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§ 481.2 D
efinitions. 

to practice m
edicine or surgery in the State. 

(d) “
P

hysician assistant”
 m

eans a person w
ho m

eets the applicable State 
A

s used in this subpart, unless the context indicates otherw
ise: 

requirem
ents governing the qualifications for assistants to prim

ary care 
physicians, and w

ho m
eets at least one of the follow

ing conditions: 
(a) “

D
irect services”

 m
eans services provided by the clinic's staff. 

(1) Is currently certified by the N
ational C

om
m

ission on C
ertification on 

(b)“
N

urse practitioner”
 m

eans a registered professional nurse w
ho is 

Physician A
ssistants to assist prim

ary care physicians; or 

currently licensed to practice in the State, w
ho m

eets the State's 
(2) H

as satisfactorily com
pleted a program

 for preparing physician’s assistants 
requirem

ents governing the qualifications of nurse practitioners, and w
ho 

that: 
m

eets one of the follow
ing conditions: 

(i) w
as at least 1 academ

ic year in length; 
(1) Is currently certified as a prim

ary care N
urse Practitioner by the 

(ii) consisted of supervised clinical practice and at least 4 m
onths in the 

A
m

erican N
urses' A

ssociation or by the N
ational B

oard of Pediatric 
aggregate of classroom

 instruction directed tow
ard preparing students 

N
urse Practitioners and A

ssociates; or 
to deliver health care; and 

(2) H
as satisfactorily com

pleted a form
al 1 academ

ic year educational 
(iii) is accredited by the A

m
erican M

edical A
ssociation’s C

om
m

ittee on 

program
 that: 

A
llied H

ealth E
ducation and A

ccreditation; or 

(i) prepares registered nurses to perform
 an expanded role in the 

(3) H
as satisfactorily com

pleted a form
al educational program

 for preparing 

delivery of prim
ary care; 

physician assistants that does not m
eet the requirem

ents of paragraph (d)(2) 

(ii) includes at least 4 m
onths (in the aggregate) of classroom

 
of this section, and 

instruction and a com
ponent of supervised clinical practice; and 

(i) has been assisting prim
ary care physicians for a 12-m

onth period 
(iii) aw

ards a degree, diplom
a, or certificate to persons w

ho successful-
in the 18 m

onth period im
m

ediately preceding the effective date of 
ly 

this subpart. 
com

plete the program
; or 

(e) “
R

ural area”
 m

eans an area that is not delineated as an urbanized area by the 
(3) H

as successfully com
pleted a form

al educational program
 for preparing 

B
ureau of the C

ensus. 
registered nurses to perform

 an expanded role in the delivery of prim
ary 

care that does not m
eet the requirem

ents of paragraph (b)(2) of this 
(f) “

R
ural health clinic”

 or “
clinic”

 m
eans a clinic that is located in a rural area 

section, and 
designated as a shortage area, is not a rehabilitation agency or a facility 

(i) has been perform
ing an expanded role in the delivery of prim

ary 
prim

arily for the care and treatm
ent of m

ental diseases, and m
eets all other 

care for a total of 12 m
onths during the 18-m

onth period 
requirem

ents of this subpart. 

im
m

ediately preceding the effective date of this subpart. 
(g) “

Shortage area”
 m

eans a defined geographic area designated by the 

(c)“
P

hysician”
 m

eans a doctor of m
edicine or osteopathy legally authorized	

D
epartm

ent as having either a shortage of personal health services (under 
section 1302(7) of the Public H

ealth Service A
ct) or a shortage 

of prim
ary m

edical care m
anpow

er (under section 332 of that A
ct). 

(h) “
Secretary”

 m
eans the Secretary of H

ealth and H
um

an Services, or 
any official to w

hom
 he has delegated the pertinent authority. 

A
ccording to the Paperw

ork R
eduction A

ct of 1995, no persons are required to respond to a collection of inform
ation unless it displays a valid O

M
B

 control num
ber. T

he valid O
M

B
 control num

ber for this 
inform

ation collection is 0938-0074. T
he tim

e required to com
plete this inform

ation collection is estim
ated to average 1.5 hours per response, including the tim

e to review
 instructions, search existing data resources, 

gather the data needed, and com
plete and review

 the inform
ation collection. If you have any com

m
ents concerning the accuracy of the tim

e estim
ate(s) or suggestions for im

proving this form
, please w

rite to: C
M

S, 
7500 Security B

oulevard, N
2-14-26, B

altim
ore, M

aryland 21244-1850. 

F
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 clinic certified under M
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ill be deem

ed to m
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the standards for certification under M
edicaid. 
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J3 

J4 
■

 M
E

T
 

■
 N

O
T

 M
E

T
 

■
 N

/A
 

(a) L
icen

su
re o

f clin
ic. 

T
he clinic is licensed pursuant to applicable State and local law

. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(b
) L

icen
su

re, certificatio
n

 o
r reg

istratio
n

 o
f p

erso
n

n
el. 

Staff of the clinic are licensed, certified or registered in 
accordance w

ith applicable State and local law
s. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

II. §481.4 
S

tate an
d

 lo
cal law

s. 

T
he rural health clinic and its staff are in com

pliance w
ith 

applicable Federal, State and local law
s and regulations. 
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J7 

J8 

J9 

■
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E
T

 
■

 N
O
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(a) B
asic req

u
irem

en
t. 

T
he clinic is located in a rural area that is designated as a 

shortage area, and m
ay be a perm

anent or a m
obile unit. 

(1) P
erm

an
en

t u
n

it. 
T

he objects, equipm
ent and supplies necessary 

for the provision of the services furnished 
directly by the clinic are housed in a perm

anent 
structure. If clinic services are regularly furnished at 
perm

anent units in m
ore than one location, each unit 

w
ill be independently considered for certification as a 

rural health clinic. 

(2) M
o

b
ile u

n
it. 

T
he objects, equipm

ent and supplies necessary 
for the provision of the services furnished 
directly by the clinic are housed in a m

obile structure 
w

hich has a fixed, scheduled location(s). 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

II. §481.5 L
o

catio
n

 o
f C

lin
ic. 

L
ist schedule of operation —

 day, tim
e and location 

N
A

M
E
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J10 

J11 

J12 

J13 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(b
) D

o
es th

e facility m
eet lo

catio
n

 elig
ib

ility in
 a ru

ral 
h

ealth
 sh

o
rtag

e area th
ro

u
g

h
 eith

er o
f th

e fo
llo

w
in

g
 

excep
tio

n
s. 

(1) A
 facility certified under this subpart w

ill not be 
disqualified if the area in w

hich it is located subsequently 
fails to m

eet the definition of rural, shortage area. 

(2) A
 private, nonprofit facility that m

eets all other 
conditions of this subpart except for location in a 
shortage area w

ill be certified if, on July 1, 1977, it w
as 

operating in a rural area that is determ
ined by the 

Secretary (on the basis of the ratio of prim
ary care 

physicians to the general population) to have an 
insufficient supply of physicians to m

eet the needs of 
the area served. D

eterm
inations on these exceptions w

ill 
be m

ade by the Secretary upon application by the facility. 

J14 

J15 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(c) T
h

e facility m
eets ru

ral area req
u

irem
en

ts u
n

d
er o

n
e 

o
f th

e fo
llo

w
in

g
 criteria. 

(1) R
ural areas are areas not delineated as urbanized areas 

in the last census conducted by the C
ensus B

ureau. 

(2) Included in the rural area classification are those 
portions of extended cities that the C

ensus B
ureau has 

determ
ined to be rural. 

N
A

M
E
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A

M
E
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J16 

J17 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(d
) T

h
e facility m

eets th
e sh

o
rtag

e area req
u

irem
en

ts 
u

n
d

er o
n

e o
f th

e fo
llo

w
in

g
 criteria. 

(1) D
eterm

ination of shortage of personal health services 
(under section 1302(7) of the Public H

ealth Service A
ct). 

(2) D
eterm

ination of shortage of prim
ary m

edical care 
m

anpow
er (under section 332(a) (1) (A

) of the Public 
H

ealth Service A
ct). 

J18 
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III. §481.6 P
hysical p

lan
t an

d
 enviro

n
m

en
t. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(a) C
o

n
stru

ctio
n

. 

T
he clinic is constructed, arranged, and m

aintained to ensure 
access to and safety of patients, and provides adequate space 
for the provision of direct services. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(b
) M

ain
ten

an
ce. 

T
he clinic has a preventive m

aintenance program
 to ensure 

that: 

(1) A
ll essential m

echanical, electrical and patient-care 
equipm

ent is m
aintained in safe operating condition; 

(2) D
rugs and biologicals are appropriately stored; and 

(3) T
he prem

ises are clean and orderly. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(c) E
m

erg
en

cy p
ro

ced
u

res. 

T
he clinic assures the safety of patients in case of non-m

edical 
em

ergencies by: 

(1) T
raining staff in handling em

ergencies; 

(2) Placing exit signs in appropriate locations; and 

(3) Taking other appropriate m
easures that are consistent 

w
ith the particular conditions of the area in w

hich the 
clinic is located. 
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J29 

J30 

J31 

■
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E
T
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O
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IV. §481.7 O
rg

an
izatio

n
al stru

ctu
re. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(a) B
asic req

u
irem

en
ts. 

(1) T
he clinic is under the m

edical direction of a physician, 
and has a health care staff that m

eets the requirem
ents 

of §481.8. 

(2) T
he organization’s policies and its lines of authority and 

responsibilities are clearly set forth in w
riting. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 
(b

) D
isclo

su
re. 

T
he clinic discloses the nam

es and addresses of: 

(1) Its ow
ners, in accordance w

ith section 1124 of the Social 
Security A

ct (42 U
SC

 132 A
-3); 

(2) T
he person principally responsible for directing the operation 

of the clinic; and 

(3) T
he person responsible for m

edical direction. 

J32 

J33 

J34 

J35 

J36 

L
ist nam

es and addresses of ow
ners: 

N
A

M
E
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J38 

J39 
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IV. §481.8 S
taffin

g
 an

d
 S

taff R
esp

o
n

sib
ilities. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(a) S
taffin

g
. 

(1) T
he clinic has a health care staff that includes one or m

ore 
physicians and one or m

ore physician’s assistants or nurse 
practitioners. 

(2) T
he staff, i.e., the nurse practitioner(s), physician(s), or 

physician’s assistant(s) m
eets qualification requirem

ents in 
section 481.2(b), (c), (d). 

(3) A
 physician, nurse practitioner, or physician’s assistant is 

available to furnish patient care services at all tim
es during 

the clinic’s regular hours of operation. A
 nurse practitioner 

or a physician’s assistant is available to furnish patient care 
services during at least 60%

 of the clinic’s regular hours of 
operation. 

(4) T
he staff is sufficient to provide the services essential to 

the operation of the clinic. 

J40 

J41 

J42 

For each qualified nurse practitioner, indicate the num
ber 

qualifying under the respective parts of §481.2(b): 

J43 
(1) 

(2) 

(3) 

For each qualified physician’s assistant, indicate the num
ber 

qualifying under the respective parts of §481.2(d): 

J44 
(1) 

(2) 

(3) 

C
linic’s regular w

eekly operating schedule: 

N
urse practitioner or physician’s assistant regular w

eekly on 
duty schedule: 

N
A

M
E
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J47 

■
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(b
) P

hysician
 resp

o
n

sib
ilities: 

(1) T
he physician provides m

edical direction for the clinic’s 
health care activities and consultation for, and m

edical 
supervision of the health care staff. 

(2) In conjunction w
ith the physician’s assistant and/or nurse 

practitioner m
em

ber(s), the physician participates in 
developing, executing and periodically review

ing the clinic’s 
w

ritten policies and the services provided to Federal 
program

 patients; and 

(3) T
he physician periodically review

s the clinic’s patient 
records, provides m

edical orders, and provides m
edical 

care services to the patients of the clinic. 

(4) A
 physician is present for sufficient periods of tim

e, at least 
once in every 2 w

eek period (except in extraordinary 
circum

stances), to provide the m
edical direction, m

edical 
care services, consultation and supervision described in 
paragraph(b)(1) of this section, and, is available through 
direct telecom

m
unication for consultation, assistance w

ith 
m

edical em
ergencies, or patient referral. T

he extraordinary 
circum

stances are docum
ented in the records of the clinic. 

J48 

J49 
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J51 

J52 

■
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(c) P
hysician

’s assistan
t an

d
 n

u
rse p

ractitio
n

er 
resp

o
n

sib
ilities. 

(1) T
he physician’s assistant and the nurse practitioner 

m
em

bers of the clinic’s staff: 

(i) participate in the developm
ent, execution and periodic 

review
 of the w

ritten policies governing the services 
the clinic furnishes; 

(ii) provide services in accordance w
ith those policies; 

(iii) arrange for, or refer patients to, needed services 
that cannot be provided at the clinic; 

(iv) assure that adequate patient health records are 
m

aintained and transferred as required w
hen 

patients are referred; and 

(v) participate w
ith a physician in a periodic review

 of 
the patients’ health records. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

V
I. §481.9 P

rovisio
n

 o
f services. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(a) B
asic req

u
irem

en
ts 

T
he clinic is prim

arily engaged in providing outpatient health 
services as described in §481.9 (c). 

J53 

N
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M
E
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J56 

■
 M
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(b
) P

atien
t care p

o
licies. 

(1) T
he clinic’s health care services are furnished in 

accordance w
ith appropriate w

ritten policies w
hich are 

consistent w
ith applicable State law

. 

(2) T
he policies are developed w

ith the advice of a group of 
professional personnel that includes one or m

ore physicians 
and one or m

ore physician’s assistants or nurse practitioners. 
A

t least one m
em

ber of the group is not a m
em

ber of the 
clinic’s staff. 

(3) T
he policies include: 

(i) a description of the services the clinic furnishes directly 
and those furnished through agreem

ent or arrangem
ent; 

(ii) guidelines for the m
edical m

anagem
ent of health 

problem
s w

hich include the conditions requiring m
edical 

consultation and/or patient referral, the m
aintenance of 

health care records,and procedures for the periodic 
review

 and evaluation of the services furnished by the 
clinic; 

(iii) rules for the storage, handling, and adm
inistration 

of drugs and biologicals. 

(4) T
hese policies are review

ed at least annually by the group 
of professional personnel required under (b)(2) above in this 
section, and review

ed as necessary by the clinic. 

J57 

J58 
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J61 
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(c) D
irect services. 

(1) G
en

eral. 
T

he clinic staff furnishes those diagnostic and therapeutic 
services and supplies that are com

m
only furnished in a 

physician’s office or at the entry point into the health care 
delivery system

. T
hese include m

edical history, physical 
exam

ination, assessm
ent of health status, and treatm

ent 
for a variety of m

edical conditions. 

(2) L
ab

o
rato

ry. 
T

he clinic provides basic laboratory services essential to 
the im

m
ediate diagnosis and treatm

ent of the patient, 
including: 

(i) chem
ical exam

inations of urine by stick or tablet 
m

ethods or both (including urine ketones); 

(ii) m
icroscopic exam

ination of urine sedim
ent; 

(iii) hem
oglobin or hem

atacrit; 

(iv) blood sugar; 

(v) gram
 stain; 

(vi) exam
ination of stool specim

ens for occult blood; 

(vii) pregnancy tests; 

(viii) prim
ary culturing for transm

ittal to a certified 
laboratory; and 

(ix) test for pinw
orm

s. 
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J65 

(3) E
m

erg
en

cy. 
T

he clinic provides m
edical em

ergency procedures as a 
first response to com

m
on life-threatening injuries and acute 

illness, and has available the drugs and biologicals 
com

m
only used in life saving procedures, such as 

analgesics, anesthetics (local), antibiotics, anticonvulsants, 
antidotes and em

etics, serum
s and toxoids. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(d
) S

ervices p
rovid

ed
 th

ro
u

g
h

 ag
reem

en
ts o

r 
arran

g
em

en
ts. 

(1) T
he clinic has agreem

ents or arrangem
ents w

ith one or 
m

ore providers or suppliers participating under M
edicare or 

M
edicaid to furnish other services to its patients, including: 

(i) inpatient hospital care; 

(ii) physician(s) services (w
hether furnished in the hospital, the 

office, the patient’s hom
e, a skilled nursing facility, or 

elsew
here); and 

(iii) additional and specialized diagnostic and laboratory 
services that are not available at the clinic. 

(2) If the agreem
ents are not in w

riting, there is evidence that 
patients referred by the clinic are being accepted and treated. 

J64 
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■
 M

E
T

 
■
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O

T
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V
II. §481.10 P

atien
t h

ealth
 reco

rd
s. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(a) R
eco

rd
s system

. 

(1) T
he clinic m

aintains a clinical record system
 in accordance 

w
ith w

ritten policies and procedures. 

(2) A
 designated m

em
ber of the professional staff is responsible 

for m
aintaining the records and for ensuring that they are 

com
pletely and accurately docum

ented, readily accessible, 
and system

atically organized. 

(3) For each patient receiving health care services, the clinic 
m

aintains a record that includes, as applicable: 

(i) identification and social data, evidence of consent form
s, 

pertinent m
edical history, assessm

ent of the health status 
and health care needs of the patient, and a brief sum

m
ary 

of the episode, disposition, and instructions to the patient; 

(ii) R
eports of physical exam

inations, diagnostic and 
laboratory test results, and consultative findings; 

(iii) all physician’s orders, reports of treatm
ents and 

m
edications and other pertinent inform

ation necessary 
to m

onitor the patient’s progress; 

(iv) signatures of the physician or other health care 
professional. 

J69 

J70 
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(b
) P

ro
tectio

n
 o

f reco
rd

 in
fo

rm
atio

n
. 

(1) T
he clinic m

aintains the confidentiality of record inform
ation 

and provides safeguards against loss, destruction or 
unauthorized use. 

(2) W
ritten policies and procedures govern the use and rem

oval 
or records from

 the clinic and the conditions for release of 
inform

ation. 

(3) T
he patient’s w

ritten consent is required for release of 
inform

ation not authorized by law
. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(c) R
eten

tio
n

 o
f reco

rd
s. 

T
he records are retained for at least 6 years from

 date of 
last entry, and longer if required by State statute. 

■
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■
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O

T
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E
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V
III. §481.11 P

ro
g

ram
 evalu

atio
n

. 

■
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E
T

 
■

 N
O

T
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E
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(a) T
he clinic carries out, or arranges for, an annual evaluation 

of its total program
. 
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J78 

J79 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(b) T
he evaluation includes review

 of: 

(1) the utilization of clinic services, including at least the 
num

ber of patients served and the volum
e of services; 

(2) a representative sam
ple of both active and closed clinical 

records; and 

(3) the clinic’s health care policies. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(c) T
he purpose of the evaluation is to determ

ine w
hether: 

(1) the utilization of services w
as appropriate; 

(2) the established policies w
ere follow

ed; and 

(3) any changes are needed. 

■
 M

E
T

 
■

 N
O

T
 M

E
T

 

(d) T
he clinic staff considers the findings of the evaluation and 

takes corrective action if necessary. 
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