in paragraph
(c) of this section, is fixed under a com-
munity rating system, as described in
paragraph (b) of this section; and

(4) May be supplemented by nominal
copayments which may be required for
the provision of specific basic health
services. Each HMO may establish one
or more copayment options calculated
on the basis of a community rating
system.

(i) An HMO may not impose copay-
ment charges that exceed 50 percent of
the total cost of providing any single
service to its enrollees, nor in the ag-
gregate more than 20 percent of the
total cost of providing all basic health
services.

(if) To insure that copayments are
not a barrier to the utilization of
health services or enrollment in the
HMO, an HMO may not impose copay-
ment charges on any subscriber (or en-
rollees covered by the subscriber’s con-
tract with the HMO) in any calendar
year, when the copayments made by
the subscriber (or enrollees) in that
calendar year total 200 percent of the
total annual premium cost which that

506



Health Care Financing Administration, HHS

subscriber (or enrollees) would be re-
quired to pay if he (or they) were en-
rolled under an option with no copay-
ments. This limitation applies only if
the subscriber (or enrollees) dem-
onstrates that copayments in that
amount have been paid in that year.

(b) Community rating system. Under a
community rating system, rates of
payment for health services may be de-
termined on a per person or per family
basis, as described in paragraph (b)(1)
of this section or on a per group basis
as described in paragraph (b)(2) of this
section. An HMO may fix its rates of
payment under the system described in
paragraph (b)(1) or (b)(2) of this section
or under both such systems, but an
HMO may use only one such system for
fixing its rates of payment for any one
group.

(1) A system of fixing rates of pay-
ment for health services may provide
that the rates will be fixed on a per
person or per family basis and may
vary with the number of persons in a
family. Except as otherwise authorized
in this paragraph, these rates must be
equivalent for all individuals and for
all families of similar composition.
Rates of payment may be based on ei-
ther a schedule of rates charged to
each subscriber group or on a per-en-
rollee-per-month (or per-subscriber-
per-month) revenue requirement for
the HMO. In the former event, rates
may vary from group to group if the
projected total revenue from each
group is substantially equivalent to
the revenue that would be derived if
the schedule of rates were uniform for
all groups. In the latter event, the pay-
ments from each group of subscribers
must be calculated to yield revenues
substantially equivalent to the product
of the total number of enrollees (or
subscribers) expected to be enrolled
from the group and the per-enrollee-
per-month (or per-subscriber-per-
month) revenue requirement for the
HMO. Under the system described in
this paragraph, rates of payment may
not vary because of actual or antici-
pated utilization of services by individ-
uals associated with any specific group
of subscribers. These provisions do not
preclude changes in the rates of pay-
ment that are established for new en-
rollments or re-enrollments and that
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do not apply to existing contracts until
the renewal of these contracts.

(2) A system of fixing rates of pay-
ment for health services may provide
that the rates will be fixed for individ-
uals and families by groups. Except as
otherwise authorized in this paragraph,
such rates must be equivalent for all
individuals in the same group and for
all families of similar composition in
the same group. If an HMO is to fix
rates of payment for individuals and
families by groups, it must:

(i) Classify all of the enrollees of the
organization into classes based on fac-
tors that the HMO determines predict
the differences in the use of health
services by the individuals or families
in each class and which have not been
disapproved by HCFA,

(ii) Determine its revenue require-
ments for providing services to the en-
rollees of each class established under
paragraph (b)(2)(i) of this section, and

(iii) Fix the rates of payment for the
individuals and families of a group on
the basis of a composite of the organi-
zation’s revenue requirements deter-
mined under paragraph (b)(2)(ii) of this
section for providing services to them
as members of the classes established
under paragraph (b)(2)(i) of this sec-
tion. HCFA will review the factors used
by each HMO to establish classes under
paragraph (b)(2)(i) of this section. If
HCFA determines that any such factor
may not reasonably be used to predict
the use of the health services by indi-
viduals and families, HCFA will dis-
approve the factor for that purpose.

(3)(i) Nominal differentials in rates
may be established to reflect dif-
ferences in marketing costs and the
different administrative costs of col-
lecting payments from the following
categories of potential subscribers:

(A) Individual (non-group) subscrib-
ers (including their families).

(B) Small groups of subscribers (100
subscribers or fewer).

(C) Large groups of subscribers (over
100 subscribers).

(ii) Differentials in rates may be es-
tablished for subscribers enrolled in an
HMO: (A) Under a contract with a gov-
ernmental authority under section 1079
(“‘Contracts for Medical Care for
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Spouses and Children: Plans’’) or sec-
tion 1086 (‘‘Contracts for Health Bene-
fits for Certain Members, Former Mem-
bers and their Dependents’’) of title 10
(““Armed Forces’’), United States Code;
or (B) under any other governmental
program (other than the health bene-
fits program authorized by chapter 89
(““Health Insurance’’) of title 5 (‘‘Gov-
ernment Organization and Employ-
ees’”), United States Code; or (C) under
any health benefits program for em-
ployees of States, political subdivisions
of states, and other public entities.

(4) An HMO may establish a separate
community rate for separate regional
components of the organization upon
satisfactory demonstration to HCFA of
the following:

(i) Each regional component is geo-
graphically distinct and separate from
any other regional component; and

(ii) Each regional component pro-
vides substantially the full range of
basic health services to its enrollees,
without extensive referral between
components of the organization for
these services, and without substantial
utilization by any two components of
the same health care facilities. The
separate community rate for each re-
gional component of the HMO must be
based on the different costs of provid-
ing health services in the respective re-
gions.

(c) Exceptions to community rating re-
quirement. (1) In the case of an HMO
that provided comprehensive health
services on a prepaid basis before it be-
came a qualifed HMO, the requirement
of community rating shall not apply to
the HMO during the forty-eight month
period beginning with the month fol-
lowing the month in which it became a
qualifed HMO.

(2) The requirement of community
rating does not apply to the basic
health services payment for basic
health services provided an enrollee
who is a full-time student at an accred-
ited institution of higher education.

(d) Late payment penalty. HMOs may
charge a late payment penalty on ac-
counts receivable that are in arrears.

(e) Review procedures for evaluating
the community rating by class system

42 CFR Ch. IV (10-1-96 Edition)

under paragraph (b)(2).: An HMO may
establish a community rating system
under paragraph (b)(2) of this section
or revised factors used to establish
classes after it receives written ap-
proval of the factors from HCFA. HCFA
will give approval if it concludes that
the factors can reasonably be used to
predict the use of health services by in-
dividuals and families.

(1) An HMO must make a written re-
quest to HCFA, listing the factors to be
used in the community rating by class
system under paragraph (b)(2) of this
section.

(2) HCFA will notify each HMO with-
in 30 days of receipt of the request and
application of one of the following:

(i) The application is approved;

(ii) Additional information or data
are required and HCFA will notify the
HMO of its decision within 30 days
from the date of receipt of this infor-
mation or data; or

(iii) HCFA needs additional time to
review the written request and the
HMO will be notified of HCFA’s deci-
sion within 90 days.

(Approved by the Office of Management and
Budget under control number 0915-0051)

(Sec. 215 of the Public Health Service Act, as
amended, 58 Stat. 690, 67 Stat. 631 (42 U.S.C.
216); secs. 1301-1318, as amended, Pub. L. 97—
35, 95 Stat. 572-578 (42 U.S.C. 300e-300e-17)

[45 FR 72528, Oct. 31, 1980, as amended at 47
FR 19339, May 5, 1982; 50 FR 6175, Feb. 14,
1985. Redesignated at 52 FR 36746, Sept. 30,
1987, as amended at 56 FR 8853, Mar. 1, 1991;
58 FR 38082, 38083, July 15, 1993]

§417.105 Payment for
health services.

(@ An HMO may require supple-
mental health services payments, in
addition to the basic health services
payments, for the provision of each
health service included in the supple-
mental health services set forth in
§417.102 for which subscribers have con-
tracted, or it may include supple-
mental health services in the basic
health services provided its enrollees
for a basic health services payment.

supplemental

1Further information entitled ‘“Guidelines
for Rating by Class”” may be obtained from
the Office of Prepaid Health Care, Division of
Qualification Analysis, HHS Cohen Bldg.,
room 4360, 330 Independence Ave. SW., Wash-
ington, DC 20201.
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(b) Supplemental health services pay-
ments may be made in any agreed upon
manner, such as prepayment or fee-for-
service. Supplemental health services
payments that are fixed on a prepay-
ment basis, however, must be fixed
under a community rating system, un-
less the supplemental health services
payment is for a supplemental health
service provided an enrollee who is a
full-time student at an accredited in-
stitution of higher education. In the
case of an HMO that provided com-
prehensive health services on a prepaid
basis before it became a qualifed HMO,
the community rating requirement
shall not apply to that HMO during the
forty-eight month period beginning
with the month following the month in
which it became a qualifed HMO.

(Sec. 215 of the Public Health Service Act, as
amended, 58 Stat. 690, 67 Stat. 631 (42 U.S.C.
216); secs. 1301-1318, as amended, Pub. L. 97—
35, 95 Stat. 572-578 (42 U.S.C. 300e-300e-17)

[45 FR 72528, Oct. 31, 1980, as amended at 50
FR 6175, Feb. 14, 1985. Redesignated at 52 FR
36746, Sept. 30, 1987, as amended at 58 FR
38082, 38083, July 15, 1993]

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

(a) Quality assurance program. Each
HMO or CMP must have an ongoing
quality assurance program for its
health services that meets the follow-
ing 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, inappropri-
ate or substandard services have been
provided or services that ought to have
been furnished have not been provided.

(b) Awvailability and accessibility of
health care services. Basic health serv-
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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
HMOQO'’s service area.

(2) Exception. 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-
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

(if) 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.)

(c) Continuity of care. The HMO
must ensure continuity or care
through arrangements 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
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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 confidential-
ity of the health and medical records of
its enrollees.

[58 FR 38068, July 15, 1993]

Subpart C—Qualified Health
Maintenance Organizations:
Organization and Operation

SOURCE: 58 FR 38068, July 15, 1993, unless
otherwise noted.

§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 evaluat-
ing assets and liabilities, loan funds
awarded or guaranteed under section
1306 of the PHS Act are not included as
liabilities.

(i) 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 individ-
ual, covering each officer and employee
entrusted with the handling of its
funds. The bond may have reasonable
deductibles, based upon the financial
strength of the HMO.

(vi) Insurance policies or other ar-
rangements, secured and maintained
by the HMO and approved by HCFA 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

42 CFR Ch. IV (10-1-96 Edition)

recent fiscal year or does not have
positive net worth, the HMO must sub-
mit a financial plan satisfactory to
HCFA to achieve net operating surplus
within available fiscal resources.

(i) 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
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.

8§417.122 Protection of enrollees.

(a) Liability protection. (1) Each HMO
must adopt and maintain arrange-
ments satisfactory to HCFA 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 HCFA.

(iii) Financial reserves, acceptable to
HCFA, that are held for the HMO and
restricted for use only in the event of
insolvency.

510



Health Care Financing Administration, HHS

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

(2) The requirements of this para-
graph do not apply to an HMO if HCFA
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.

8§417.124 Administration and manage-
ment.

(a) General requirements. Each HMO
must have administrative and manage-
rial arrangements satisfactory to
HCFA, as demonstrated by at least the
following:

(1) A policymaking body that exer-
cises oversight and control over the
HMO’s policies and personnel to ensure
that management actions are in the
best interest of the HMO and its enroll-
ees.

(2) Personnel and systems sufficient
for the HMO to organize, plan, control
and evaluate the financial, marketing,
health services, quality assurance pro-
gram, administrative and management
aspects of the HMO.

(3) At a minimum, management by
an executive whose appointment and
removal are under the control of the
HMO’s policymaking body.

(b) Full and fair disclosure—(1) Basic
rule. Each HMO must prepare a written
description of the following:

(i) Benefits (including
and exclusions).

(ii) Coverage (including a statement
of conditions on eligibility for bene-
fits).

(iii) Procedures to be followed in ob-
taining benefits and a description of
circumstances under which benefits
may be denied.

(iv) Rates.

(v) Grievance procedures.

(vi) Service area.

limitations

§417.124

(vii) Participating providers.

(viii) Financial condition including
at least the following most recently
audited information: Current assets,
other assets, total assets; current li-
abilities, long term liabilities; and net
worth.

(2) Requirements for the description. (i)
The description must be written in a
way that can be easily understood by
the average person who might enroll in
the HMO.

(ii) The description of benefits and
coverage may be in general terms if
reference is made to a detailed state-
ment of benefits and coverage that is
available without cost to any person
who enrolls in the HMO or to whom the
opportunity for enrollment is offered.

(ifi) The HMO must provide the de-
scription to any enrollee or person who
is eligible to elect the HMO option and
who requests the material from the
HMO or the administrator of a health
benefits plan. For purposes of this re-
quirement, ‘“‘administrator” (of a
health benefits plan) has the meaning
it is given in the Employment Retire-
ment Income Security Act of 1974
(ERISA) at 29 U.S.C. 1002(16)(A).

(iv) If the HMO provides health serv-
ices through individual practice asso-
ciations (IPAs), the HMO must specify
the number of member physicians by
specialty, and a listing of the hospitals
where HMO enrollees will receive basic
and supplemental health services.

(v) If the HMO provides health serv-
ices other than through IPAs, the HMO
must specify, for each ambulatory care
facility, the facility’s address, days and
hours of operation, and the number of
physicians by specialty, and a listing of
the hospitals where HMO enrollees will
receive basic and supplemental health
services.

(c) Broadly representative enrollment.
(1) Each HMO must offer enrollment to
persons who are broadly representative
of the various age, social, and income
groups within its service area.

(2) If an HMO has a medically under-
served population located in its service
area, not more than 75 percent of its
enrollees may be from the medically
underserved population unless the area
in which that population resides is a
rural area.
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(d) Health status and enrollment. (1)
The HMO may not, on the basis of
health status, health care needs, or age
of the individual—

(i) Expel or refuse to reenroll any en-
rollee; or

(ii) Refuse to enroll individual mem-
bers of a group.

(2) For purposes of this paragraph, a
“‘group’’ is composed of individuals who
enroll in the HMO under a contract or
other arrangement that covers two or
more subscribers. Examples of groups
are employees who enroll under a con-
tract between their employer and the
HMO, or members of an organization
that arranges coverage for its member-
ship.

(3) Nothing in this subpart prohibits
an HMO from requiring that, as a con-
dition for continued eligibility for en-
rollment, enrolled dependent children,
upon reaching a specified age, convert
to individual enrollment, consistent
with paragraph (e) of this section.

(e) Conversion of enrollment. (1) Each
HMO must offer individual enrollment
to the following:

(i) Each enrollee (and his or her en-
rolled dependents) leaving a group.

(ii) Each enrollee who would other-
wise cease to be eligible for HMO en-
rollment because of his or her age, or
the death or divorce of an enrollee.

(2) The individual enrollment offered
must meet the conditions of subpart B
of this part and this subpart C.

(3) The HMO is not required to offer
individual enrollment except to the en-
rollees specified in this paragraph.

(4) The HMO must offer the enroll-
ment on the same terms and conditions
that it makes available to other
nongroup enrollees.

(f) [Reserved]

(g) Grievance procedures. Each HMO
must have and use meaningful proce-
dures for hearing and resolving griev-
ances between the HMO'’s enrollees and
the HMO, including the HMO staff and
medical groups and IPAs that furnish
services. These procedures must ensure
that:

(1) Grievances and complaints are
transmitted in a timely manner to ap-
propriate HMO decisionmaking levels
that have authority to take corrective
action; and
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(2) Appropriate action is taken
promptly, including a full investiga-
tion if necessary and notification of
concerned parties as to the results of
the HMO’s investigation.

(h) Certification of institutional provid-
ers. Each HMO must ensure that its af-
filiated institutional providers meet
one of the following conditions:

(1) In the case of hospitals, are either
accredited by the Joint Commission on
Accreditation of Health Care Organiza-
tions, or certified by Medicare.

(2) In the case of laboratories, are ei-
ther CLIA-exempt, or have in effect a
valid certificate of one of the following
types, issued by HCFA in accordance
with section 353 of the PHS Act and
part 493 of this chapter:

(i) Registration certificate.

(ii) Certificate.

(iii) Certificate of waiver.

(iv) Certificate of accreditation.

(3) In the case of other affiliated in-
stitutional providers, are certified for
participation in Medicare and Medicaid
in accordance with part 405, 416, 418,
488, or 491 of this chapter, as appro-
priate.

[58 FR 38068, July 15, 1993, as amended at 59
FR 49843, Sept. 30, 1994]

8§417.126 Recordkeeping and reporting
requirements.

(a) General reporting and disclosure re-
quirements. Each HMO must have an ef-
fective procedure to develop, compile,
evaluate, and report to HCFA, to its
enrollees, and to the general public, at
the times and in the manner that
HCFA requires, and while safeguarding
the confidentiality of the doctor-pa-
tient relationship, statistics and other
information with respect to the follow-
ing:

(1) The cost of its operations.

(2) The patterns of utilization of its
services.

(3) The availability, accessibility,
and acceptability of its services.

(4) To the extent practical, develop-
ments in the health status of its enroll-
ees.

(5) Information demonstrating that
the HMO has a fiscally sound oper-
ation.

(6) Other matters that HCFA may re-
quire.

5