
308

42 CFR Ch. IV (10–1–00 Edition)§ 456.613

(b) The facility’s utilization review
committee;

(c) The agency responsible for licens-
ing, certification, or approval of the fa-
cility for purposes of Medicare and
Medicaid; and

(d) Other State agencies that use the
information in the reports to perform
their official function, including, if in-
spection reports concern IMD’s, the ap-
propriate State mental health authori-
ties.

§ 456.613 Action on reports.

The agency must take corrective ac-
tion as needed based on the report and
recommendations of the team sub-
mitted under this subpart.

§ 456.614 Inspections by utilization re-
view committee.

A utilization review committee under
subparts C through F of this part may
conduct the periodic inspections re-
quired by this subpart if—

(a) The committee is not based in the
facility being reviewed; and

(b) The composition of the com-
mittee meets the requirements of this
subpart.

Subpart J—Penalty for Failure To
Make a Satisfactory Showing
of an Effective Institutional Uti-
lization Control Program

AUTHORITY: Secs. 1102 and 1903(g) of the So-
cial Security Act (42 U.S.C. 1302 and 1396
b(g)).

SOURCE: 44 FR 56338, Oct. 1, 1979, unless
otherwise noted.

§ 456.650 Basis, purpose and scope.

(a) Basis. Section 1903(g) of the Act
requires that FFP for long-stay inpa-
tient services at a level of care be re-
duced, by a specified formula, for any
quarter in which a State fails to make
a satisfactory showing that it has an
effective program of utilization control
for that level of care.

(b) Purpose. This subpart specifies—
(1) What States must do to make a

satisfactory showing;
(2) How the Administrator will deter-

mine whether reductions will be im-
posed; and

(3) How the required reductions will
be implemented.

(c) Scope. The reductions required by
this subpart do not apply to—

(1) Services provided under a con-
tract with a health maintenance orga-
nization; or

(2) Facilities in which a PRO is per-
forming medical and utilization re-
views under contract with the Medicaid
agency in accordance with § 431.630 of
this chapter.

[44 FR 56338, Oct. 1, 1979, as amended at 50 FR
15327, Apr. 17, 1985; 51 FR 43198, Dec. 1, 1986]

§ 456.651 Definitions.
For purposes of this subpart—
Facility, with respect to inpatient

psychiatric services for individuals
under 21, includes a psychiatric pro-
gram as specified in § 441.151 of this
chapter.

Level of care means one of the fol-
lowing types of inpatient services: hos-
pital, mental hospital, intermediate
care facility, or psychiatric services for
individuals under 21.

Long-stay services means services pro-
vided to a recipient after a total of 60
days of inpatient stay (90 in the case of
mental hospital services) during a 12-
month period beginning July 1, not
counting days of stay paid for wholly
or in part by Medicare.

[43 FR 45266, Sept. 29, 1978, as amended at 61
FR 38399, July 24, 1996]

§ 456.652 Requirements for an effective
utilization control program.

(a) General requirements. In order to
avoid a reduction in FFP, the Medicaid
agency must make a satisfactory show-
ing to the Administrator, in each quar-
ter, that it has met the following re-
quirements for each recipient:

(1) Certification and recertification
of the need for inpatient care, as speci-
fied in §§ 456.60, 456.160, 456.360 and
456.481.

(2) A plan of care established and pe-
riodically reviewed and evaluated by a
physician, as specified in §§ 456.80,
456.180, and 456.481.

(3) A continuous program of utiliza-
tion review under which the admission
of each recipient is reviewed or
screened in accordance with section
1903(g)(1)(C) of the Act; and
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(4) A regular program of reviews, in-
cluding medical evaluations, and an-
nual on-site reviews of the care of each
recipient, as specified in §§ 456.170, and
456.482 and subpart I of this part.

(b) Annual on-site review requirements.
(1) An agency meets the quarterly on-
site review requirements of paragraph
(a)(4) of this section for a quarter if it
completes on-site reviews of each re-
cipient in every facility in the State,
and in every State-owned facility re-
gardless of location, by the end of the
quarter in which a review is required
under paragraph (b)(2) of this section.

(2) An on-site review is required in a
facility by the end of a quarter if the
facility entered the Medicaid program
during the same calendar quarter 1
year earlier or has not been reviewed
since the same calendar quarter 1 year
earlier. If there is no Medicaid recipi-
ent in the facility on the day a review
is scheduled, the review is not required
until the next quarter in which there is
a Medicaid recipient in the facility.

(3) If a facility is not reviewed in the
quarter in which it is required to be re-
viewed under paragraph (b)(2) of this
section, it will continue to require a re-
view in each subsequent quarter until
the review is performed.

(4) The requirement for an on-site re-
view in a given quarter is not affected
by the addition or deletion of a level of
care in a facility’s provider agreement.

(c) Facilities without valid provider
agreements. The requirements of para-
graphs (a) and (b) of this section apply
with respect to recipients for whose
care the agency intends to claim FFP
even if the recipients receive care in a
facility whose provider agreement has
expired or been terminated.

[44 FR 56338, Oct. 1, 1979, as amended at 46 FR
48561, Oct. 1, 1981; 61 FR 38399, July 24, 1996]

§ 456.653 Acceptable reasons for not
meeting requirements for annual
on–site review.

The Administrator will find an agen-
cy’s showing satisfactory, even if it
failed to meet the annual review re-
quirements of §456.652(a)(4), if—

(a) The agency demonstrates that—
(1) It completed reviews by the end of

the quarter in at least 98 percent of all
facilities requiring review by the end of
the quarter;

(2) It completed reviews by the end of
the quarter in all facilities with 200 or
more certified Medicaid beds requiring
review by the end of the quarter; and

(3) With respect to all unreviewed fa-
cilities, the agency exercised good
faith and due diligence by attempting
to review those facilities and would
have succeeded but for events beyond
its control which it could not have rea-
sonably anticipated; or

(b) The agency demonstrates that it
failed to meet the standard in para-
graph (a) (1) and (2) of this section by
the close of the quarter for technical
reasons, but met the standard within 30
days after the close of the quarter.
Technical reasons are circumstances
within the agency’s control.

(c) Facilities that are reviewed under
paragraph (b) of this section, after the
quarter in which they were due for re-
view, retain their original anniversary
quarter due date for purposes of subse-
quent reviews.

§ 456.654 Requirements for content of
showings and procedures for sub-
mittal.

(a) An agency’s showing for a quarter
must—

(1) Include a certification by the
agency that the requirements of
§ 456.652(a) (1) through (4) were met dur-
ing the quarter for each level of care
or, if applicable, a certification of the
reasons the annual on-site review re-
quirements of § 456.652(a)(4) were not
met in any facilities;

(2) For all mental hospitals, inter-
mediate care facilities, and facilities
providing inpatient psychiatric serv-
ices for individuals under 21, partici-
pating in Medicaid any time during the
12–month period ending on the last day
of the quarter, list each facility by
level of care, name, address and pro-
vider number;

(3) For each facility entering or leav-
ing the program during the 12–month
period ending on the last day of the
quarter, list the beginning or ending
dates of the provider agreement and
supply a copy of the provider agree-
ment;

(4) If review has been contracted to a
PRO under § 431.630 of this chapter, list
the date the PRO contracted for re-
view.
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(5) List all dates of on-site reviews
completed by review teams anytime
during the 12–month period ending on
the last day of the quarter;

(6) For all facilities in which an on-
site review was required but not con-
ducted, list the facility by name, ad-
dress and provider number;

(7) For each on-site review in a men-
tal hospital, intermediate care facility
that primarily cares for mental pa-
tients, or inpatient psychiatric facil-
ity, list the name and qualifications of
one team member who is a physician;
and

(8) For each on-site review in an in-
termediate care facility that does not
primarily care for mental patients, list
the name and qualifications of one
team member who is either a physician
or registered nurse.

(b) The quarterly showing must be in
the form prescribed by the Adminis-
trator.

(c) The quarterly showing must be
postmarked or received within 30 days
after the close of the quarter for which
it is made, unless the agency dem-
onstrates good cause for later sub-
mittal and the showing is postmarked
or received within 45 days after the
close of the quarter. Good cause means
unanticipated circumstances beyond
the agency’s control.

[44 FR 56338, Oct. 1, 1979, as amended at 50 FR
15327, Apr. 17, 1985; 51 FR 43198, Dec. 1, 1986;
61 FR 38399, July 24, 1996]

§ 456.655 Validation of showings.
(a) The Administrator will periodi-

cally validate showings submitted
under § 456.654. Validation procedures
will include on-site sample surveys of
institutions and surveys at the Med-
icaid agencies.

(b) The Administrator will not find
an agency’s showing satisfactory if the
information obtained through his vali-
dation procedures demonstrates, that
any of the requirements of § 456.652(a)
(1) through (4) were not met during the
quarter for which the showing was
made.

§ 456.656 Reductions in FFP.
(a) If the Administrator determines

an agency’s showing does not meet
each of the requirements of this sub-
part, he will give the agency 30 days

notice before making the required re-
duction.

(b) If the Administrator determines
that a showing for any quarter is un-
satisfactory on its face, he will make
the required reduction in the grant
award based on the Quarterly Medicaid
Statement of Expenditures for the
Medical Assistance Program for that
quarter. (This form HCFA–64 is de-
scribed in § 430.30(c) of this chapter.)

(c) If the Administrator finds a show-
ing satisfactory on its face, but after
validation determines the showing to
be unsatisfactory, he will notify the
agency of any required reduction in
FFP no later than the first day of the
fourth calendar quarter following the
calendar quarter for which the showing
was made. Any required reduction will
be made by amending or adjusting the
agency’s grant award.

(d) The agency may request reconsid-
eration of a reduction in accordance
with the procedures specified in 45 CFR
part 16.

§ 456.657 Computation of reductions in
FFP.

(a) For each level of care specified in
a provider agreement, and for each
quarter for which a satisfactory show-
ing is not made, the amount of the re-
duction in FFP is computed as follows:

(1) For each level of care, the number
of recipients who received services in
facilities that did not meet the require-
ments of this subpart is divided by the
total number of recipients who re-
ceived services in facilities for which a
showing was required under this sub-
part. If any of the requirements speci-
fied in § 456.652(a)(1) through (4) were
not met for any recipient in a facility,
the reduction will be computed on the
total number of recipients in that facil-
ity at the level of care in question.

(2) The fraction obtained in para-
graph (a)(1) of this section is multi-
plied by one-third.

(3) The product obtained in para-
graph (a)(2) of this section is multi-
plied by the Federal Medical Assist-
ance Percentage (FMAP).

(4) The product obtained in para-
graph (a)(3) of this section is multi-
plied by the agency payments for
longstay services furnished during the
quarter at that level of care.
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(b) If any of the data required to
compute the amount of the reduction
in FFP are unavailable, the Adminis-
trator will substitute an estimate. If
the agency determines the exact data
to the satisfaction of the Adminis-
trator, the estimate may later be ad-
justed. If the number of recipients in
individual facilities is not available,
the fraction specified in paragraph
(a)(1) of this section will be estimated,
for each level of care, by dividing the
number of facilities in which the re-
quirements were not met by the total
number of facilities for which a show-
ing is required under this subpart.

Subpart K—Drug Use Review (DUR)
Program and Electronic
Claims Management System
for Outpatient Drug Claims

SOURCE: 57 FR 49408, Nov. 2, 1992, unless
otherwise noted.

§ 456.700 Scope.

This subpart prescribes requirements
for—

(a) An outpatient DUR program that
includes prospective drug review, retro-
spective drug use review, and an edu-
cational program;

(b) The establishment, composition,
and functions of a State DUR Board;
and

(c) An optional point-of-sale elec-
tronic claims management system for
processing claims for covered out-
patient drugs.

§ 456.702 Definitions.

For purposes of this subpart—
Abuse is defined as in § 455.2 of this

chapter.
Adverse medical result means a clini-

cally significant undesirable effect, ex-
perienced by a patient, due to a course
of drug therapy.

Appropriate and medically necessary
means drug prescribing and dispensing
that is in conformity with the pre-
determined standards established in ac-
cordance with § 456.703.

Criteria is defined as in § 466.1 of this
chapter.

Fraud is defined as in § 455.2 of this
chapter.

Gross overuse means repetitive over-
utilization without therapeutic benefit.

Inappropriate and medically unneces-
sary means drug prescribing and dis-
pensing not in conformity with the def-
inition of appropriate and medically nec-
essary.

Overutilization means use of a drug in
a quantity, strength, or duration that
is greater than necessary to achieve a
desired therapeutic goal or that puts
the recipient at risk of a clinically sig-
nificant undesirable effect, or both.

Predetermined standards means cri-
teria and standards that have been es-
tablished in accordance with the re-
quirements of § 456.703.

Standards is defined as in § 466.1 of
this chapter.

Underutilization means use of a drug
by a recipient in insufficient quantity,
strength, or duration to achieve a de-
sired therapeutic goal or that puts the
recipient at risk of a clinically signifi-
cant undesired effect, or both.

[57 FR 49408, Nov. 2, 1992, as amended at 59
FR 48824, Sept. 23, 1994]

§ 456.703 Drug use review program.

(a) General. Except as provided in
paragraphs (b) and (c) of this section,
in order for FFP to be paid or made
available under section 1903 of the Act
for covered outpatient drugs, the State
must have in operation, by not later
than January 1, 1993, a DUR program
consisting of prospective drug review,
retrospective drug use review, and an
educational program that meets the re-
quirements of this subpart. The goal of
the State’s DUR program must be to
ensure appropriate drug therapy, while
permitting sufficient professional pre-
rogatives to allow for individualized
drug therapy.

(b) Exception for drugs dispensed to cer-
tain nursing facility residents. Prospec-
tive drug review and retrospective drug
use review (including interventions and
education) under the DUR program are
not required for drugs dispensed to
residents of nursing facilities that are
in compliance with the drug regimen
review procedures set forth in part 483
of this chapter. This does not preclude
the State agency from making such
drugs subject to prospective DUR or
retrospective DUR or both, provided
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