§491.2

§491.2 Definitions.

As used in this subpart, unless the
context indicates otherwise:

Direct services means services pro-
vided by the clinic’s staff.

FQHC means an entity as defined in
§405.2401(b).

Nurse practitioner means a registered
professional nurse who is currently li-
censed to practice in the State, who
meets the State’s requirements gov-
erning the qualifications of nurse prac-
titioners, and who meets one of the fol-
lowing conditions:

(1) Is currently certified as a primary
care nurse practitioner by the Amer-
ican Nurses’ Association or by the Na-
tional Board of Pediatric Nurse Practi-
tioners and Associates; or

(2) Has satisfactorily completed a
formal 1 academic year educational
program that:

(i) Prepares registered nurses to per-
form an expanded role in the delivery
of primary care;

(ii) Includes at least 4 months (in the
aggregate) of classroom instruction
and a component of supervised clinical
practice; and

(iii) Awards a degree, diploma, or cer-
tificate to persons who successfully
complete the program; or

(3) Has successfully completed a for-
mal educational program (for pre-
paring registered nurses to perform an
expanded role in the delivery of pri-
mary care) that does not meet the re-
quirements of paragraph (b)(2) of this
section, and has been performing an ex-
panded role in the delivery of primary
care for a total of 12 months during the
18-month period immediately preceding
the effective date of this subpart.

Physician means a doctor of medicine
or osteopathy legally authorized to
practice medicine or surgery in the
State.

Physician assistant means a person
who meets the applicable State re-
quirements governing the qualifica-
tions for assistants to primary care
physicians, and who meets at least one
of the following conditions:

(1) Is currently certified by the Na-
tional Commission on Certification of
Physician Assistants to assist primary
care physicians; or
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(2) Has satisfactorily completed a
program for preparing physician’s as-
sistants that:

(i) Was at least 1 academic year in
length;

(ii) Consisted of supervised clinical
practice and at least 4 months (in the
aggregate) of classroom instruction di-
rected toward preparing students to de-
liver health care; and

(iii) Was accredited by the American
Medical Association’s Committee on
Allied Health Education and Accredita-
tion; or

(3) Has satisfactorily completed a
formal educational program (for pre-
paring physician assistants) that does
not meet the requirements of para-
graph (d)(2) of this section and assisted
primary care physicians for a total of
12 months during the 18-month period
that ended on December 31, 1986.

Rural area means an area that is not
delineated as an urbanized area by the
Bureau of the Census.

Rural health clinic or clinic means a
clinic that is located in a rural area
designated as a shortage area, is not a
rehabilitation agency or a facility pri-
marily for the care and treatment of
mental diseases, and meets all other
requirements of this subpart.

Shortage area means a defined geo-
graphic area designated by the Depart-
ment as having either a shortage of
personal health services (under section
1302(7) of the Public Health Service
Act) or a shortage of primary medical
care manpower (under section 332 of
that Act).

Secretary means the Secretary of
Health and Human Services, or any of-
ficial to whom he has delegated the
pertinent authority.

(Secs. 1102, 1833 and 1902(a)(13), Social Secu-
rity Act: 49 Stat. 647, 91 Stat. 1485 (42 U.S.C.
1302, 13951 and 1396(a)(13)))

[43 FR 5375, Feb. 8, 1978, as amended at 43 FR
30528, July 14, 1978. Redesignated at 50 FR
33034, Aug. 16, 1985, and further amended at
56 FR 8854, Mar. 1, 1991; 57 FR 24982, June 12,
1992]

§491.3 Certification procedures.

A rural health clinic will be certified
for participation in Medicare in accord-
ance with subpart S of 42 CFR part 405.
The Secretary will notify the State
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Centers for Medicare & Medicaid Services, HHS

Medicaid agency whenever he has cer-
tified or denied certification under
Medicare for a prospective rural health
clinic in that State. A clinic certified
under Medicare will be deemed to meet
the standards for certification under
Medicaid.

§491.4 Compliance with Federal, State
and local laws.

The rural health clinic or FQHC and
its staff are in compliance with appli-
cable Federal, State and local laws and
regulations.

(a) Licensure of clinic or center. The
clinic or center is licensed pursuant to
applicable State and local law.

(b) Licensure, certification or registra-
tion of personnel. Staff of the clinic or
center are licensed, certified or reg-
istered in accordance with applicable
State and local laws.

[57 FR 24982, June 12, 1992]

§491.5 Location of clinic.

(a) Basic requirements. (1) An RHC is
located in a rural area that is des-
ignated as a shortage area.

(2) An FQHC is located in a rural or
urban area that is designated as either
a shortage area or an area that has a
medically underserved population.

(3) Both the RHC and the FQHC may
be permanent or mobile units.

(i) Permanent unit. The objects, equip-
ment, and supplies necessary for the
provision of the services furnished di-
rectly by the clinic or center are
housed in a permanent structure.

(ii) Mobile unit. The objects, equip-
ment, and supplies necessary for the
provision of the services furnished di-
rectly by the clinic or center are
housed in a mobile structure, which
has fixed, scheduled location(s).

(iii) Permanent unit in more than one
location. If clinic or center services are
furnished at permanent units in more
than one location, each unit is inde-
pendently considered for approval as a
rural health clinic or for approval as an
FQHC.

(b) Exceptions. (1) CMS does not dis-
qualify an RHC approved under this
subpart if the area in which it is lo-
cated subsequently fails to meet the
definition of a rural, shortage area.

(2) A private, nonprofit facility that
meets all other conditions of this sub-
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part except for location in a shortage
area will be certified if, on July 1, 1977,
it was operating in a rural area that is
determined by the Secretary (on the
basis of the ratio of primary care phy-
sicians to the general population) to
have an insufficient supply of physi-
cians to meet the needs of the area
served.

(3) Determinations on these excep-
tions will be made by the Secretary
upon application by the facility.

(c) Criteria for designation of rural
areas. (1) Rural areas are areas not de-
lineated as urbanized areas in the last
census conducted by the Census Bu-
reau.

(2) Excluded from the rural area clas-
sification are:

(i) Central cities of 50,000 inhabitants
or more;

(ii) Cities with at least 25,000 inhab-
itants which, together with contiguous
areas having stipulated population den-
sity, have combined populations of
50,000 and constitute, for general eco-
nomic and social purposes, single com-
munities;

(iii) Closely settled territories sur-
rounding cities and specifically des-
ignated by the Census Bureau as urban.

(3) Included in the rural area classi-
fication are those portions of extended
cities that the Census Bureau has de-
termined to be rural.

(d) Criteria for designation of shortage
areas. (1) The criteria for determina-
tion of shortage of personal health
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;

(i) 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;

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