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requirements specified in § 417.436 of 

this chapter. 

(e) If an adult individual is incapaci-

tated at the time of admission or at 

the start of care and is unable to re-

ceive information (due to the incapaci-

tating conditions or a mental disorder) 

or articulate whether or not he or she 

has executed an advance directive, 

then the provider may give advance di-

rective information to the individual’s 

family or surrogate in the same man-

ner that it issues other materials about 

policies and procedures to the family of 

the incapacitated individual or to a 

surrogate or other concerned persons 

in accordance with State law. The pro-

vider is not relieved of its obligation to 

provide this information to the indi-

vidual once he or she is no longer inca-

pacitated or unable to receive such in-

formation. Follow-up procedures must 

be in place to provide the information 

to the individual directly at the appro-

priate time. 

[57 FR 8203, Mar. 6, 1992, as amended at 59 FR 

45403, Sept. 1, 1994; 60 FR 33294, June 27, 1995; 

62 FR 46037, Aug. 29, 1997; 64 FR 67052, Nov. 30, 

1999; 68 FR 66720, Nov. 28, 2003] 

§ 489.104 Effective dates. 

These provisions apply to services 

furnished on or after December 1, 1991 

payments made under section 

1833(a)(1)(A) of the Act on or after De-

cember 1, 1991, and contracts effective 

on or after December 1, 1991. 
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§ 491.1 Purpose and scope. 

This subpart sets forth the condi-

tions that rural health clinics or 

FQHCs must meet in order to qualify 

for reimbursement under Medicare 

(title XVIII of the Social Security Act) 

and that rural health clinics must 

meet in order to qualify for reimburse-

ment under Medicaid (title XIX of the 

Act).

[57 FR 24982, June 12, 1992] 

§ 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 
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expanded role in the delivery of pri-

mary care) that does not meet the re-

quirements of paragraph (2) of this def-

inition, 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 the following: 

(1) As it pertains to the supervision, 

collaboration, and oversight require-

ments in sections 1861(aa)(2)(B) and 

(aa)(3) of the Act, a doctor of medicine 

or osteopathy legally authorized to 

practice medicine or surgery in the 

State in which the function is per-

formed; and 

(2) Within limitations as to the spe-

cific services furnished, a doctor of 

dental surgery or of dental medicine, a 

doctor of optometry, a doctor of podia-

try or surgical chiropody or a chiro-

practor (see section 1861(r) of the Act 

for specific limitations). 

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 

(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 (2) of this definition 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. 

[71 FR 55345, Sept. 22, 2006, as amended at 79 

FR 27156, May 12, 2014] 

§ 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 

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.

[71 FR 55346, Sept. 22, 2006] 

§ 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 
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