§491.6

services (under section 1302(7) of the
Public Health Services Act), are:

(i) The ratio of primary care physi-
cians practicing within the area to the
resident population;

(ii) The infant mortality rate;

(iii) The percent of the population 65
years of age or older; and

(iv) The percent of the population
with a family income below the pov-
erty level.

(2) The criteria for determination of
shortage of primary medical care man-
power (under section 332(a)(1)(A) of the
Public Health Services Act) are:

(i) The area served is a rational area
for the delivery of primary medical
care services;

(if) The ratio of primary care physi-
cians practicing within the area to the
resident population; and

(iii) The primary medical care man-
power in contiguous areas is overuti-
lized, excessively distant, or inacces-
sible to the population in this area.

(e) Medically underserved population.
A medically underserved population in-
cludes the following:

(1) A population of an urban or rural
area that is designated by PHS as hav-
ing a shortage of personal health serv-
ices.

(2) A population group that is des-
ignated by PHS as having a shortage of
personal health services.

(f) Requirements specific to FQHCs. An
FQHC approved for participation in
Medicare must meet one of the fol-
lowing criteria:

(1) Furnish services to a medically
underserved population.

(2) Be located in a medically under-
served area, as demonstrated by an ap-
plication approved by PHS.

CROSS REFERENCE: See 42 CFR 110.203(g) (41
FR 45718, Oct. 15, 1976) and 42 CFR Part 5 (42
FR 1586, Jan. 10, 1978).

[43 FR 5375, Feb. 8, 1978. Redesignated at 50
FR 33034, Aug. 16, 1985, and amended at 57 FR
24982, June 12, 1992; 61 FR 14658, Apr. 3, 1996]

§491.6 Physical plant and environ-
ment.

(a) Construction. The clinic or center
is constructed, arranged, and main-
tained to insure access to and safety of
patients, and provides adequate space
for the provision of direct services.

42 CFR Ch. IV (10-1-99 Edition)

(b) Maintenance. The clinic or center
has a preventive maintenance program
to ensure that:

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

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

(3) The premises are clean and or-
derly.

(c) Emergency procedures. The clinic
or center assures the safety of patients
in case of non-medical emergencies by:

(1) Training staff in handling emer-
gencies;

(2) Placing exit signs in appropriate
locations; and

(3) Taking other appropriate meas-
ures that are consistent with the par-
ticular conditions of the area in which
the clinic or center is located.

[57 FR 24983, June 12, 1992]

§491.7 Organizational structure.

(a) Basic requirements. (1) The clinic
or center is under the medical direc-
tion of a physician, and has a health
care staff that meets the requirements
of §491.8.

(2) The organization’s policies and its
lines of authority and responsibilities
are clearly set forth in writing.

(b) Disclosure. The clinic or center
discloses the names and addresses of:

(1) Its owners, in accordance with
section 1124 of the Social Security Act
(42 U.S.C. 132 A-3);

(2) The person principally responsible
for directing the operation of the clinic
or center; and

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

[57 FR 24983, June 12, 1992]

§491.8 Staffing and staff responsibil-
ities.

(a) Staffing. (1) The clinic or center
has a health care staff that includes
one or more physicians. Rural health
clinic staffs must also include one or
more physician’s assistants or nurse
practitioners.

(2) The physician member of the staff
may be the owner of the rural health
clinic, an employee of the clinic or cen-
ter, or under agreement with the clinic
or center to carry out the responsibil-
ities required under this section.
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