Centers for Medicare & Medicaid Services, HHS

that has a necessary provider designa-
tion from the State that was in effect
prior to January 1, 2006, and relocates
its facility after January 1, 2006, can
continue to meet the location require-
ment of paragraph (c¢) of this section
based on the necessary provider des-
ignation only if the relocated facility
meets the requirements as specified in
paragraph (d)(1) of this section.

(1) If a necessary provider CAH relo-
cates its facility and begins providing
services in a new location, the CAH can
continue to meet the location require-
ment of paragraph (c) of this section
based on the necessary provider des-
ignation only if the CAH in its new lo-
cation—

(i) Serves at least 75 percent of the
same service area that it served prior
to its relocation;

(ii) Provides at least 75 percent of the
same services that it provided prior to
the relocation; and

(iii) Is staffed by 75 percent of the
same staff (including medical staff,
contracted staff, and employees) that
were on staff at the original location.

(2) If a CAH that has been designated
as a necessary provider by the State
begins providing services at another lo-
cation after January 1, 2006, and does
not meet the requirements in para-
graph (d)(1) of this section, the action
will be considered a cessation of busi-
ness as described in §489.52(b)(3).

[62 FR 46036, Aug. 29, 1997, as amended at 65
FR 47052, Aug. 1, 2000; 66 FR 39938, Aug. 1,
2001; 69 FR 49271, Aug. 11, 2004; 69 FR 60252,
Oct. 7, 2004; 70 FR 47490, Aug. 12, 2005; 71 FR
48143, Aug. 18, 2006]

§485.612 Condition of participation:
Compliance with hospital require-
ments at the time of application.

Except for recently closed facilities
as described in §485.610(a)(2), or health
clinics or health centers as described in
§485.610(a)(3), the facility is a hospital
that has a provider agreement to par-
ticipate in the Medicare program as a
hospital at the time the hospital ap-
plies for designation as a CAH.

[66 FR 32196, June 13, 2001]
§485.616 Condition of participation:
Agreements.

(a) Standard: Agreements with network
hospitals. In the case of a CAH that is a

§485.618

member of a rural health network as
defined in §485.603 of this chapter, the
CAH has in effect an agreement with at
least one hospital that is a member of
the network for—

(1) Patient referral and transfer;

(2) The development and use of com-
munications systems of the network,
including the network’s system for the
electronic sharing of patient data, and
telemetry and medical records, if the
network has in operation such a sys-
tem; and

(3) The provision of emergency and
nonemergency transportation between
the facility and the hospital.

(b) Standard: Agreements for
credentialing and quality assurance.
Each CAH that is a member of a rural
health network shall have an agree-
ment with respect to credentialing and
quality assurance with at least—

(1) One hospital that is a member of
the network;

(2) One QIO or equivalent entity; or

(3) One other appropriate and quali-
fied entity identified in the State rural
health care plan.

[62 FR 46036, Aug. 29, 1997]

§485.618 Condition of participation:
Emergency services.

The CAH provides emergency care
necessary to meet the needs of its inpa-
tients and outpatients.

(a) Standard: Availability. Emergency
services are available on a 24-hours a
day basis.

(b) Standard: Equipment, supplies, and
medication. Equipment, supplies, and
medication used in treating emergency
cases are kept at the CAH and are read-
ily available for treating emergency
cases. The items available must in-
clude the following:

(1) Drugs and biologicals commonly
used in life-saving procedures, includ-
ing analgesics, local anesthetics, anti-
biotics, anticonvulsants, antidotes and
emetics, serums and toxoids,
antiarrythmics, cardiac glycosides,
antihypertensives, diuretics, and elec-
trolytes and replacement solutions.

(2) Equipment and supplies commonly
used in life-saving procedures, includ-
ing airways, endotracheal tubes, ambu
bag/valve/mask, oxygen, tourniquets,
immobilization devices, nasogastric
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tubes, splints, IV therapy supplies, suc-
tion machine, defibrillator, cardiac
monitor, chest tubes, and indwelling
urinary catheters.

(c) Standard: Blood and blood products.
The facility provides, either directly or
under arrangements, the following:

(1) Services for the procurement,
safekeeping, and transfusion of blood,
including the availability of blood
products needed for emergencies on a
24-hours a day basis.

(2) Blood storage facilities that meet
the requirements of 42 CFR part 493,
subpart K, and are under the control
and supervision of a pathologist or
other qualified doctor of medicine or
osteopathy. If blood banking services
are provided under an arrangement,
the arrangement is approved by the fa-
cility’s medical staff and by the per-
sons directly responsible for the oper-
ation of the facility.

(d) Standard: Personnel. (1) Except as
specified in paragraph (d)(2) of this sec-
tion, there must be a doctor of medi-
cine or osteopathy, a physician assist-
ant, a nurse practitioner, or a clinical
nurse specialist, with training or expe-
rience in emergency care on call and
immediately available by telephone or
radio contact, and available onsite
within the following timeframes:

(i) Within 30 minutes, on a 24-hour a
day basis, if the CAH is located in an
area other than an area described in
paragraph (d)(1)(ii) of this section; or

(ii) Within 60 minutes, on a 24-hour a
day basis, if all of the following re-
quirements are met:

(A) The CAH is located in an area
designated as a frontier area (that is,
an area with fewer than six residents
per square mile based on the latest
population data published by the Bu-
reau of the Census) or in an area that
meets the criteria for a remote loca-
tion adopted by the State in its rural
health care plan, and approved by CMS,
under section 1820(b) of the Act.

(B) The State has determined, under
criteria in its rural health care plan,
that allowing an emergency response
time longer than 30 minutes is the only
feasible method of providing emer-
gency care to residents of the area
served by the CAH.

(C) The State maintains documenta-
tion showing that the response time of

42 CFR Ch. IV (10-1-06 Edition)

up to 60 minutes at a particular CAH it
designates is justified because other
available alternatives would increase
the time needed to stabilize a patient
in an emergency.

(2) A registered nurse satisfies the
personnel requirement specified in
paragraph (d)(1) of this section for a
temporary period if—

(i) The CAH has no greater than 10
beds;

(ii) The CAH is located in an area
designated as a frontier area or remote
location as described in paragraph
(d)(1)(i)(A) of this section;

(iii) The State in which the CAH is
located submits a letter to CMS signed
by the Governor, following consulta-
tion on the issue of using RNs on a
temporary basis as part of their State
rural healthcare plan with the State
Boards of Medicine and Nursing, and in
accordance with State law, requesting
that a registered nurse with training
and experience in emergency care be
included in the list of personnel speci-
fied in paragraph (d)(1) of this section.
The letter from the Governor must at-
test that he or she has consulted with
State Boards of Medicine and Nursing
about issues related to access to and
the quality of emergency services in
the States. The letter from the Gov-
ernor must also describe the cir-
cumstances and duration of the tem-
porary request to include the reg-
istered nurses on the list of personnel
specified in paragraph (d)(1) of this sec-
tion;

(iv) Once a Governor submits a let-
ter, as specified in paragraph (d)(2)(iii)
of this section, a CAH must submit
documentation to the State survey
agency demonstrating that it has been
unable, due to the shortage of such per-
sonnel in the area, to provide adequate
coverage as specified in this paragraph
().

(3) The request, as specified in para-
graph(d)(2)(iii) of this section, and the
withdrawal of the request, may be sub-
mitted to us at any time, and are effec-
tive upon submission.

(e) Standard: Coordination with emer-
gency response systems. The CAH must,
in coordination with emergency re-
sponse systems in the area, establish
procedures under which a doctor of
medicine or osteopathy is immediately
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available by telephone or radio contact
on a 24-hours a day basis to receive
emergency calls, provide information
on treatment of emergency patients,
and refer patients to the CAH or other
appropriate locations for treatment.

[68 FR 30671, May 26, 1993, as amended at 62
FR 46037, Aug. 29, 1997; 64 FR 41544, July 30,
1999; 67 FR 80041, Dec. 31, 2002; 69 FR 49271,
Aug. 11, 2004]

§485.620 Condition of participation:
Number of beds and length of stay.

(a) Standard: Number of beds. Except
as permitted for CAHs having distinct
part units under §485.647, the CAH
maintains no more than 25 inpatient
beds after January 1, 2004, that can be
used for either inpatient or swing-bed
services.

(b) Standard: Length of stay. The CAH
provides acute inpatient care for a pe-
riod that does not exceed, on an annual
average basis, 96 hours per patient.

[62 FR 46036, Aug. 29, 1997, as amended at 65
FR 47052, Aug. 1, 2000; 69 FR 49271, Aug. 11,
2004; 69 FR 60252, Oct. 7, 2004]

§485.623 Condition of participation:
Physical plant and environment.

(a) Standard: Construction. The CAH is
constructed, arranged, and maintained
to ensure access to and safety of pa-
tients, and provides adequate space for
the provision of direct services.

(b) Standard: Maintenance. The CAH
has housekeeping and preventive main-
tenance programs to ensure that—

(1) All essential mechanical, elec-
trical, and patient-care equipment is
maintained in safe operating condition;

(2) There is proper routine storage
and prompt disposal of trash;

(3) Drugs and biologicals are appro-
priately stored;

(4) The premises are clean and or-
derly; and

(5) There is proper ventilation, light-
ing, and temperature control in all
pharmaceutical, patient care, and food
preparation areas.

(c) Standard: Emergency procedures.
The CAH assures the safety of patients
in non-medical emergencies by—

(1) Training staff in handling emer-
gencies, including prompt reporting of
fires, extinguishing of fires, protection
and, where necessary, evacuation of pa-
tients, personnel, and guests, and co-

§485.623

operation with fire fighting and dis-
aster authorities;

(2) Providing for emergency power
and lighting in the emergency room
and for battery lamps and flashlights
in other areas;

(3) Providing for an emergency fuel
and water supply; and

(4) Taking other appropriate meas-
ures that are consistent with the par-
ticular conditions of the area in which
the CAH is located.

(d) Standard: Life safety from fire. (1)
Except as otherwise provided in this
section—

(i) The CAH must meet the applicable
provisions of the 2000 edition of the
Life Safety Code of the National Fire
Protection Association. The Director
of the Office of the Federal Register
has approved the NFPA 101® 2000 edi-
tion of the Life Safety Code, issued
January 14, 2000, for incorporation by
reference in accordance with 5 U.S.C.
5562(a) and 1 CFR part 51. A copy of the
Code is available for inspection 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/
federal register/
code of federal regulations/
ibr _locations.html. Copies may be ob-
tained from the National Fire Protec-
tion Association, 1 Batterymarch Park,
Quincy, MA 02269. If any changes in
this edition of the Code are incor-
porated by reference, CMS will publish
notice in the FEDERAL REGISTER to an-
nounce the changes.

(ii) Chapter 19.3.6.3.2, exception num-
ber 2 of the adopted edition of the Life
Safety Code does not apply to a CAH.

(2) If CMS finds that the State has a
fire and safety code imposed by State
law that adequately protects patients,
CMS may allow the State survey agen-
cy to apply the State’s fire and safety
code instead of the LiSC.

(3) After consideration of State sur-
vey agency findings, CMS may waive
specific provisions of the Life Safety
Code that, if rigidly applied, would re-
sult in unreasonable hardship on the
CAH, but only if the waiver does not
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