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(c) The State submits a separate ap-
plication that provides separate assur-
ances and estimates and data in fur-
ther support of its assurance submitted
under paragraph (b)(1) of §403.320, as
follows:

(1) Upon application for approval, the
State must submit estimates and data
that include, but are not limited to,
projections for the first 12-month pe-
riod covered by the assurance for each
hospital, in both the aggregate and on
an average cost per service and pay-
ment basis, of Medicare outpatient ex-
penditures under Medicare principles of
reimbursement; parallel projections of
Medicare outpatient expenditures
under the State system; and the result-
ing cost or savings to Medicare inde-
pendent of the State system for hos-
pital inpatient services.

(2) The State must submit separate
statewide projections for each year of
the 36-month period of the aggregate
outpatient expenditures for each sys-
tem. The projections submitted under
this paragraph must—

(i) Comply with the requirements of
paragraphs (b) (3) and (5) of §403.320 re-
garding a detailed description of the
methodology used to derive the expend-
iture amounts:

(ii) Include the data and assumptions
set forth in paragraphs (b)(3) (i), (ii),
(iii), (iv), and (v) of §403.320; and

(iii) Include any assumption the
State has adopted for establishing the
number of Medicare and total base year
outpatient services for each hospital.

(3) The State must provide a detailed
explanation of the reasons for any dif-
ference between the data or assump-
tions used for the separate projections.

§403.322 Termination of agreements
for Medicare recognition of State
systems.

(a) Termination of agreements. (1) CMS
may terminate any approved agree-
ment if it finds, after the procedures
described in this paragraph are fol-
lowed that the State system does not
satisfactorily meet the requirements of
section 1886(c) of the Act or the regula-
tions in this subpart. A termination
must be effective on the last day of a
calendar quarter.

(2) CMS will give the State reason-
able notice of the proposed termination
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of an agreement and of the reasons for
the termination at least 90 days before
the effective date of the termination.

(3) CMS will give the State the oppor-
tunity to present evidence to refute the
finding.

(4) CMS will issue a final notice of
termination upon a final review and de-
termination on the State’s evidence.

(b) Termination by State. A State may
voluntarily terminate a State system
by giving CMS notice of its intent to
terminate. A termination must be ef-
fective on the last day of a calendar
quarter. The State must notify CMS of
its intent to terminate at least 90 days
before the effective date of the termi-
nation.

Subparts D—F [Reserved]

Subpart G—Religious Nonmedical
Health Care Institutions—Ben-
efits, Conditions of Participa-
tion, and Payment

SOURCE: 64 FR 67047, Nov. 30, 1999, unless
otherwise noted.

§403.700 Basis and purpose.

This subpart implements sections
1821; 1861(e), (y), and (ss); 1869; and 1878
of the Act regarding Medicare payment
for inpatient hospital or posthospital
extended care services furnished to eli-
gible beneficiaries in religious nonmed-
ical health care institutions.

§403.702 Definitions and terms.

For purposes of this subpart, the fol-
lowing definitions and terms apply:

Election means a written statement
signed by the beneficiary or the bene-
ficiary’s 1legal representative indi-
cating the beneficiary’s choice to re-
ceive nonmedical care or treatment for
religious reasons.

Excepted medical care means medical
care that is received involuntarily or
required under Federal, State, or local
laws.

FFY stands for Federal fiscal year.

Medical care or treatment means
health care furnished by or under the
direction of a licensed physician that
can involve diagnosing, treating, or
preventing disease and other damage to
the mind and body. It may involve the
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use of pharmaceuticals, diet, exercise,
surgical intervention, and technical
procedures.

Nonezxcepted medical care means med-
ical care (other than excepted medical
care) that is sought by or for a bene-
ficiary who has elected religious non-
medical health care institution serv-
ices.

Religious nonmedical care or religious
method of healing means health care
furnished under established religious
tenets that prohibit conventional or
unconventional medical care for the
treatment of a beneficiary, and the sole
reliance on these religious tenets to
fulfill a beneficiary’s total health care
needs.

RNHCI stands for ‘‘religious nonmed-
ical health care institution,” as defined
in section 1861(ss)(1) of the Act.

Religious nonmedical nursing personnel
means individuals who are grounded in
the religious beliefs of the RNHCI,
trained and experienced in the prin-
ciples of nonmedical care, and formally
recognized as competent in the admin-
istration of care within their religious
nonmedical health care group.

§403.720 Conditions for coverage.

Medicare covers services furnished in
an RNHCI if the following conditions
are met:

(a) The provider meets the definition
of an RNHCI as defined in section
1861(ss)(1) of the Act. That is, it is an
institution that:

(1) Is described in section 501(c)(3) of
the Internal Revenue Code of 1986 and
is exempt from taxes under section
501(a).

(2) Is lawfully operated under all ap-
plicable Federal, State, and local laws
and regulations.

(3) Furnishes only nonmedical nurs-
ing items and services to beneficiaries
who choose to rely solely upon a reli-
gious method of healing and for whom
the acceptance of medical services
would be inconsistent with their reli-
gious beliefs.

(4) Furnishes nonmedical items and
services exclusively through nonmed-
ical nursing personnel who are experi-
enced in caring for the physical needs
of nonmedical patients.
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(5) Furnishes nonmedical items and
services to inpatients on a 24-hour
basis.

(6) Does not furnish, on the basis of
religious beliefs, through its personnel
or otherwise medical items and serv-
ices (including any medical screening,
examination, diagnosis, prognosis,
treatment, or the administration of
drugs) for its patients.

(7) Is not owned by, is not under com-
mon ownership with, or does not have
an ownership interest of 5 percent or
more in, a provider of medical treat-
ment or services and is not affiliated
with a provider of medical treatment
or services or with an individual who
has an ownership interest of 5 percent
or more in, a provider of medical treat-
ment or services. (Permissible affili-
ations are described at §403.738(c).)

(8) Has in effect a utilization review
plan that sets forth the following:

(i) Provides for review of the admis-
sions to the institution, the duration of
stays, and the need for continuous ex-
tended duration of stays in the institu-
tion, and the items and services fur-
nished by the institution.

(ii) Requires that reviews be made by
an appropriate committee of the insti-
tution that included the individuals re-
sponsible for overall administration
and for supervision of nursing per-
sonnel at the institution.

(iii) Provides that records be main-
tained of the meetings, decisions, and
actions of the review committee.

(iv) Meets other requirements as the
Secretary finds necessary to establish
an effective utilization review plan.

(9) Provides information CMS may
require to implement section 1821 of
the Act, including information relating
to quality of care and coverage deci-
sions.

(10) Meets other requirements CMS
finds necessary in the interest of the
health and safety of the patients who
receive services in the institution.
These requirements are the conditions
of participation in this subpart.

(b) The provider meets the conditions
of participation cited in §§403.730
through 403.746. (A provider may be
deemed to meet conditions of partici-
pation in accordance with part 488 of
this chapter.)
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(c) The provider has a valid provider
agreement as a hospital with CMS in
accordance with part 489 of this chap-
ter and for payment purposes is classi-
fied as an extended care hospital.

(d) The beneficiary has a condition
that would make him or her eligible to
receive services covered under Medi-
care Part A as an inpatient in a hos-
pital or SNF.

(e) The beneficiary has a valid elec-
tion as described in §403.724 in effect
for Medicare covered services furnished
in an RNHCI.

§403.724 Valid election requirements.

(a) General requirements. An election
statement must be made by the Medi-
care beneficiary or his or her legal rep-
resentative.

(1) The election must be a written
statement that must include the fol-
lowing statements:

(i) The beneficiary is conscientiously
opposed to acceptance of nonexcepted
medical treatment.

(ii) The beneficiary acknowledges
that the acceptance of nonexcepted
medical treatment is inconsistent with
his or her sincere religious beliefs.

(iii) The beneficiary acknowledges
that the receipt of nonexcepted med-
ical treatment constitutes a revocation
of the election and may limit further
receipt of services in an RNHCI.

(iv) The beneficiary acknowledges
that the election may be revoked by
submitting a written statement to
CMS.

(v) The beneficiary acknowledges
that revocation of the election will not
prevent or delay access to medical
services available under Medicare Part
A in facilities other than RNHCIs.

(2) The election must be signed and
dated by the beneficiary or his or her
legal representative.

(3) The election must be notarized.

(4) The RNHCI must keep a copy of
the election statement on file and sub-
mit the original to CMS with any in-
formation obtained regarding prior
elections or revocations.

(5) The election becomes effective on
the date it is signed.

(6) The election remains in effect
until revoked.
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(b) Revocation of election. (1) A bene-
ficiary’s election is revoked by one of
the following:

(i) The beneficiary receives non-
excepted medical treatment for which
Medicare payment is requested.

(ii) The beneficiary voluntarily re-
vokes the election and notifies CMS in
writing.

(2) The receipt of excepted medical
treatment as defined in §403.702 does
not revoke the election made by a ben-
eficiary.

(c) Limitation on subsequent elections.
(1) If a beneficiary’s election has been
made and revoked twice, the following
limitations on subsequent elections
apply:

(i) The third election is not effective
until 1 year after the date of the most
recent revocation.

(ii) Any succeeding elections are not
effective until 5 years after the date of
the most recent revocation.

(2) CMS will not accept as the basis
for payment of any claim any elections
executed on or after January 1 of the
calendar year in which the sunset pro-
vision described in §403.756 becomes ef-
fective.

§403.730 Condition of participation:
Patient rights.

An RNHCI must protect and promote
each patient’s rights.

(a) Standard: Notice of rights.
RNHCI must do the following:

(1) Inform each patient of his or her
rights in advance of furnishing patient
care.

(2) Have a process for prompt resolu-
tion of grievances, including a specific
person within the facility whom a pa-
tient may contact to file a grievance.
In addition, the facility must provide
patients with information about the fa-
cility’s process as well as with contact
information for appropriate State and
Federal resources.

(b) Standard: Ezxercise of rights. The
patient has the right to:

(1) Be informed of his or her rights
and to participate in the development
and implementation of his or her plan
of care.

(2) Make decisions regarding his or
her care, including transfer and dis-
charge from the RNHCI. (See §403.736

The
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for discharge and transfer require-
ments.)

(3) Formulate advance directives and
expect staff who furnish care in the
RNHCI to comply with those direc-
tives, in accordance with part 489, sub-
part I of this chapter. For purposes of
conforming with the requirement in
§489.102 that there be documentation in
the patient’s medical records con-
cerning advanced directives, the pa-
tient care records of a beneficiary in an
RNHCI are equivalent to medical
records held by other providers.

(c) Standard: Privacy and safety. The
patient has the right to the following:

(1) Personal privacy.

(2) Care in a safe setting.

(3) Freedom from verbal, psycho-
logical, and physical abuse, and mis-
appropriation of property.

(4) Freedom from the use of re-
straints.

(5) Freedom from involuntary seclu-
sion.

(d) Standard: Confidentiality of patient
records. For any patient care records or
election information it maintains on
patients, the RNHCI must establish
procedures to do the following:

(1) Safeguard the privacy of any in-
formation that identifies a particular
patient. Information from, or copies of,
records may be released only to au-
thorized individuals, and the RNHCI
must ensure that unauthorized individ-
uals cannot gain access to or alter pa-
tient records. Original patient care
records must be released only in ac-
cordance with Federal or State laws,
court orders, or subpoenas.

(2) Maintain the records and informa-
tion in an accurate and timely manner.

(3) Ensure timely access by patients
to the records and other information
that pertains to that patient.

(4) Abide by all Federal and State
laws regarding confidentiality and dis-
closure for patient care records and
election information.

§403.732 Condition of participation:
Quality assessment and perform-
ance improvement.

The RNHCI must develop, imple-
ment, and maintain a quality assess-
ment and performance improvement
program.
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(a) Standard: Program scope. (1) The
quality assessment and performance
improvement program must include,
but is not limited to, measures to
evaluate:

(1) Access to care.

(ii) Patient satisfaction.

(iii) Staff performance.

(iv) Complaints and grievances.

(v) Discharge planning activities.

(vi) Safety issues, including physical
environment.

(2) In each of the areas listed in para-
graph (a)(1) of this section, and any
other areas the RNHCI includes, the
RNHCI must do the following:

(i) Define quality assessment and per-
formance improvement measures.

(ii) Describe and outline quality as-
sessment and performance improve-
ment activities appropriate for the
services furnished by or in the RNHCI.

(iii) Measure, analyze, and track per-
formance that reflect care and RNHCI
processes.

(iv) Inform all patients, in writing, of
the scope and responsibilities of the
quality assessment and performance
improvement program.

(3) The RNHCI must set priorities for
performance improvement, considering
the prevalence of and severity of iden-
tified problems.

(4) The RNHCI must act to make per-
formance improvements and must
track performance to assure that im-
provements are sustained.

(b) Standard: Program responsibilities.
(1) The governing body, administra-
tion, and staff are responsible for en-
suring that the quality assessment and
performance improvement program ad-
dresses identified priorities in the
RNHCI and are responsible for the de-
velopment, implementation, mainte-
nance, and performance improvement
of assessment actions.

(2) The RNHCI must include all pro-
grams, departments, functions, and
contracted services when developing,
implementing, maintaining, and evalu-
ating the program of quality assess-
ment and performance improvement.

§403.734 Condition of participation:
Food services.
The RNHCI must have an organized
food service that is directed and ade-
quately staffed by qualified personnel.
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(a) Standard: Sanitary conditions. The
RNHCI must furnish food to the pa-
tient that is obtained, stored, prepared,
distributed, and served under sanitary
conditions.

(b) Standard: Meals. The RNHCI must
serve meals that furnish each patient
with adequate nourishment in accord-
ance with the recommended dietary al-
lowances of the Food and Nutrition
Board of the National Research Coun-
cil, National Academy of Sciences. The
RNHCI must do the following:

(1) Furnish food that is palatable, at-
tractive, and at the proper temperature
and consistency.

(2) Offer substitutes of similar nour-
ishment to patients who refuse food
served or desire alternative choices.

(3) Furnish meals at regular times
comparable to normal mealtimes in
the community. There must be no
more than 14 hours between a substan-
tial evening meal and breakfast the
following day.

(4) The RNHCI must offer snacks at
bedtime.

§403.736 Condition of participation:
Discharge planning.

(a) Discharge planning and instruc-
tions. The RNHCI must have in effect a
discharge planning process that applies
to all patients. The process must as-
sure that appropriate post-institution
services are obtained for each patient,
as necessary. The RNHCI must assess
the need for a discharge plan for any
patient likely to suffer adverse con-
sequences if there is no planning.

(1) Discharge instructions must be
provided at the time of discharge to
the patient or the patient’s caregiver
as necessary.

(2) If the patient assessment indi-
cates a need for a discharge plan, the
discharge plan must include instruc-
tions on post-RNHCI care to be used by
the patient or the caregiver in the pa-
tient’s home, as identified in the dis-
charge plan.

(3) If the RNHCT’s patient assessment
does not indicate a need for a discharge
plan, the beneficiary or his or her legal
representative may request a discharge
plan. In this case, the RNHCI must de-
velop a discharge plan for the bene-
ficiary.
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(b) Standard: Transfer or referral. The
RNHCI must transfer or refer patients
in a timely manner to another facility
(including a medical facility if re-
quested by the beneficiary, or his or
her legal representative) in accordance
with §403.730(b)(2).

(c) Standard:  Reassessment. The
RNHCI must reassess its discharge
planning process on an ongoing basis.
The reassessment must include a re-
view of discharge plans to ensure that
they are responsive to discharge needs.

[64 FR 67047, Nov. 30, 1999, as amended at 68
FR 66720, Nov. 28, 2003; 84 FR 51813, Sept. 30,
2019]

§403.738 Condition of participation:
Administration.

An RNHCI must have written policies
regarding its organization, services,
and administration.

(a) Standard: Compliance with Federal,
State, and local laws. The RNHCI must
operate in compliance with all applica-
ble Federal, State, and local laws, reg-
ulations, and codes including, but not
limited to, those pertaining to the fol-
lowing:

(1) Protection against discrimination
on the basis of race, color, national ori-
gin, age, or handicap (45 CFR parts 80,
84, and 91).

(2) Protection of human research sub-
jects (45 CFR part 46).

(3) Application of all safeguards to
protect against the possibility of fraud
and abuse (42 CFR part 455).

(4) Privacy of individually identifi-
able health information (45 CFR part
164).

(b) Standard: Governing body. (1) The
RNHCI must have a governing body, or
a person designated to function as a
governing body, that is legally respon-
sible for establishing and imple-
menting all policies regarding the
RNHCI’s management and operation.

(2) The governing body must appoint
the administrator responsible for the
management of the RNHCI.

(c) Standard: Affiliations and disclo-
sure. (1) An affiliation is permissible if
it is between one of the following:

(i) An individual serving as an un-
compensated director, trustee, officer,
or other member of the governing body
of an RNHCI and a provider of medical
treatment or services.
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(ii) An individual who is a director,
trustee, officer, employee, or staff
member of an RNHCI and another indi-
vidual, with whom he or she has a fam-
ily relationship, who is affiliated with
(or has an ownership interest in) a pro-
vider of medical treatment or services.

(iii) The RNHCI and an individual or
entity furnishing goods or services as a
vendor to both providers of medical
treatment or services and RNHCIs.

(2) The RNHCI complies with the dis-
closure requirements of §§420.206 and
455.104 of this chapter.

(3) The RNHCI furnishes written no-
tice, including the identity of each new
individual or company, to CMS at the
time of a change, if a change occurs in
any of the following:

(i) Persons with an ownership or con-
trol interest, as defined in §§420.201 and
455.101 of this chapter.

(ii) The officers, directors, agents, or
managing employees.

(iii) The religious entity, corpora-
tion, association, or other company re-
sponsible for the management of the
RNHCI.

(iv) The RNHCI’s administrator or di-
rector of nonmedical nursing services.

[64 FR 67047, Nov. 30, 1999, as amended at 68
FR 66720, Nov. 28, 2003]

§403.740 Condition of participation:
Staffing.

The RNHCI must be staffed with
qualified experienced personnel who
are present in sufficient numbers to
meet the needs of the patients.

(a) Standard: Personnel qualifications.
The RNHCI must ensure that staff who
supervise or furnish services to pa-
tients are qualified to do so and that
staff allowed to practice without direct
supervision have specific training to
furnish these services.

(b) Standard: Education, training, and
performance evaluation. (1) The RNHCI
must ensure that staff (including con-
tractors and other individuals working
under arrangement) have the necessary
education and training concerning
their duties so that they can furnish
services competently. This education
includes, but is not limited to, training
related to the individual job descrip-
tion, performance expectations, appli-
cable organizational policies and proce-
dures, and safety responsibilities.
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(2) Staff must demonstrate, in prac-
tice, the gskills and techniques nec-
essary to perform their duties and re-
sponsibilities.

(3) The RNHCI must evaluate the per-
formance of staff and implement meas-
ures for improvement.

§403.742 Condition of participation:
Physical environment.

A RNHCI must be designed, con-
structed, and maintained to ensure the
safety of the patients, staff, and the
public.

(a) Standard: Buildings. The physical
plant and the overall environment
must be maintained in a manner that
ensures the safety and well-being of the
patients. The RNHCI must have the
following:

(1) Procedures for the proper storage
and disposal of trash.

(2) Proper ventilation and tempera-
ture control and appropriate lighting
levels to ensure a safe and secure envi-
ronment.

(3) An effective pest control program.

(4) A preventive maintenance pro-
gram to maintain essential mechan-
ical, electrical, and fire protection
equipment operating in an efficient
and safe manner.

(56) A working call system for pa-
tients to summon aid or assistance.

(b) Standard: Patient rooms. Patient
rooms must be designed and equipped
for adequate care, comfort, and privacy
of the patient.

(1) Patient rooms must meet the fol-
lowing conditions:

(i) Accommodate no more than four
patients.

(ii) Measure at least 80 square feet
per patient in multiple patient rooms
and at least 100 square feet in single
patient rooms.

(iii) Have direct access to an exit cor-
ridor.

(iv) Be designed or equipped to assure
full visual privacy for each patient.

(v) Have at least one window to the
outside.

(vi) Have a floor at or above grade
level.

(2) The RNHCI must furnish each pa-
tient with the following:

(i) A separate bed of proper size and
height for the convenience of the pa-
tient.
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(ii) A clean, comfortable mattress.

(iii) Bedding appropriate to the
weather and climate.

(iv) Functional furniture appropriate
to the patient’s needs and individual
closet space with clothes racks and
shelves accessible to the patient.

(3) CMS may permit variances in re-
quirements specified in paragraphs
(b)(1)(A) and (ii) of this section relating
to rooms on an individual basis when
the RNHCI adequately demonstrates in
writing that the variances meet the
following:

(i) Are in accordance with the special
needs of the patients.

(ii) Will not adversely affect patients’
health and safety.

[64 FR 67047, Nov. 30, 1999, as amended at 81
FR 64021, Sept. 16, 2016]

§403.744 Condition of participation:
Life safety from fire.

(a) General. An RNHCI must meet the
following conditions:

(1) Except as otherwise provided in
this section—

(i) The RNHCI must meet the appli-
cable provisions and must proceed in
accordance with the Life Safety Code
(NFPA 101 and Tentative Interim
Amendments TIA 12-1, TIA 12-2, TIA
12-3, and TIA 12-4).

(ii) Notwithstanding paragraph
(a)(1)(i) of this section, corridor doors
and doors to rooms containing flam-
mable or combustible materials must
be provided with positive latching
hardware. Roller latches are prohibited
on such doors.

(2) The RNHCI must have written fire
control plans that contain provisions
for prompt reporting of fires; extin-
guishing fires; protection of patients,
staff, and the public; evacuation; and
cooperation with fire fighting authori-
ties.

(3) The RNHCI must maintain writ-
ten evidence of regular inspection and
approval by State or local fire control
agencies.

(4) The RNHCI may place alcohol-
based hand rub dispensers in its facil-
ity if the dispensers are installed in a
manner that adequately protects
against inappropriate access.

(56) When a sprinkler system is shut
down for more than 10 hours the
RHNCI must:
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(i) Evacuate the building or portion
of the building affected by the system
outage until the system is back in
service, or

(ii) Establish a fire watch until the
system is back in service.

(6) Building must have an outside
window or outside door in every sleep-
ing room, and for any building con-
structed after July b5, 2016 the sill
height must not exceed 36 inches above
the floor. Windows in atrium walls are
considered outside windows for the pur-
poses of this requirement.

(b) Ezxceptions. (1) In consideration of
a recommendation by the State survey
agency or Accrediting Organization, or
at the discretion of the Secretary, may
waive, for periods deemed appropriate,
specific provisions of the Life Safety
Code, which would result in unreason-
able hardship upon a RNHCI facility,
but only if the waiver will not ad-
versely affect the health and safety of
the patients.

(2) If CMS finds that the fire and
safety code imposed by State law ade-
quately protects patients in the insti-
tution, the provisions of the Life Safe-
ty Code required in paragraph (a)(1) of
this section do not apply in that State.

(c) The standards incorporated by
reference in this section are approved
for incorporation by reference by the
Director of the Office of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. You may in-
spect a copy at the CMS Information
Resource Center, 7500 Security Boule-
vard, Baltimore, MD or at the National
Archives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, call
202-741-6030, or go to: hittp:/
www.archives.gov/federal_register/
code_of_federal_regulations/
ibr_locations.html. If any changes in this
edition of the Code are incorporated by
reference, CMS will publish a docu-
ment in the FEDERAL REGISTER to an-
nounce the changes.

(1) National Fire Protection Associa-
tion, 1 Batterymarch Park, Quincy,
MA 02169, www.nfpa.org, 1.617.770.3000.

(i) NFPA 101, Life Safety Code, 2012
edition, issued August 11, 2011;

(ii) TIA 12-1 to NFPA 101, issued Au-
gust 11, 2011.
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(iii) TIA 12-2 to NFPA 101, issued Oc-
tober 30, 2012.

(iv) TIA 12-3 to NFPA 101, issued Oc-
tober 22, 2013.

(v) TIA 12-4 to NFPA 101, issued Oc-
tober 22, 2013.

(2) [Reserved]

[64 FR 67047, Nov. 30, 1999, as amended at 68
FR 1385, Jan. 10, 2003; 69 FR 18803, Apr. 9,
2004; 69 FR 49240, Aug. 11, 2004; 70 FR 15237,
Mar. 25, 2005; 70 FR 71007, Nov. 25, 2005; 71 FR
55339, Sept. 22, 2006; 81 FR 26896, May 4, 2016]

§403.745 Condition of participation:
Building safety.

(a) Standard: Building Safety. Except
as otherwise provided in this section
the RNHCI must meet the applicable
provisions and must proceed in accord-
ance with the Health Care Facilities
Code (NFPA 99 and Tentative Interim
Amendments TIA 12-2, TIA 12-3, TIA
12-4, TIA 12-5 and TTIA 12-6).

(b) Standard: Exceptions. Chapters 7, 8,
12, and 13 of the adopted Health Care
Facilities Code do not apply to a
RNHCI.

(c) Waiver. If application of the
Health Care Facilities Code required
under paragraph (a) of this section
would result in unreasonable hardship
for the RNHCI, CMS may waive specific
provisions of the Health Care Facilities
Code, but only if the waiver does not
adversely affect the health and safety
of individuals.

(d) Incorporation by reference. The
standards incorporated by reference in
this section are approved for incorpora-
tion by reference by the Director of the
Office of the Federal Register in ac-
cordance with 5 U.S.C. 5562(a) and 1 CFR
part 51. You may inspect a copy at the
CMS Information Resource Center, 7500
Security Boulevard, Baltimore, MD or
at the National Archives and Records
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202-741-6030, or go
to: http://www.archives.gov/fed-
eral_register/code_of federal_regulations/
1br_locations.html. If any changes in this
edition of the Code are incorporated by
reference, CMS will publish a docu-
ment in the FEDERAL REGISTER to an-
nounce the changes.

(1) National Fire Protection Associa-
tion, 1 Batterymarch Park, Quincy,
MA 02169, www.nfpa.org, 1.617.770.3000.
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(i) NFPA 99, Standards for Health
Care Facilities Code of the National
Fire Protection Association 99, 2012
edition, issued August 11, 2011.

(i) TIA 12-2 to NFPA 99, issued Au-
gust 11, 2011.

(iii) TTIA 12-3 to NFPA 99, issued Au-
gust 9, 2012.

(iv) TIA 124 to NFPA 99,
March 7, 2013.

(v) TIA 12-5 to NFPA 99, issued Au-
gust 1, 2013.

(vi) TIA 126 to NFPA 99,
March 3, 2014.

(2) [Reserved]

[81 FR 26896, May 4, 2016]

issued

issued

§403.746 Condition of participation:
Utilization review.

The RNHCI must have in effect a
written utilization review plan to as-
sess the necessity of services furnished.
The plan must provide that records be
maintained of all meetings, decisions,
and actions by the utilization review
committee.

(a) Standard: Utilization review plan.
The utilization review plan must con-
tain written procedures for evaluating
the following:

(1) Admissions.

(2) Duration of care.

(3) Continuing care of an extended
duration.

(4) Items and services furnished.

(b) Standard: Utilization review com-
mittee. The committee is responsible
for evaluating each admission and en-
suring that the admission is necessary
and appropriate. The utilization review
plan must be carried out by the utiliza-
tion review committee, consisting of
the governing body, administrator or
other individual responsible for the
overall administration of the RNHCI,
the supervisor of nursing staff, and
other staff as appropriate.

(c) Standard: Utilization review com-
mittee role in RNHCI home services. In
addition to the requirements in para-
graphs (a) and (b) of this section, the
utilization review committee is respon-
sible for:

(1) The admission, and at least every
30 days, the continued care review of
each patient in the RHNCI home serv-
ices program.

(2) Oversight and monitoring of the
home services program, including the
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purchase and utilization of designated
durable medical equipment items for
beneficiaries in the program.

[64 FR 67047, Nov. 30, 1999, as amended at 69
FR 66419, Nov. 15, 2004]

§403.748 Condition of participation:
Emergency preparedness.

The Religious Nonmedical Health
Care Institution (RNHCI) must comply
with all applicable Federal, State, and
local emergency preparedness require-
ments. The RNHCI must establish and
maintain an emergency preparedness
program that meets the requirements
of this section. The emergency pre-
paredness program must include, but
not be limited to, the following ele-
ments:

(a) Emergency plan. The RNHCI must
develop and maintain an emergency
preparedness plan that must be re-
viewed, and updated at least every 2
yvears. The plan must do all of the fol-
lowing:

(1) Be based on and include a docu-
mented, facility-based and community-
based risk assessment, utilizing an all-
hazards approach.

(2) Include strategies for addressing
emergency events identified by the
risk assessment.

(3) Address patient population, in-
cluding, but not limited to, persons at-
risk; the type of services the RNHCI
has the ability to provide in an emer-
gency; and, continuity of operations,
including delegations of authority and
succession plans.

(4) Include a process for cooperation
and collaboration with local, tribal, re-
gional, State, and Federal emergency
preparedness officials’ efforts to main-
tain an integrated response during a
disaster or emergency situation.

(b) Policies and procedures. The
RNHCI must develop and implement
emergency preparedness policies and
procedures, based on the emergency
plan set forth in paragraph (a) of this
section, risk assessment at paragraph
(a)(1) of this section, and the commu-
nication plan at paragraph (c) of this
section. The policies and procedures
must be reviewed and updated at least
every 2 years. At a minimum, the poli-
cies and procedures must address the
following:
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(1) The provision of subsistence needs
for staff and patients, whether they
evacuate or shelter in place, include,
but are not limited to the following:

(i) Food, water, and supplies.

(ii) Alternate sources of energy to
maintain the following:

(A) Temperatures to protect patient
health and safety and for the safe and
sanitary storage of provisions.

(B) Emergency lighting.

(C) Fire detection, extinguishing, and
alarm systems.

(D) Sewage and waste disposal.

(2) A system to track the location of
on-duty staff and sheltered patients in
the RNHCI’s care during an emergency.
If on-duty staff and sheltered patients
are relocated during the emergency,
the RNCHI must document the specific
name and location of the receiving fa-
cility or other location.

(3) Safe evacuation from the RNHCI,
which includes the following:

(i) Consideration of care needs of
evacuees.

(ii) Staff responsibilities.

(iii) Transportation.

(iv) Identification of evacuation loca-
tion(s).

(v) Primary and alternate means of
communication with external sources
of assistance.

(4) A means to shelter in place for pa-
tients, staff, and volunteers who re-
main in the facility.

(5) A system of care documentation
that does the following:

(i) Preserves patient information.

(ii) Protects confidentiality of pa-
tient information.

(iii) Secures and maintains the avail-
ability of records.

(6) The use of volunteers in an emer-
gency and other emergency staffing
strategies to address surge needs dur-
ing an emergency.

(7) The development of arrangements
with other RNHCIs and other providers
to receive patients in the event of limi-
tations or cessation of operations to
maintain the continuity of nonmedical
services to RNHCI patients.

(8) The role of the RNHCI under a
waiver declared by the Secretary, in
accordance with section 1135 of Act, in
the provision of care at an alternate
care site identified by emergency man-
agement officials.
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(c) Communication plan. The RNHCI
must develop and maintain an emer-
gency preparedness communication
plan that complies with Federal, State,
and local laws and must be reviewed
and updated at least every 2 years. The
communication plan must include all
of the following:

(1) Names and contact information
for the following:

(i) Staff.

(ii) Entities providing services under
arrangement.

(iii) Next of kin, guardian or custo-
dian.

(iv) Other RNHCIs.

(v) Volunteers.

(2) Contact information for the fol-

lowing:
(i) Federal, State, tribal, regional,
and local emergency preparedness
staff.

(ii) Other sources of assistance.

(3) Primary and alternate means for
communicating with the following:

(i) RNHCT’s staff.

(ii) Federal, State, tribal, regional,
and local emergency management
agencies.

(4) A method for sharing information
and care documentation for patients
under the RNHCI’s care, as necessary,
with care providers to maintain the
continuity of care, based on the writ-
ten election statement made by the pa-
tient or his or her legal representative.

(5) A means, in the event of an evacu-
ation, to release patient information as
permitted under 45 CFR 164.510(b)(1)(ii).

(6) A means of providing information
about the general condition and loca-
tion of patients under the facility’s
care as permitted under 45 CFR
164.510(b)(4).

(7) A means of providing information
about the RNHCI’s occupancy, needs,
and its ability to provide assistance, to
the authority having jurisdiction, the
Incident Command Center, or designee.

(d) Training and testing. The RNHCI
must develop and maintain an emer-
gency preparedness training and test-
ing program that is based on the emer-
gency plan set forth in paragraph (a) of
this section, risk assessment at para-
graph (a)(1) of this section, policies and
procedures at paragraph (b) of this sec-
tion, and the communication plan at
paragraph (c¢) of this section. The train-
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ing and testing program must be re-
viewed and updated at least every 2
years.

(1) Training program. The RNHCI
must do all of the following:

(i) Initial training in emergency pre-
paredness policies and procedures to all
new and existing staff, individuals pro-
viding services under arrangement, and
volunteers, consistent with their ex-
pected roles.

(ii) Provide emergency preparedness
training at least every 2 years.

(iii) Maintain documentation of all
emergency preparedness training.

(iv) Demonstrate staff knowledge of
emergency procedures.

(v) If the emergency preparedness
policies and procedures are signifi-
cantly updated, the RNHCI must con-
duct training on the updated policies
and procedures.

(2) Testing. The RNHCI must conduct
exercises to test the emergency plan.
The RNHCI must do the following:

(i) Conduct a paper-based, tabletop
exercise at least annually. A tabletop
exercise is a group discussion led by a
facilitator, using a narrated, clinically-
relevant emergency scenario, and a set
of problem statements, directed mes-
sages, or prepared questions designed
to challenge an emergency plan.

(ii) Analyze the RNHCI’s response to
and maintain documentation of all ta-
bletop exercises, and emergency
events, and revise the RNHCI’s emer-
gency plan, as needed.

[81 FR 64021, Sept. 16, 2016, as amended at 84
FR 51813, Sept. 30, 2019]

§403.750 Estimate of expenditures and
adjustments.

(a) Estimates. CMS estimates the level
of expenditures for services provided
under this subpart before the start of
each FFY beginning with FFY 2000.

(b) Adjustments to payments. When the
level of estimated expenditures is pro-
jected to exceed the FFY trigger level
as described in paragraph (d) of this
section, for the year of the projection,
payments to RNHCIs will be reduced by
a proportional percentage to prevent
estimated expenditures from exceeding
the trigger level. In addition to reduc-
ing payments proportionally, CMS may
impose alternative adjustments.
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(c) Notification of adjustments. CMS
notifies participating RNHCIs before
the start of the FFY of the type and
level of expenditure reductions to be
made and when these adjustments will
apply.

(d) Calculation of trigger level. The
trigger level for FFY 1998 is $20,000,000.
For subsequent FFYs, the trigger level
is the unadjusted trigger level in-
creased or decreased by the carry for-
ward as described in §403.754(b). The
unadjusted trigger level is the base
yvear amount (the unadjusted trigger
level dollar amount for the prior FFY)
increased by the average consumer
price index (the single numerical value
published monthly by the Bureau of
Labor Statistics that presents the rela-
tionship in United States urban areas
for the current cost of goods and serv-
ices compared to a base year, to rep-
resent the change in spending power)
for the 12-month period ending on July
31 preceding the beginning of the FFY.

§403.752 Payment provisions.

(a) Payment to RNHCIs. Payment for
services may be made to an RNHCI
that meets the conditions for coverage
described in §403.720 and the conditions
of participation described in §§403.730
through 403.746. Payment is made in
accordance with §413.40 of this chapter
to an RNHCI meeting these conditions.

(b) Review of estimates and adjust-
ments. There is no administrative or ju-
dicial review of the level of estimated
expenditures or the adjustments in
payments described in §403.750(a) and
(b).

(c) Effect on beneficiary liability. When
payments are reduced in accordance
with §403.750(b), the RNHCI may bill
the beneficiary the amount of the
Medicare reduction attributable to his
or her covered services.

(d) Notification of beneficiary liability.
(1) The RNHCI must notify the bene-
ficiary in writing at the time of admis-
sion of any proposed or current propor-
tional Medicare adjustment. A bene-
ficiary currently receiving care in the
RNHCI must be notified in writing at
least 30 days before the Medicare re-
duction is to take effect. The notifica-
tion must inform the beneficiary that
the RNHCI can bill him or her for the
proportional Medicare adjustment.
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(2) The RNHCI must, at time of bill-
ing, provide the beneficiary with his or
her liability for payment, based on a
calculation of the Medicare reduction
pertaining to the beneficiary’s covered
services permitted by §403.750(b).

§403.754 Monitoring
level.

expenditure

(a) Tracking expenditures. Starting in
FFY 1999 CMS begins monitoring Medi-
care payments to RNHCIs.

(b) Carry forward. The difference be-
tween the trigger level and Medicare
expenditures for a FFY results in a
carry forward that either increases or
decreases the unadjusted trigger level
described in §403.750(d). In no case may
the carry forward exceed $50,000,000 for
an FFY.

§403.756 Sunset provision.

(a) Effective date. Beginning with FFY
2002, if the level of estimated expendi-
tures for all RNHCIs exceeds the trig-
ger level for 3 consecutive FFYs, CMS
will not accept as the basis for pay-
ment of any claim any election exe-
cuted on or after January 1 of the fol-
lowing calendar year.

(b) Notice of activation. A notice in the
FEDERAL REGISTER will be published at
least 60 days before January 1 of the
calendar year that the sunset provision
becomes effective.

(c) Effects of sunset provision. Only
those beneficiaries who have a valid
election in effect before January 1 of
the year in which the sunset provision
becomes effective will be able to claim
Medicare payment for care in an
RNHCI, and only for RNCHI services
furnished during that election.

§403.764 Basis and purpose of reli-
gious nonmedical health care insti-
tutions providing home service.

(a) Basis. This subpart implements
sections 1821, 1861, 1861(e), 1861(m),
1861(y), 1861(ss) and 1861(aaa), 1869 and
1878 of the Act regarding Medicare pay-
ment for items and services provided in
the home setting furnished to eligible
beneficiaries by religious nonmedical
health care institutions (RNHCIs).

(b) Purpose. The home benefit pro-
vides for limited durable medical
equipment (DME) items and RNHCI
services in the home setting that are
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fiscally limited to $700,000 per calendar
year, with an expiration date of De-
cember 31, 2006, or the date on which
the 2006 spending limit is reached.

[69 FR 66419, Nov. 15, 2004]

§403.766 Requirements for coverage
and payment of RNHCI home serv-
ices.

(a) Medicare Part A pays for RNHCI
home services if the RNHCI provider
does the following:

(1) Submit a notice of intent to CMS
to exercise the option of providing
home service.

(2) Provide RNHCI services to eligible
beneficiaries,

(3) Arrange with suppliers to furnish
appropriate DME items as required to
meet documented eligible beneficiary
needs.

(4) Arrange for RNHCI nurse home
visits to eligible beneficiaries.

(5) Have a utilization committee that
assumes the additional responsibility
for the oversight and monitoring of the
items and RNHCI nursing services pro-
vided under the home benefit.

(6) Meet all applicable requirements
set forth in subpart G of this part.

(b) To be an eligible beneficiary to
RNHCI home services the beneficiary
must:

(1) Have an effective election
place.

(2) Be confined to the home, as speci-
fied in §409.42(a) of this chapter.

(3) Have a condition that makes him
or her eligible to receive services cov-
ered under Medicare home health.

(4) Receive home services and DME
items from a RNHCI.

(5) Be responsible for deductible and
coinsurance for DME, as specified in
§409.50 of this chapter.

[69 FR 66419, Nov. 15, 2004, as amended at 70
FR 16721, Apr. 1, 2005]

in

§403.768 Excluded services.

In addition to items and services ex-
cluded in §409.49 of this chapter, items
and services are also excluded if they
are provided by:

(a) A HHA that is not a RNHCI.

(b) A supplier who is not providing
RNHCI designated items under ar-
rangement with a RNHCI.
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(c) A nurse who is not providing
RNHCI home nursing services under ar-
rangement with a RNHCI.

[69 FR 66419, Nov. 15, 2004]

§403.770 Payments for home services.

(a) The RNHCI nursing visits are paid
at the modified low utilization pay-
ment adjusted (LUPA) rate used under
the home health prospective payment
system at §484.230 of this chapter.

(b) Appropriate DME items are paid
as priced by Medicare, minus the de-
ductible and coinsurance liability of
the beneficiary.

[69 FR 66419, Nov. 15, 2004]

Subpart H—Medicare Prescription
Drug Discount Card and Tran-
sitional Assistance Program

SOURCE: 68 FR 69915, Dec. 15, 2003, unless
otherwise noted.

§403.800 Basis and scope.

(a) Basis. This subpart is based on
section 1860D-31 of the Social Security
Act (the Act).

(b) Scope. This subpart sets forth the
standards and procedures CMS uses to
implement the Medicare Prescription
Drug Discount Card and Transitional
Assistance Program.

§403.802

For purposes of this subpart, the fol-
lowing definitions apply:

Affiliated organization means an orga-
nization that is a legally separate enti-
ty from the endorsed drug card sponsor
and meets one of the following condi-
tions:

(1) The organization and the endorsed
drug card sponsor are under common
control. Common control exists if an-
other entity has the power, directly or
indirectly, to significantly influence or
direct the actions or policies of the or-
ganization and the endorsed drug card
sponsor.

(2) The organization is under the con-
trol of the endorsed drug card sponsor
or the organization controls the en-
dorsed drug card sponsor. Control ex-
ists if an entity has the power, directly
or indirectly, to significantly influence

Definitions.
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