§485.620

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
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)(Q)(i1)(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)(ii)
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

(d).
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(3) The request, as specified in para-
graph(d)(2)(ii) 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
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.

[58 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]

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

(a) Standard: Number of beds. Except
as permitted for CAHs having swing-
bed agreements under §485.645 of this
chapter, the CAH maintains no more
than 15 inpatient beds.

(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]

§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) AIll 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.
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(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-
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, the CAH must meet the appli-
cable provisions of the 2000 edition of
the Life Safety Code of the National
Fire Protection Association. The Di-
rector of the Office of the Federal Reg-
ister has approved the NFPA 1010 2000
edition of the Life Safety Code, issued
January 14, 2000, for incorporation by
reference in accordance with 5 U.S.C.
552(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
and at the Office of the Federal Reg-
ister, 800 North Capitol Street NW.,
Suite 700, Washington, DC. Copies may
be obtained from the National Fire
Protection Association, 1
Batterymarch Park, Quincy, MA 02269.
If any changes in this edition of the
Code are incorporated by reference,
CMS will publish notice in the FED-
ERAL REGISTER to announce the
changes. Chapter 19.3.6.3.2, exception
number 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 LSC.

(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-

§485.631

sult in unreasonable hardship on the
CAH, but only if the waiver does not
adversely affect the health and safety
of patients.

(4) The CAH maintains written evi-
dence of regular inspection and ap-
proval by State or local fire control
agencies.

(5) A critical access hospital must be
in compliance with the following provi-
sions beginning on March 13, 2006:

(i) Chapter 19.3.6.3.2, exception num-
ber 2.

(ii) Chapter 19.2.9, Emergency Light-
ing.

[58 FR 30671, May 26, 1993, as amended at 62
FR 46036, 46037, Aug. 29, 1997; 68 FR 1387, Jan.
10, 2003]

§485.627 Condition of participation:
Organizational structure.

(a) Standard: Governing body or re-
sponsible individual. The CAH has a gov-
erning body or an individual that as-
sumes full legal responsibility for de-
termining, implementing and moni-
toring policies governing the CAH’s
total operation and for ensuring that
those policies are administered so as to
provide quality health care in a safe
environment.

(b) Standard: Disclosure. The CAH dis-
closes the names and addresses of—

(1) Its owners, or those with a con-
trolling interest in the CAH or in any
subcontractor in which the CAH di-
rectly or indirectly has a 5 percent or
more ownership interest, in accordance
with subpart C of part 420 of this chap-
ter;

(2) The person principally responsible
for the operation of the CAH; and

(3) The person responsible for med-
ical direction.

[58 FR 30671, May 26, 1993, as amended at 62
FR 46037, Aug. 29, 1997]

§485.631 Condition of participation:
Staffing and staff responsibilities.

(a) Standard: Staffing—(1) The CAH
has a professional health care staff
that includes one or more doctors of
medicine or osteopathy, and may in-
clude one or more physician assistants,
nurse practitioners, or clinical nurse
specialists.

(2) Any ancillary personnel are super-
vised by the professional staff.
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