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drugs or biologicals) furnished by a 
registered nurse or licensed practical 
nurse to a homebound patient. 

(Secs. 1102, 1833, 1861(aa), 1871, 1902(a)(13), So-
cial Security Act; 49 Stat. 647, 79 Stat. 302, 
322, and 331, 91 Stat. 1485 (42 U.S.C. 1302, 1395l, 
1395hh, 1395x(aa), and 1396(a)(13)) 

[43 FR 8261, Mar. 1, 1978, as amended at 43 FR 
30526, July 14, 1978; 47 FR 21049, May 17, 1982; 
47 FR 23448, May 28, 1982; 51 FR 41351, Nov. 14, 
1986; 57 FR 24975, June 12, 1992; 59 FR 26958, 
May 25, 1994; 60 FR 63176, Dec. 8, 1995; 61 FR 
14657, Apr. 3, 1996; 69 FR 74815, Dec. 24, 2003; 
71 FR 55345, Sept. 22, 2006] 

§ 405.2402 Basic requirements. 

(a) Certification by the State survey 
agency. The rural health clinic must be 
certified in accordance with part 491 of 
this chapter. 

(b) Acceptance of the clinic as qualified 
to furnish rural health clinic services. If 
the Secretary, after reviewing the sur-
vey agency recommendation and other 
evidence relating to the qualifications 
of the rural health clinic, determines 
that it meets the requirements of this 
subpart and of part 491 of this chapter, 
he will send the clinic: 

(1) Written notice of the determina-
tion; and 

(2) Two copies of the agreement to be 
filed as required by section 1861(aa)(1) 
of the Act. 

(c) Filing of agreement by the rural 
health clinic. If the rural health clinic 
wishes to participate in the program, it 
must: 

(1) Have both copies of the agreement 
signed by an authorized representative; 
and 

(2) File them with the Secretary. 
(d) Acceptance by the Secretary. If the 

Secretary accepts the agreement filed 
by the rural health clinic, he will re-
turn to the clinic one copy of the 
agreement, with a notice of acceptance 
specifying the effective date. 

(e) Duration of agreement. The agree-
ment shall be for a term of one year 
and may be renewed annually by mu-
tual consent of the Secretary and the 
rural health clinic. 

(f) Appeal rights. If the Secretary does 
not certify a rural health clinic, or re-
fuses to enter into or renew an agree-
ment, the facility is entitled to a hear-

ing in accordance with part 498 of this 
chapter. 

[43 FR 8261, Mar. 1, 1978, as amended at 52 FR 
22454, June 12, 1987] 

§ 405.2403 Content and terms of the 
agreement with the Secretary. 

(a) Under the agreement, the rural 
health clinic agrees to the following: 

(1) Maintaining compliance with condi-
tions. The clinic agrees to maintain 
compliance with the conditions set 
forth in part 491 of this chapter and to 
report promptly to CMS any failure to 
do so. 

(2) Charges to beneficiaries. The clinic 
agrees not to charge the beneficiary or 
any other person for items and services 
for which the beneficiary is entitled to 
have payment made under the provi-
sions of this part (or for which the ben-
eficiary would have been entitled if the 
rural health clinic had filed a request 
for payment in accordance with 
§ 410.165 of this chapter), except for any 
deductible or coinsurance amounts for 
which the beneficiary is liable under 
§ 405.2410. 

(3) Refunds to beneficiaries. (i) The 
clinic agrees to refund as promptly as 
possible any money incorrectly col-
lected from beneficiaries or from some-
one on their behalf. 

(ii) As used in this section, money in-
correctly collected means sums collected 
in excess of the amount for which the 
beneficiary was liable under § 405.2410. 
It includes amounts collected at a time 
when the beneficiary was believed not 
to be entitled to Medicare benefits but: 

(A) The beneficiary is later deter-
mined to have been entitled to Medi-
care benefits; and 

(B) The beneficiary’s entitlement pe-
riod falls within the time the rural 
health clinic’s agreement with the Sec-
retary is in effect. 

(4) Beneficiary treatment. (i) The clinic 
agrees to accept beneficiaries for care 
and treatment; and 

(ii) The clinic agrees not to impose 
any limitations on the acceptance of 
beneficiaries for care and treatment 
that it does not impose on all other 
persons. 

(b) Additional provisions. The agree-
ment may contain any additional pro-
visions that the Secretary finds nec-
essary or desirable for the efficient and 
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effective administration of the Medi-
care program. 

[43 FR 8261, Mar. 1, 1978, as amended at 51 FR 
41351, Nov. 14, 1986] 

§ 405.2404 Terminations of agreements. 

(a) Termination by rural health clinic— 
(1) Notice to Secretary. If the clinic wish-
es to terminate its agreement it shall 
file with the Secretary a written notice 
stating the intended effective date of 
termination. 

(2) Action by the Secretary. (i) The Sec-
retary may approve the date proposed 
by the clinic, or set a different date no 
later than 6 months after the date of 
the clinic’s notice. 

(ii) The Secretary may approve a 
date which is less than 6 months after 
the date of notice if he determines that 
termination on that date would not: 

(A) Unduly disrupt the furnishing of 
services to the community serviced by 
the clinic; or 

(B) Otherwise interfere with the ef-
fective and efficient administration of 
the Medicare program. 

(3) Cessation of business. If a clinic 
ceases to furnish services to the com-
munity, that shall be deemed to be a 
voluntary termination of the agree-
ment by the clinic, effective on the last 
day of business. 

(b) Termination by the Secretary—(1) 
Cause for termination. The Secretary 
may terminate an agreement if he de-
termines that the rural health clinic: 

(i) No longer meets the conditions for 
certification under part 491 of this 
chapter; or 

(ii) Is not in substantial compliance 
with the provisions of the agreement, 
the requirements of this subpart, any 
other applicable regulations of this 
part, or any applicable provisions of 
title XVIII of the Act; or 

(iii) Has undergone a change of own-
ership. 

(2) Notice of termination. The Sec-
retary will give notice of termination 
to the rural health clinic at least 15 
days before the effective date stated in 
the notice. 

(3) Appeal by the rural health clinic. A 
rural health clinic may appeal the ter-
mination of its agreement in accord-
ance with the provisions set forth in 
part 498 of this chapter. 

(c) Effect of termination. Payment will 
not be available for rural health clinic 
services furnished on or after the effec-
tive date of termination. 

(d) Notice to the public. Prompt notice 
of the date and effect of termination 
shall be given to the public, through 
publication in local newspapers: 

(1) By the clinic, after the Secretary 
has approved or set a termination date; 
or 

(2) By the Secretary, when he has 
terminated the agreement. 

(e) Conditions for reinstatement after 
termination of agreement by the Sec-
retary. When an agreement with a rural 
health clinic is terminated by the Sec-
retary, the rural health clinic may not 
file another agreement to participate 
in the Medicare program unless the 
Secretary: 

(1) Finds that the reason for the ter-
mination of the prior agreement has 
been removed; and 

(2) Is assured that the reason for the 
termination will not recur. 

[43 FR 8261, Mar. 1, 1978, as amended at 52 FR 
22454, June 12, 1987] 

§ 405.2410 Application of Part B de-
ductible and coinsurance. 

(a) Application of deductible. (1) Medi-
care payment for rural health clinic 
services begins only after the bene-
ficiary has incurred the deductible. 

(2) Medicare payment for services 
covered under the Federally qualified 
health center benefit is not subject to 
the usual Part B deductible. 

(b) Application of coinsurance. (1) The 
beneficiary is responsible for a coinsur-
ance amount which cannot exceed 20 
percent of the clinic’s reasonable cus-
tomary charge for the covered service; 
and 

(2)(i) The beneficiary’s deductible and 
coinsurance liability, with respect to 
any one item or service furnished by 
the rural health clinic, may not exceed 
a reasonable amount customarily 
charged by the clinic for that par-
ticular item or service. 

(ii) For any one item or service fur-
nished by a Federally qualified health 
center, the coinsurance liability may 
not exceed 20 percent of a reasonable 
amount customarily charged by the 
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