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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 101 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-

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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(3) The staff is sufficient to provide 
the services essential to the operation 
of the CAH. 

(4) A doctor of medicine or osteop-
athy, nurse practitioner, clinical nurse 
specialist, or physician assistant is 
available to furnish patient care serv-
ices at all times the CAH operates. 

(5) A registered nurse, clinical nurse 
specialist, or licensed practical nurse is 
on duty whenever the CAH has one or 
more inpatients. 

(b) Standard: Responsibilities of the 
doctor of medicine or osteopathy. (1) The 
doctor of medicine or osteopathy— 

(i) Provides medical direction for the 
CAH’s health care activities and con-
sultation for, and medical supervision 
of, the health care staff; 

(ii) In conjunction with the physician 
assistant and/or nurse practitioner 
member(s), participates in developing, 
executing, and periodically reviewing 
the CAH’s written policies governing 
the services it furnishes. 

(iii) In conjunction with the physi-
cian assistant and/or nurse practitioner 
members, periodically reviews the 
CAH’s patient records, provides med-
ical orders, and provides medical care 
services to the patients of the CAH; 
and 

(iv) Periodically reviews and signs 
the records of patients cared for by 
nurse practitioners, clinical nurse spe-
cialists, or physician assistants. 

(2) A doctor of medicine or osteop-
athy is present for sufficient periods of 
time, at least once in every 2 week pe-
riod (except in extraordinary cir-
cumstances) to provide the medical di-
rection, medical care services, con-
sultation, and supervision described in 
this paragraph, and is available 
through direct radio or telephone com-
munication for consultation, assist-
ance with medical emergencies, or pa-
tient referral. The extraordinary cir-
cumstances are documented in the 
records of the CAH. A site visit is not 
required if no patients have been treat-
ed since the latest site visit. 

(c) Standard: Physician assistant, nurse 
practitioner, and clinical nurse specialist 
responsibilities. (1) The physician assist-
ant, the nurse practitioner, or clinical 
nurse specialist members of the CAH’s 
staff— 

(i) Participate in the development, 
execution and periodic review of the 
written policies governing the services 
the CAH furnishes; and 

(ii) Participate with a doctor of med-
icine or osteopathy in a periodic review 
of the patients’ health records. 

(2) The physician assistant, nurse 
practitioner, or clinical nurse spe-
cialist performs the following func-
tions to the extent they are not being 
performed by a doctor of medicine or 
osteopathy: 

(i) Provides services in accordance 
with the CAH’s policies. 

(ii) Arranges for, or refers patients 
to, needed services that cannot be fur-
nished at the CAH, and assures that 
adequate patient health records are 
maintained and transferred as required 
when patients are referred. 

(3) Whenever a patient is admitted to 
the CAH by a nurse practitioner, physi-
cian assistant, or clinical nurse spe-
cialist, a doctor of medicine or osteop-
athy on the staff of the CAH is notified 
of the admission. 

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

§ 485.635 Condition of participation: 
Provision of services. 

(a) Standard: Patient care policies. (1) 
The CAH’s health care services are fur-
nished in accordance with appropriate 
written policies that are consistent 
with applicable State law. 

(2) The policies are developed with 
the advice of a group of professional 
personnel that includes one or more 
doctors of medicine or osteopathy and 
one or more physician assistants, nurse 
practitioners, or clinical nurse special-
ists, if they are on staff under the pro-
visions of § 485.631(a)(1); at least one 
member is not a member of the CAH 
staff. 

(3) The policies include the following: 
(i) A description of the services the 
CAH furnishes directly and those fur-
nished through agreement or arrange-
ment. 

(ii) Policies and procedures for emer-
gency medical services. 

(iii) Guidelines for the medical man-
agement of health problems that in-
clude the conditions requiring medical 
consultation and/or patient referral, 
the maintenance of health care 
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