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Maternal and Child Health program.
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nation.

441.308 Hearings procedures for waiver ter-
minations.

441.310 Limits on Federal financial partici-
pation (FFP).

Subpart H—Home and Community-Based
Services Waivers for Individuals Age 65
or Older: Waiver Requirements

441.350 Basis and purpose.
441.351 Contents of a request for a waiver.
441.352 State assurances.
441.353 Supporting documentation required.
441.354 Aggregate projected expenditure

limit (APEL).
441.355 Duration, extension, and amendment

of a waiver.
441.356 Waiver termination.
441.357 Hearing procedures for waiver deni-
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pation (FFP).
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review.

Subpart I—Community Supported Living
Arrangements Services

441.400 Basis and purpose.
441.402 State plan requirements.
441.404 Minimum protection requirements.

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

SOURCE: 43 FR 45229, Sept. 29, 1978, unless
otherwise noted.

§ 441.1 Purpose.

This part sets forth State plan re-
quirements and limits on FFP for spe-
cific services defined in part 440 of this
subchapter. Standards for payments for
services provided in intermediate care
facilities and skilled nursing facilities
are set forth in part 442 of this sub-
chapter.

Subpart A—General Provisions

§ 441.10 Basis.
This subpart is based on the fol-

lowing sections of the Act which state
requirements and limits on the services
specified or provide Secretarial author-
ity to prescribe regulations relating to
services:

(a) Section 1102 for end-stage renal
disease (§ 441.40).

(b) Section 1138(b) for organ procure-
ment organization services (§ 441.13(c)).

(c) Sections 1902(a)(10)(A) and
1905(a)(21) for nurse practitioner serv-
ices (§ 441.22).

(d) Sections 1902(a)(10)(D) and
1905(a)(7) for home health services
(§ 441.15).

(e) Section 1903(i)(1) for organ trans-
plant procedures (§ 441.35).

(f) Section 1903(i)(5) for certain pre-
scribed drugs (§ 441.25).

(g) Section 1903(i)(6) for prohibition
(except in emergency situations) of
FFP in expenditures for inpatient hos-
pital tests that are not ordered by the
attending physician or other licensed
practitioner (§ 441.12).

(h) Section 1903(i)(18) for the require-
ment that each home health agency
provide the Medicaid agency with a
surety bond (§ 441.16).

(i) Section 1905(a)(4)(C) for family
planning (§ 441.20).

(j) Sections 1905 (a)(12) and (e) for op-
tometric services (§ 441.30).

(k) Section 1905(a)(17) for nurse-mid-
wife services (§ 441.21).

(l) Section 1905(a) (following (a)(24))
for prohibition of FFP in expenditures
for certain services (§ 441.13).

[60 FR 19862, Apr. 21, 1995, as amended at 63
FR 310, Jan. 5, 1998]

§ 441.11 Continuation of FFP for insti-
tutional services.

(a) Basic conditions for continuation of
FFP. FFP may be continued for up to
30 days after the effective date of ter-
mination or expiration of a provider
agreement, if the following conditions
are met:

(1) The Medicaid payments are for re-
cipients admitted to the facility before
the effective date of termination or ex-
piration.

(2) The State agency is making rea-
sonable efforts to transfer those recipi-
ents to other facilities or to alternate
care.

(b) When the 30-day period begins. The
30-day period begins on one of the fol-
lowing:

(1) The effective date of termination
of the facility’s provider agreement by
HCFA;

(2) The effective date of termination
of the facility’s Medicaid provider
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agreement by the Medicaid agency on
its own volition; or

(3) In the case of an ICF/MR, the
later of—

(i) The effective date of termination
or nonrenewal of the facility’s provider
agreement by the Medicaid agency on
its own volition; or

(ii) The date of issuance of an admin-
istrative hearing decision that upholds
the agency’s termination or non-
renewal action.

(c) Services for which FFP may be con-
tinued. FFP may be continued for any
of the following services, as defined in
subpart A of part 440 of this chapter:

(1) Inpatient hospital services.
(2) Inpatient hospital services for in-

dividuals age 65 or older in an institu-
tion for mental diseases.

(3) Nursing facility services for indi-
viduals age 21 or older.

(4) Nursing facility services for indi-
viduals age 65 or older in an institution
for mental diseases.

(5) Inpatient psychiatric services for
individuals under age 21.

(6) Nursing facility services for indi-
viduals under 21.

(7) Intermediate care facility services
for the mentally retarded.

[59 FR 56234, Nov. 10, 1994]

§ 441.12 Inpatient hospital tests.
Except in an emergency situation

(see § 440.170(e)(1) of this chapter for
definition), FFP is not available in ex-
penditures for inpatient hospital tests
unless the tests are specifically ordered
by the attending physician or other li-
censed practitioner, acting within the
scope of practice as defined under
State law, who is responsible for the di-
agnosis or treatment of a particular
patient’s condition.

[46 FR 48554, Oct. 1, 1981]

§ 441.13 Prohibitions on FFP: Institu-
tionalized individuals.

(a) FFP is not available in expendi-
tures for services for—

(1) Any individual who is in a public
institution, as defined in § 435.1009 of
this subchapter; or

(2) Any individual who is under age 65
and is in an institution for mental dis-
eases, except an individual who is
under age 22 and receiving inpatient

psychiatric services under subpart D of
this part.

(b) With the exception of active
treatment services (as defined in
§ 483.440(a) of this chapter for residents
of ICFs/MR and in § 441.154 for individ-
uals under age 21 receiving inpatient
psychiatric services), payments to in-
stitutions for the mentally retarded or
persons with related conditions and to
psychiatric facilities or programs pro-
viding inpatient psychiatric services to
individuals under age 21 may not in-
clude reimbursement for formal edu-
cational services or for vocational
services. Formal educational services
relate to training in traditional aca-
demic subjects. Subject matter rather
than setting, time of day, or class size
determines whether a service is edu-
cational. Traditional academic sub-
jects include, but are not limited to,
science, history, literature, foreign lan-
guages, and mathematics. Vocational
services relate to organized programs
that are directly related to the prepa-
ration of individuals for paid or unpaid
employment. An example of vocational
services is time-limited vocational
training provided as a part of a regu-
larly scheduled class available to the
general public.

(c) FFP is not available in expendi-
tures for services furnished by an organ
procurement organization on or after
April 1, 1988, that does not meet the re-
quirements of part 485, subpart D of
this chapter.

[43 FR 45229, Sept. 29, 1978, as amended at 51
FR 22041, June 17, 1986; 53 FR 6549, Mar. 1,
1988; 57 FR 54709, Nov. 20, 1992]

§ 441.15 Home health services.

With respect to the services defined
in § 440.70 of this subchapter, a State
plan must provide that—

(a) Home health services include, as a
minimum—

(1) Nursing services;
(2) Home health aide services; and
(3) Medical supplies, equipment, and

appliances.
(b) The agency provides home health

services to—
(1) Categorically needy recipients age

21 or over;
(2) Categorically needy recipients

under age 21, if the plan provides
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skilled nursing facility services for
them; individuals; and

(3) Medically needy recipients to
whom skilled nursing facility services
are provided under the plan.

(c) The eligibility of a recipient to re-
ceive home health services does not de-
pend on his need for or discharge from
institutional care.

(d) The agency providing home
health services meets the capitaliza-
tion requirements included in § 489.28 of
this chapter.

[43 FR 45229, Sept. 29, 1978, as amended at 45
FR 24889, Apr. 11, 1980; 63 FR 310, Jan. 5, 1998]

§ 441.16 Home health agency require-
ments for surety bonds; Prohibition
on FFP.

(a) Definitions. As used in this sec-
tion, unless the context indicates oth-
erwise—

Assets includes but is not limited to
any listing that identifies Medicaid re-
cipients to whom home health services
were furnished by a participating or
formerly participating HHA.

Participating home health agency
means a ‘‘home health agency’’ (HHA)
as that term is defined at § 440.70(d) of
this subchapter.

Surety bond means one or more bonds
issued by one or more surety compa-
nies under 31 U.S.C. 9304 to 9308 and 31
CFR parts 223, 224, and 225, provided
the bond otherwise meets the require-
ments of this section.

Uncollected overpayment means an
‘‘overpayment,’’ as that term is defined
under § 433.304 of this subchapter, plus
accrued interest, for which the HHA is
responsible, that has not been recouped
by the Medicaid agency within a time
period determined by the Medicaid
agency.

(b) Prohibition. FFP is not available
in expenditures for home health serv-
ices under § 440.70 of this subchapter
unless the home health agency fur-
nishing these services meets the surety
bond requirements of paragraphs (c)
through (l) of this section.

(c) Basic requirement. Except as pro-
vided in paragraph (d) of this section,
each HHA that is a Medicaid partici-
pating HHA or that seeks to become a
Medicaid participating HHA must—

(1) Obtain a surety bond that meets
the requirements of this section and in-

structions issued by the Medicaid agen-
cy; and

(2) Furnish a copy of the surety bond
to the Medicaid agency.

(d) Requirement waived for Govern-
ment-operated HHAs. An HHA operated
by a Federal, State, local, or tribal
government agency is deemed to have
provided the Medicaid agency with a
comparable surety bond under State
law, and is therefore exempt from the
requirements of this section if, during
the preceding 5 years, the HHA has not
had any uncollected overpayments.

(e) Parties to the bond. The surety
bond must name the HHA as Principal,
the Medicaid agency as Obligee, and
the surety company (and its heirs, ex-
ecutors, administrators, successors and
assignees, jointly and severally) as
Surety.

(f) Authorized Surety and exclusion of
surety companies. An HHA may obtain a
surety bond required under this section
only from an authorized Surety.

(1) An authorized Surety is a surety
company that—

(i) Has been issued a Certificate of
Authority by the U.S. Department of
the Treasury in accordance with 31
U.S.C. 9304 to 9308 and 31 CFR parts 223,
224, and 225 as an acceptable surety on
Federal bonds and the Certificate has
neither expired nor been revoked;

(ii) Has not been determined by the
Medicaid agency to be an unauthorized
Surety for the purpose of an HHA ob-
taining a surety bond under this sec-
tion; and

(iii) Meets other conditions, as speci-
fied by the Medicaid agency.

(2) The Medicaid agency may deter-
mine that a surety company is an un-
authorized Surety under this section—

(i) If, upon request by the Medicaid
agency, the surety company fails to
furnish timely confirmation of the
issuance of, and the validity and accu-
racy of information appearing on, a
surety bond that an HHA presents to
the Medicaid agency that shows the
surety company as Surety on the bond;

(ii) If, upon presentation by the Med-
icaid agency to the surety company of
a request for payment on a surety bond
and of sufficient evidence to establish
the surety company’s liability on the
bond, the surety company fails to time-
ly pay the Medicaid agency in full the
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amount requested up to the face
amount of the bond; or

(iii) For other good cause.
(3) The Medicaid agency must specify

the manner by which public notifica-
tion of a determination under para-
graph (f)(2) of this section is given and
the effective date of the determination.

(4) A determination by the Medicaid
agency that a surety company is an un-
authorized Surety under paragraph
(f)(2) of this section—

(i) Has effect only within the State;
and

(ii) Is not a debarment, suspension,
or exclusion for the purposes of Execu-
tive Order No. 12549 (3 CFR 1986 Comp.,
p. 189).

(g) Amount of the bond.
(1) Basic rule. The amount of the sur-

ety bond must be $50,000 or 15 percent
of the annual Medicaid payments made
to the HHA by the Medicaid agency for
home health services furnished under
this subchapter for which FFP is avail-
able, whichever is greater.

(2) Computation of the 15 percent: Par-
ticipating HHA. The 15 percent is com-
puted by the Medicaid agency on the
basis of Medicaid payments made to
the HHA for the most recent annual pe-
riod for which information is available
as specified by the Medicaid agency.

(3) Computation of 15 percent: An HHA
that seeks to become a participating HHA
by obtaining assets or ownership interest.
For an HHA that seeks to become a
participating HHA by purchasing the
assets or the ownership interest of a
participating or formerly participating
HHA, the 15 percent is computed on the
basis of Medicaid payments made by
the Medicaid agency to the partici-
pating or formerly participating HHA
for the most recent annual period as
specified by the Medicaid agency.

(4) Computation of 15 percent: Change
of ownership. For an HHA that under-
goes a change of ownership (as ‘‘change
of ownership’’ is defined by the State
Medicaid agency) the 15 percent is
computed on the basis of Medicaid pay-
ments made by the Medicaid agency to
the HHA for the most recent annual pe-
riod as specified by the Medicaid agen-
cy.

(5) An HHA that seeks to become a par-
ticipating HHA without obtaining assets
or ownership interest. For an HHA that

seeks to become a participating HHA
without purchasing the assets or the
ownership interest of a participating or
formerly participating HHA, the 15 per-
cent computation does not apply.

(6) Exception to the basic rule. If an
HHA’s overpayment in the most recent
annual period exceeds 15 percent, the
State Medicaid agency may require the
HHA to secure a bond in an amount up
to or equal to the amount of the over-
payment, provided the amount of the
bond is not less than $50,000.

(7) Expiration of the 15 percent provi-
sion. For an annual surety bond, or for
a rider on a continuous surety bond,
that is required to be submitted on or
after June 1, 2005, notwithstanding any
reference in this section to 15 percent
as a basis for determining the amount
of the bond, the amount of the bond or
rider, as applicable, must be $50,000 or
such amount as the Medicaid agency
specifies in accordance with paragraph
(g)(6) of this section, whichever amount
is greater.

(h) Additional requirements of the sur-
ety bond. The surety bond that an HHA
obtains under this section must meet
the following additional requirements:

(1) The bond must guarantee that,
upon written demand by the Medicaid
agency to the Surety for payment
under the bond and the Medicaid agen-
cy furnishing to the Surety sufficient
evidence to establish the Surety’s li-
ability under the bond, the Surety will
timely pay the Medicaid agency the
amount so demanded, up to the stated
amount of the bond.

(2) The bond must provide that the
Surety is liable for uncollected over-
payments, as defined in paragraph (a),
provided such uncollected overpay-
ments are determined during the term
of the bond and regardless of when the
overpayments took place. Further, the
bond must provide that the Surety re-
mains liable if the HHA fails to furnish
a subsequent annual bond that meets
the requirements of this subpart or
fails to furnish a rider for a year for
which a rider is required to be sub-
mitted, or if the HHA’s provider agree-
ment terminates and that the Surety’s
liability shall be based on the last bond
or rider in effect for the HHA, which
shall then remain in effect for an addi-
tional 2-year period.
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(3) The bond must provide that the
Surety’s liability to the Medicaid agen-
cy is not extinguished by any of the
following:

(i) Any action by the HHA or the Sur-
ety to terminate or limit the scope or
term of the bond. The Surety’s liability
may be extinguished, however, when—

(A) The Surety furnishes the Med-
icaid agency with notice of such action
not later than 10 days after receiving
notice from the HHA of action by the
HHA to terminate or limit the scope of
the bond, or not later than 60 days be-
fore the effective date of such action by
the Surety; or

(B) The HHA furnishes the Medicaid
agency with a new bond that meets the
requirements of both this section and
the Medicaid agency.

(ii) The Surety’s failure to continue
to meet the requirements of paragraph
(f)(1) of this section or the Medicaid
agency’s determination that the surety
company is an unauthorized surety
under paragraph (f)(2) of this section.

(iii) Termination of the HHA’s pro-
vider agreement described under
§ 431.107 of this subchapter.

(iv) Any action by the Medicaid agen-
cy to suspend, offset, or otherwise re-
cover payments to the HHA.

(v) Any action by the HHA to—
(A) Cease operation;
(B) Sell or transfer any assets or

ownership interest;
(C) File for bankruptcy; or
(D) Fail to pay the Surety.
(vi) Any fraud, misrepresentation, or

negligence by the HHA in obtaining the
surety bond or by the Surety (or by the
Surety’s agent, if any) in issuing the
surety bond, except that any fraud,
misrepresentation, or negligence by
the HHA in identifying to the Surety
(or to the Surety’s agent) the amount
of Medicaid payments upon which the
amount of the surety bond is deter-
mined shall not cause the Surety’s li-
ability to the Medicaid agency to ex-
ceed the amount of the bond.

(vii) The HHA’s failure to exercise
available appeal rights under Medicaid
or to assign such rights to the Surety
(provided the Medicaid agency permits
such rights to be assigned).

(4) The bond must provide that ac-
tions under the bond may be brought

by the Medicaid agency or by an agent
that the Medicaid agency designates.

(i) Term and type of bond. (1) Initial
term: Each participating HHA that is
not exempted by paragraph (d) of this
section must submit to the State Med-
icaid agency a surety bond for a term
beginning January 1, 1998. If an annual
bond is submitted for the initial term
it must be effective for an annual pe-
riod specified by the State Medicaid
agency.

(2) Type of bond. The type of bond re-
quired to be submitted by an HHA,
under this section, may be either—

(i) An annual bond (that is, a bond
that specifies an effective annual pe-
riod that corresponds to an annual pe-
riod specified by the Medicaid agency);
or

(ii) A continuous bond (that is, a
bond that remains in full force and ef-
fect from term to term unless it is ter-
minated or canceled as provided for in
the bond or as otherwise provided by
law) that is updated by the Surety for
a particular period, via the issuance of
a ‘‘rider,’’ when the bond amount
changes. For the purposes of this sec-
tion, ‘‘Rider’’ means a notice issued by
a Surety that a change to a bond has
occurred or will occur. If the HHA has
submitted a continuous bond and there
is no increase or decrease in the bond
amount, no action is necessary by the
HHA to submit a rider as long as the
continuous bond remains in full force
and effect.

(3) HHA that seeks to become a partici-
pating HHA.

(i) An HHA that seeks to become a
participating HHA must submit a sur-
ety bond before a provider agreement
described under § 431.107 of this sub-
chapter can be entered into.

(ii) An HHA that seeks to become a
participating HHA through the pur-
chase or transfer of assets or ownership
interest of a participating or formerly
participating HHA must also ensure
that the surety bond is effective from
the date of such purchase or transfer.

(4) Change of ownership. An HHA that
undergoes a change of ownership (as
‘‘change of ownership’’ is defined by
the State Medicaid agency) must sub-
mit the surety bond to the State Med-
icaid agency by such time and for such
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term as is specified in the instructions
of the State Medicaid agency.

(5) Government-operated HHA that loses
its waiver. A government-operated HHA
that, as of January 1, 1998, meets the
criteria for waiver of the requirements
of this section but thereafter is deter-
mined by the Medicaid agency to not
meet such criteria, must submit a sur-
ety bond to the Medicaid agency within
60 days after it receives notice from the
Medicaid agency that it does not meet
the criteria for waiver.

(6) Change of Surety. An HHA that ob-
tains a replacement surety bond from a
different Surety to cover the remaining
term of a previously obtained bond
must submit the new surety bond to
the Medicaid agency within 60 days (or
such earlier date as the Medicaid agen-
cy may specify) of obtaining the bond
from the new Surety for a term speci-
fied by the Medicaid agency.

(j) Effect of failure to obtain, maintain,
and timely file a surety bond.

(1) The Medicaid agency must termi-
nate the HHA’s provider agreement if
the HHA fails to obtain, file timely,
and maintain a surety bond in accord-
ance with this section and the Med-
icaid agency’s instructions.

(2) The Medicaid agency must refuse
to enter into a provider agreement
with an HHA if an HHA seeking to be-
come a participating HHA fails to ob-
tain and file timely a surety bond in
accordance with this section and in-
structions issued by the State Medicaid
agency.

(k) Evidence of compliance.
(1) The Medicaid agency may at any

time require an HHA to make a specific
showing of being in compliance with
the requirements of this section and
may require the HHA to submit such
additional evidence as the Medicaid
agency considers sufficient to dem-
onstrate the HHA’s compliance.

(2) The Medicaid agency may termi-
nate the HHA’s provider agreement or
refuse to enter into a provider agree-
ment if an HHA fails to timely furnish
sufficient evidence at the Medicaid
agency’s request to demonstrate com-
pliance with the requirements of this
section.

(l) Surety’s standing to appeal Medicaid
determinations. The Medicaid agency

must establish procedures for granting
appeal rights to Sureties.

(m) Effect of conditions of payment. If
a Surety has paid the Medicaid agency
an amount on the basis of liability in-
curred under a bond obtained by an
HHA under this section, and the Med-
icaid agency subsequently collects
from the HHA, in whole or in part, on
such overpayment that was the basis
for the Surety’s liability, the Medicaid
agency must reimburse the Surety
such amount as the Medicaid agency
collected from the HHA, up to the
amount paid by the Surety to the Med-
icaid agency, provided the Surety has
no other liability under the bond.

[63 FR 310, Jan. 5, 1998, as amended at 63 FR
10731, Mar. 4, 1998; 63 FR 29654, June 1, 1998;
63 FR 41170, July 31, 1998]

§ 441.17 Laboratory services.
(a) The plan must provide for pay-

ment of laboratory services as defined
in § 440.30 of this subchapter if provided
by—

(1) An independent laboratory that
meets the requirements for participa-
tion in the Medicare program found in
§ 405.1316 of this chapter;

(2) A hospital-based laboratory that
meets the requirements for participa-
tion in the Medicare program found in
§ 482.27 of this chapter;

(3) A rural health clinic, as defined in
§ 491.9 of this chapter; or

(4) A skilled nursing facility—based
clinical laboratory, as defined in
§ 405.1128(a) of this chapter.

(b) Except as provided under para-
graph (c), if a laboratory or other enti-
ty is requesting payment under Med-
icaid for testing for the presence of the
human immunodeficiency virus (HIV)
antibody or for the isolation and iden-
tification of the HIV causative agent as
described in § 405.1316(f) (2) and (3) of
this chapter, the laboratory records
must contain the name and other iden-
tification of the person from whom the
specimen was taken.

(c) An agency may choose to approve
the use of alternative identifiers, in
place of the requirement for patient’s
name, in paragraph (b) of this section
for HIV antibody or causative agent
testing of Medicaid recipients.

[54 FR 48647, Dec. 2, 1988. Redesignated at 63
FR 310, Jan. 5, 1998.]
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§ 441.20 Family planning services.
For recipients eligible under the plan

for family planning services, the plan
must provide that each recipient is free
from coercion or mental pressure and
free to choose the method of family
planning to be used.

§ 441.21 Nurse-midwife services.
If a State plan, under § 440.210 or

440.220 of this subchapter, provides for
nurse-midwife services, as defined in
§ 440.165, the plan must provide that the
nurse-midwife may enter into an inde-
pendent provider agreement, without
regard to whether the nurse-midwife is
under the supervision of, or associated
with, a physician or other health care
provider.

[47 FR 21051, May 17, 1982]

§ 441.22 Nurse practitioner services.
With respect to nurse practitioner

services that meet the definition of
§ 440.166(a) and the requirements of ei-
ther § 440.166(b) or § 440.166(c), the State
plan must meet the following require-
ments:

(a) Provide that nurse practitioner
services are furnished to the categori-
cally needy.

(b) Specify whether those services are
furnished to the medically needy.

(c) Provide that services furnished by
a nurse practitioner, regardless of
whether the nurse practitioner is under
the supervision of, or associated with,
a physician or other health care pro-
vider, may—

(1) Be reimbursed by the State Med-
icaid agency through an independent
provider agreement between the State
and the nurse practitioner; or

(2) Be paid through the employing
provider.

[60 FR 19862, Apr. 21, 1995]

§ 441.25 Prohibition on FFP for certain
prescribed drugs.

(a) FFP is not available in expendi-
tures for the purchase or administra-
tion of any drug product that meets all
of the following conditions:

(1) The drug product was approved by
the Food and Drug Administration
(FDA) before October 10, 1962.

(2) The drug product is available only
through prescription.

(3) The drug product is the subject of
a notice of opportunity for hearing
issued under section 505(e) of the Fed-
eral Food, Drug, and Cosmetic Act and
published in the FEDERAL REGISTER on
a proposed order of FDA to withdraw
its approval for the drug product be-
cause it has determined that the prod-
uct is less than effective for all its la-
beled indications.

(4) The drug product is presently not
subject to a determination by FDA,
made under its efficacy review program
(see 21 CFR 310.6 for an explanation of
this program), that there is a compel-
ling justification of the drug product’s
medical need.

(b) FFP is not available in expendi-
tures for the purchase or administra-
tion of any drug product that is iden-
tical, related, or similar, as defined in
21 CFR 310.6, to a drug product that
meets the conditions of paragraph (a)
of this section.

[46 FR 48554, Oct. 1, 1981]

§ 441.30 Optometric services.
The plan must provide for payment

of optometric services as physician
services, whether furnished by an op-
tometrist or a physician, if—

(a) The plan does not provide for pay-
ment for services provided by an op-
tometrist, except for eligibility deter-
minations under §§ 435.531 and 436.531 of
this subchapter, but did provide for
those services at an earlier period; and

(b) The plan specifically provides
that physicians’ services include serv-
ices an optometrist is legally author-
ized to perform.

§ 441.35 Organ transplants.
(a) FFP is available in expenditures

for services furnished in connection
with organ transplant procedures only
if the State plan includes written
standards for the coverage of those pro-
cedures, and those standards provide
that—

(1) Similarly situated individuals are
treated alike; and

(2) Any restriction on the practi-
tioners or facilities that may provide
organ transplant procedures is con-
sistent with the accessibility of high
quality care to individuals eligible for
the procedures under the plan.
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(b) Nothing in paragraph (a) permits
a State to provide, under its plan, serv-
ices that are not reasonable in amount,
duration, and scope to achieve their
purpose.

[56 FR 8851, Mar. 1, 1991]

§ 441.40 End-stage renal disease.

FFP in expenditures for services de-
scribed in subpart A of part 440 is avail-
able for facility treatment of end-stage
renal disease only if the facility has
been approved by the Secretary to fur-
nish those services under Medicare.
This requirement for approval of the
facility does not apply under emer-
gency conditions permitted under
Medicare (see § 482.2 of this chapter).

[43 FR 45229, Sept. 29, 1978, as amended at 51
FR 22041, June 17, 1986]

Subpart B—Early and Periodic
Screening, Diagnosis, and
Treatment (EPSDT) of Individ-
uals Under Age 21

SOURCE: 49 FR 43666, Oct. 31, 1984, unless
otherwise noted.

§ 441.50 Basis and purpose.

This subpart implements sections
1902(a)(43) and 1905(a)(4)(B) of the So-
cial Security Act, by prescribing State
plan requirements for providing early
and periodic screening and diagnosis of
eligible Medicaid recipients under age
21 to ascertain physical and mental de-
fects, and providing treatment to cor-
rect or ameliorate defects and chronic
conditions found.

§ 441.55 State plan requirements.

A State plan must provide that the
Medicaid agency meets the require-
ments of §§ 441.56–441.62, with respect to
EPSDT services, as defined in § 440.40(b)
of this subchapter.

§ 441.56 Required activities.

(a) Informing. The agency must—
(1) Provide for a combination of writ-

ten and oral methods designed to in-
form effectively all EPSDT eligible in-
dividuals (or their families) about the
EPSDT program.

(2) Using clear and nontechnical lan-
guage, provide information about the
following—

(i) The benefits of preventive health
care;

(ii) The services available under the
EPSDT program and where and how to
obtain those services;

(iii) That the services provided under
the EPSDT program are without cost
to eligible individuals under 18 years of
age, and if the agency chooses, to those
18 or older, up to age 21, except for any
enrollment fee, premium, or similar
charge that may be imposed on medi-
cally needy recipients; and

(iv) That necessary transportation
and scheduling assistance described in
§ 441.62 of this subpart is available to
the EPSDT eligible individual upon re-
quest.

(3) Effectively inform those individ-
uals who are blind or deaf, or who can-
not read or understand the English lan-
guage.

(4) Provide assurance to HCFA that
processes are in place to effectively in-
form individuals as required under this
paragraph, generally, within 60 days of
the individual’s initial Medicaid eligi-
bility determination and in the case of
families which have not utilized
EPSDT services, annually thereafter.

(b) Screening. (1) The agency must
provide to eligible EPSDT recipients
who request it, screening (periodic
comprehensive child health assess-
ments); that is, regularly scheduled ex-
aminations and evaluations of the gen-
eral physical and mental health,
growth, development, and nutritional
status of infants, children, and youth.
(See paragraph (c)(3) of this section for
requirements relating to provision of
immunization at the time of screen-
ing.) As a minimum, these screenings
must include, but are not limited to:

(i) Comprehensive health and devel-
opmental history.

(ii) Comprehensive unclothed phys-
ical examination.

(iii) Appropriate vision testing.
(iv) Appropriate hearing testing.
(v) Appropriate laboratory tests.
(vi) Dental screening services fur-

nished by direct referral to a dentist
for children beginning at 3 years of age.
An agency may request from HCFA an
exception from this age requirement
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