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bankrupt or out of business during the
quarter; and

(5) Amounts of overpayments pre-
viously credited and reclaimed by the
State.

§ 433.322 Maintenance of records.
The Medicaid agency must maintain

a separate record of all overpayment
activities for each provider in a man-
ner that satisfies the retention and ac-
cess requirements of 45 CFR part 74,
subpart D.

PART 434—CONTRACTS

Subpart A—General Provisions

Sec.
434.1 Basis and scope.
434.2 Definitions.
434.4 State plan requirement.
434.6 General requirements for all contracts

and subcontracts.

Subpart B—Contracts with Fiscal Agents
and Private Nonmedical Institutions

434.10 Contracts with fiscal agents.
434.12 Contracts with private nonmedical

institutions.
434.14 [Reserved]

Subpart C—Contracts with HMOs and
PHPs: Contract Requirements

GENERAL REQUIREMENTS

434.20 Basic rules.

ADDITIONAL REQUIREMENTS

434.21 Contracts that must meet additional
requirements.

434.22 Application of sanctions to risk com-
prehensive contracts.

434.23 Capitation fees.
434.25 Coverage and enrollment.
434.26 Composition of enrollment.
434.27 Termination of enrollment.
434.28 Advance directives.
434.29 Choice of health professional.
434.30 Emergency medical service.
434.32 Grievance procedure.
434.34 Quality assurance system.
434.36 Marketing.
434.38 Inspection and audit of HMO’s finan-

cial records.

Subpart D—Contracts With Health Insuring
Organizations

434.40 Contract requirements.
434.42 Application of sanctions to risk com-

prehensive contracts.

434.44 Special rules for certain health insur-
ing organizations.

Subpart E—Contracts with HMOs and PHPs:
Medicaid Agency Responsibilities

434.50 Proof of HMO or PHP capability.
434.52 Furnishing of required services.
434.53 Periodic medical audits.
434.57 Limit on payment to other providers.
434.59 Continued service to recipients whose

enrollment is terminated.
434.61 Computation of capitation fees.
434.63 Monitoring procedures.
434.65 Services included in the State plan

but not covered by the contract.
434.67 Sanctions against HMOs with risk

comprehensive contracts.

Subpart F—Federal Financial Participation

434.70 Condition for FFP.
434.71 Condition for FFP: Prior approval.
434.72 Effect of a final determination that a

provisional status HMO is not an HMO.
434.74 Costs under risk-basis contracts.
434.75 Costs under no-risk contracts.
434.76 Costs under fiscal agent contracts.
434.78 Right to reconsideration of disallow-

ance.
434.80 Condition for FFP in contracts with

HMOs.

AUTHORITY: Sec. 1102 of the Social Security
Act (42 U.S.C. 1302).

SOURCE: 48 FR 54020, Nov. 30, 1983, unless
otherwise noted.

Subpart A—General Provisions

§ 434.1 Basis and scope.
(a) Basis. This part is based on sec-

tions 1902(a)(4) and 1903(m) of the Act.
Section 1902(a)(4) requires that the
State plan provide for methods of ad-
ministration that the Secretary finds
necessary for proper and efficient oper-
ation of the plan. Section 1903(m)(1)(A)
of the Act defines an HMO as an entity
that meets the requirements of the
Public Health Service (PHS) Act to be
a Federally qualified HMO, or meets
two specified requirements pertaining
to accessibility of services and fiscal
solvency. Section 1903(m)(2)(A) limits
risk-basis contracts for specified
health services to entities that meet
the HMO definition of section
1903(m)(1)(A) and sets forth certain en-
rollment and other requirements that
these contracts must meet as a condi-
tion for FFP. Section 1903(m)(2)(B) ex-
empts, from the limitations of section
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1903(m)(2)(A), certain specified prepay-
ment plans that are not HMOs.

(b) Scope. This part sets forth the re-
quirements for contracts with certain
organizations for furnishing Medicaid
services or processing or paying Med-
icaid claims, or enchancing the agen-
cy’s capability for effective adminis-
tration of the program.

[48 FR 54020, Nov. 30, 1983; 48 FR 55128, Dec.
9, 1983]

EFFECTIVE DATE NOTE: At 66 FR 6403, Jan.
19, 2001, § 434.1 was amended by revising para-
graph (a), effective April 19, 2001. At 66 FR
11546, Feb. 26, 2001 the effective date was de-
layed until June 18, 2001, at 66 FR 32776, June
18, 2001 it was furthered delayed until Aug.
17, 2001, and at 66 FR 43090, Aug. 17, 2001 it
was furthered delayed until Aug. 16, 2002. For
the convenience of the user, the revised text
is set forth as follows:

§ 434.1 Basis and scope.
(a) Statutory basis. This part is based on

section 1902(a)(4) of the Act, which requires
that the State plan provide for methods of
administration that the Secretary finds nec-
essary for the proper and efficient operation
of the plan.

* * * * *

§ 434.2 Definitions.
As used in this part, unless the con-

text indicates otherwise—
Capitation fee means the fee the agen-

cy pays periodically to a contractor for
each recipient enrolled under a con-
tract for the provision of medical serv-
ices under the State plan, whether or
not the recipient receives the services
during the period covered by the fee.

Clinical laboratory means a facility
that examines materials derived from
the human body, for the purpose of pro-
viding information for the diagnosis,
prevention or treatment of a disease or
the assessment of a medical condition.

Contractor means any of the following
entities that contract with the Med-
icaid agency under a State plan and in
return for a payment, to process
claims, to pay for or provide medical
services, or to enhance the agency’s ca-
pability for effective administration of
the program:

(a) A fiscal agent.
(b) A health care project grant cen-

ter.
(c) A private nonmedical institution.

(d) A health insuring organization.
(e) A health maintenance organiza-

tion.
(f) A prepaid health plan.
(g) A clinical laboratory.
(h) A professional management serv-

ice or consultant firm.
Enrolled recipient means an individual

who is eligible for Medicaid and who
enters into an agreement to receive
services from a health maintenance or-
ganization or prepaid health plan that
contracts with the agency under this
part.

Federally qualified HMO means an
HMO that has been determined by CMS
to be a qualified HMO under section
1310(d) of the PHS Act.

Fiscal agent means an entity that
processes or pays vendor claims for the
agency.

Health care projects grant center means
an entity that—

(a) Is supported in whole or in part
by Federal project grant financial as-
sistance; and

(b) Provides or arranges for medical
services to recipients.

Health insuring organization (HIO)
means an entity that—

(a) Covers (through payments or ar-
rangements with providers) services for
recipients in exchange for a premium
or subscription charge paid; and

(b) Assumes risk for the costs of serv-
ices it covers.

Health maintenance organization
(HMO) means a public or private orga-
nization organized under State law
that—

(a) Is a federally qualified HMO; or
(b) Meets the State plan’s definition

of an HMO.
Nonrisk means that the contractor is

not at financial risk for changes in the
cost or utilization of services provided
for in the payment rate agreed upon at
the beginning of the contract period.
Under a nonrisk contract, the State
agency may make retroactive adjust-
ment during and at the end of the con-
tract period so that the contractor is
reimbursed for costs actually incurred,
subject to the upper limit of payment
established in § 447.362 of this chapter,
or any lower limit specified in the con-
tract.

Prepaid health plan (PHP) means an
entity that provides medical services

VerDate 11<MAY>2000 11:14 Oct 22, 2001 Jkt 194171 PO 00000 Frm 00105 Fmt 8010 Sfmt 8010 Y:\SGML\194171T.XXX pfrm01 PsN: 194171T



106

42 CFR Ch. IV (10–1–01 Edition)§ 434.4

to enrolled recipients, under contract
with the Medical agency and on the
basis of prepaid capitation fees, but is
not subject to requirements in section
1903(m)(2)(A) of the Act.

Private nonmedical institution means
an institution (such as a child-care fa-
cility or a maternity home) that—

(a) Is not, as a matter of regular busi-
ness, a health insuring organization or
a community health care center;

(b) Provides medical care to its resi-
dents through contracts or other ar-
rangements with medical providers;
and

(c) Receives capitation payments
from the Medicaid agency, under a
nonrisk contract, for its residents who
are eligible for Medicaid.

Professional management service or con-
sultant firm means a firm that performs
management services such as auditing
or staff training, or carries out studies
or provides consultation aimed at im-
proving State Medicaid operations, for
example, with respect to reimburse-
ment formulas or accounting systems.

Provisional status HMO means an
HMO that the State agency has deter-
mined is a provisional status Federally
qualified HMO because more than 90
days have elapsed since the HMO ap-
plied to the PHS for Federal qualifica-
tion and the PHS has not made a final
determination. The provisional status
continues until the PHS makes the
final determination or the contract
with the Medicaid agency is termi-
nated, whichever occurs first.

Risk or underwriting risk means the
possibility that a contractor may incur
a loss because the cost of providing
services may exceed the payments
made by the agency to the contractor
for services covered under the contract.

[48 FR 54020, Nov. 30, 1983; 48 FR 55128, Dec.
9, 1983, as amended at 52 FR 22322, June 11,
1987; 55 FR 51295, Dec. 13, 1990]

EFFECTIVE DATE NOTE: At 66 FR 6403, Jan.
19, 2001, § 434.2 was amended by removing the
definitions of ‘‘Capitation fee’’, ‘‘Clinical
laboratory’’, ‘‘Contractor’’, ‘‘Enrolled recipi-
ent’’, ‘‘Federally qualified HMO’’, ‘‘Health
insuring organization (HIO)’’, ‘‘Health main-
tenance organization (HMO)’’, ‘‘Nonrisk’’,
‘‘Prepaid health plan (PHP)’’, ‘‘provisional
status HMO’’, and ‘‘risk or underwriting
risk’’, effective April 19, 2001. At 66 FR 11546,
Feb. 26, 2001 the effective date was delayed
until June 18, 2001, at 66 FR 32776, June 18,

2001 it was furthered delayed until Aug. 17,
2001, and at 66 FR 43090, Aug. 17, 2001 it was
furthered delayed until Aug. 16, 2002.

§ 434.4 State plan requirement.
If the State plan provides for con-

tracts of the types covered by this
part, the plan must also provide for
meeting the applicable requirements of
this part.

§ 434.6 General requirements for all
contracts and subcontracts.

(a) Contracts. All contracts under this
part must—

(1) Include provisions that define a
sound and complete procurement con-
tract, as required by 45 CFR part 74, ap-
pendix G;

(2) Identify the population covered by
the contract;

(3) Specify any procedures for enroll-
ment or reenrollment of the covered
population;

(4) Specify the amount, duration, and
scope of medical services to be pro-
vided or paid for;

(5) Provide that the agency and HHS
may evaluate through inspection or
other means, the quality, appropriate-
ness and timeliness of services per-
formed under the contract;

(6) Specify procedures and criteria
for terminating the contract, including
a requirement that the contractor
promptly supply all information nec-
essary for the reimbursement of any
outstanding Medicaid claims;

(7) Provide that the contractor main-
tains an appropriate record system for
services to enrolled recipients;

(8) Provide that the contractor safe-
guards information about recipients as
required by part 431, subpart F of this
chapter;

(9) Specify any activities to be per-
formed by the contractor that are re-
lated to third party liability require-
ments in part 433, subpart D of this
chapter;

(10) Specify which functions may be
subcontracted; and

(11) Provide that any subcontracts
meet the requirements of paragraph (b)
of this section.

(b) Subcontracts. All subcontracts
must be in writing and fulfill the re-
quirements of this part that are appro-
priate to the service or activity dele-
gated under the subcontract.
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(c) Continued responsibility of con-
tractor. No subcontract terminates the
legal responsibility of the contractor
to the agency to assure that all activi-
ties under the contract are carried out.

EFFECTIVE DATE NOTE: At 66 FR 6403, Jan.
19, 2001, § 434.6 was amended in paragraph
(a)(1) by removing ‘‘Appendix G’’, effective
April 19, 2001. At 66 FR 11546, Feb. 26, 2001 the
effective date was delayed until June 18, 2001,
at 66 FR 32776, June 18, 2001 it was furthered
delayed until Aug. 17, 2001, and at 66 FR
43090, Aug. 17, 2001 it was furthered delayed
until Aug. 16, 2002.

Subpart B—Contracts with Fiscal
Agents and Private Nonmed-
ical Institutions

§ 434.10 Contracts with fiscal agents.
Contracts with fiscal agents must—
(a) Meet the requirements of § 434.6;
(b) Include termination procedures

that require the contractors to supply
promptly all material necessary for
continued operation of payment and re-
lated systems. This material includes—

(1) Computer programs;
(2) Data files;
(3) User and operation manuals, and

other documentation;
(4) System and program documenta-

tion; and
(5) Training programs for Medicaid

agency staff, their agents or designated
representatives in the operation and
maintenance of the system;

(c) Offer to the State one or both of
the following options, if the fiscal
agent or the fiscal agent’s subcon-
tractor has a proprietary right to ma-
terial specified in paragraph (b) of this
section:

(1) Purchasing the material; or
(2) Purchasing the use of the mate-

rial through leasing or other means;
and

(d) State that payment to providers
will be made in accordance with part
447 of this chapter.

§ 434.12 Contracts with private non-
medical institutions.

Contracts with private nonmedical
institutions must—

(a) Meet the requirements of § 434.6;
(b) Specify a capitation fee based on

the cost of the services provided, in ac-
cordance with the reimbursement re-

quirements prescribed in part 447 of
this chapter; and

(c) Specify when the capitation fee
must be paid.

§ 434.14 [Reserved]

Subpart C—Contracts With HMOs
and PHPs: Contract Requirements

EFFECTIVE DATE NOTE: At 66 FR 6403, Jan.
19, 2001, subpart C consisting of §§ 434.20
through 434.38 was removed and reserved, ef-
fective April 19, 2001. At 66 FR 11546, Feb. 26,
2001 the effective date was delayed until
June 18, 2001, at 66 FR 32776, June 18, 2001 it
was furthered delayed until Aug. 17, 2001, and
at 66 FR 43090, Aug. 17, 2001 it was furthered
delayed until Aug. 16, 2002.

GENERAL REQUIREMENTS

§ 434.20 Basic rules.

(a) Entities eligible for risk contracts for
services specified in § 434.21. A Medicaid
agency may enter into a risk contract
for the scope of services specified in
§ 434.21, only with an entity that—

(1) Is a Federally qualified HMO, in-
cluding a provisional status Federally
qualified HMO;

(2) Meets the State plan’s definition
of an HMO, as specified in paragraph
(c) of this section;

(3) Is one of several entities identi-
fied in section 1903(m)(2)(B) (i), (ii) and
(iii) of the Act, and considered as
PHPs;

(4) Is one of certain Community, Mi-
grant and Appalachian Health Centers
identified in section 1903(m)(2)(G) of
the Act. Unless they qualify for a total
exemption under section 1903(m)(2)(B),
these entities are subject to the regula-
tions governing HMOs under this part,
with the exception of the requirements
of section 1903(m)(2)(A) (i) and (ii) of
the Act; or

(5) Is an HIO that arranges for serv-
ices and becomes operational before
January 1, 1986.

(b) Entities eligible for other kinds of
contracts. A Medicaid agency may enter
into a nonrisk contract, or a risk con-
tract for a scope of services other than
the scope specified in § 434.21(b), with
any of the entities identified in para-
graph (a) of this section, or with any
other PHP.
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