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CMS-approved accreditation organiza-
tion program’s positive accreditation 
decision, issued after the accreditation 
organization has determined that the 
provider or supplier meets all applica-
ble conditions. 

(ii) The date on which a provider or 
supplier is found to meet all conditions 
of participation, conditions for cov-
erage, or conditions for certification, 
but has lower-level deficiencies, and— 

(A) CMS or the State survey agency 
receives an acceptable plan of correc-
tion for the lower-level deficiencies 
(the date of receipt is the effective date 
regardless of when the plan of correc-
tion is approved); or, if applicable, a 
CMS-approved accreditation organiza-
tion program issues a positive accredi-
tation decision after it receives an ac-
ceptable plan of correction for the 
lower-level deficiencies; or 

(B) CMS receives an approvable waiv-
er request (the date of receipt is the ef-
fective date regardless of when CMS 
approves the waiver request). 

(3) For an agreement with any other 
provider or an approval of any other 
supplier (except those specified in para-
graph (a)(2) of this section) that is 
found to meet all conditions of partici-
pation, conditions for coverage, or con-
ditions for certification, but has lower- 
level deficiencies and has submitted 
both an approvable plan of correction/ 
positive accreditation decision and an 
approvable waiver request, the effec-
tive date is the later of the dates that 
result when calculated in accordance 
with paragraph (c)(2)(ii)(A) or 
(c)(2)(ii)(B) of this section. 

[75 FR 50418, Aug. 16, 2010] 

§ 489.18 Change of ownership or leas-
ing: Effect on provider agreement. 

(a) What constitutes change of owner-
ship—(1) Partnership. In the case of a 
partnership, the removal, addition, or 
substitution of a partner, unless the 
partners expressly agree otherwise, as 
permitted by applicable State law, con-
stitutes change of ownership. 

(2) Unincorporated sole proprietorship. 
Transfer of title and property to an-
other party constitutes change of own-
ership. 

(3) Corporation. The merger of the 
provider corporation into another cor-
poration, or the consolidation of two or 

more corporations, resulting in the cre-
ation of a new corporation constitutes 
change of ownership. Transfer of cor-
porate stock or the merger of another 
corporation into the provider corpora-
tion does not constitute change of own-
ership. 

(4) Leasing. The lease of all or part of 
a provider facility constitutes change 
of ownership of the leased portion. 

(b) Notice to CMS. A provider who is 
contemplating or negotiating a change 
of ownership must notify CMS. 

(c) Assignment of agreement. When 
there is a change of ownership as speci-
fied in paragraph (a) of this section, 
the existing provider agreement will 
automatically be assigned to the new 
owner. 

(d) Conditions that apply to assigned 
agreements. An assigned agreement is 
subject to all applicable statutes and 
regulations and to the terms and condi-
tions under which it was originally 
issued including, but not limited to, 
the following: 

(1) Any existing plan of correction. 
(2) Compliance with applicable health 

and safety standards. 
(3) Compliance with the ownership 

and financial interest disclosure re-
quirements of part 420, subpart C, of 
this chapter. 

(4) Compliance with civil rights re-
quirements set forth in 45 CFR Parts 
80, 84, and 90. 

(e) Effect of leasing. The provider 
agreement will be assigned to the les-
see only to the extent of the leased por-
tion of the facility. 

[45 FR 22937, Apr. 4, 1980, as amended at 59 
FR 56251, Nov. 10, 1994] 

Subpart B—Essentials of Provider 
Agreements 

§ 489.20 Basic commitments. 
The provider agrees to the following: 
(a) To limit its charges to bene-

ficiaries and to other individuals on 
their behalf, in accordance with provi-
sions of subpart C of this part. 

(b) To comply with the requirements 
of subpart D of this part for the return 
or other disposition of any amounts in-
correctly collected from a beneficiary 
or any other person in his or her be-
half. 
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(c) To comply with the requirements 
of § 420.203 of this chapter when it hires 
certain former employees of inter-
mediaries. 

(d) In the case of a hospital or a CAH 
that furnishes services to Medicare 
beneficiaries, either to furnish directly 
or to make arrangements (as defined in 
§ 409.3 of this chapter) for all Medicare- 
covered services to inpatients and out-
patients of a hospital or a CAH except 
the following: 

(1) Physicians’ services that meet the 
criteria of § 415.102(a) of this chapter for 
payment on a reasonable charge basis. 

(2) Physician assistant services, as 
defined in section 1861(s)(2)(K)(i) of the 
Act, that are furnished after December 
31, 1990. 

(3) Nurse practitioner and clinical 
nurse specialist services, as defined in 
section 1861(s)(2)(K)(ii) of the Act. 

(4) Certified nurse-midwife services, 
as defined in section 1861(ff) of the Act, 
that are furnished after December 31, 
1990. 

(5) Qualified psychologist services, as 
defined in section 1861(ii) of the Act, 
that are furnished after December 31, 
1990. 

(6) Services of an anesthetist, as de-
fined in § 410.69 of this chapter. 

(e) In the case of a hospital or CAH 
that furnishes inpatient hospital serv-
ices or inpatient CAH services for 
which payment may be made under 
Medicare, to maintain an agreement 
with a QIO for that organization to re-
view the admissions, quality, appro-
priateness, and diagnostic information 
related to those inpatient services. The 
requirement of this paragraph (e) ap-
plies only if, for the area in which the 
hospital or CAH is located, there is a 
QIO that has a contract with CMS 
under part B of title XI of the Act. 

(f) To maintain a system that, during 
the admission process, identifies any 
primary payers other than Medicare, so 
that incorrect billing and Medicare 
overpayments can be prevented. 

(g) To bill other primary payers be-
fore Medicare. 

(h) If the provider receives payment 
for the same services from Medicare 
and another payer that is primary to 
Medicare, to reimburse Medicare any 
overpaid amount within 60 days. 

(i) If the provider receives, from a 
payer that is primary to Medicare, a 
payment that is reduced because the 
provider failed to file a proper claim— 

(1) To bill Medicare for an amount no 
greater than would have been payable 
as secondary payment if the primary 
insurer’s payment had been based on a 
proper claim; and 

(2) To charge the beneficiary only: (i) 
The amount it would have been enti-
tled to charge if it had filed a proper 
claim and received payment based on 
such a claim; and 

(ii) An amount equal to any primary 
payment reduction attributable to fail-
ure to file a proper claim, but only if 
the provider can show that— 

(A) It failed to file a proper claim 
solely because the beneficiary, for any 
reason other than mental or physical 
incapacity, failed to give the provider 
the necessary information; or 

(B) The beneficiary, who was respon-
sible for filing a proper claim, failed to 
do so for any reason other than mental 
or physical incapacity. 

(j) In the State of Oregon, because of 
a court decision, and in the absence of 
a reversal on appeal or a statutory 
clarification overturning the decision, 
hospitals may bill liability insurers 
first. However, if the liability insurer 
does not pay ‘‘promptly’’, as defined in 
§ 411.50 of this chapter, the hospital 
must withdraw its claim or lien and 
bill Medicare for covered services. 

(k) In the case of home health agen-
cies that provide home health services 
to Medicare beneficiaries under sub-
part E of part 409 and subpart C f part 
410 of this chapter, to offer to furnish 
catheters, catheter supplies, ostomy 
bags, and supplies related to ostomy 
care to any individual who requires 
them as part of their furnishing of 
home health services. 

(l) In the case of a hospital as defined 
in § 489.24(b) to comply with § 489.24. 

(m) In the case of a hospital as de-
fined in § 489.24(b), to report to CMS or 
the State survey agency any time it 
has reason to believe it may have re-
ceived an individual who has been 
transferred in an unstable emergency 
medical condition from another hos-
pital in violation of the requirements 
of § 489.24(e). 
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(n) In the case of inpatient hospital 
services, to participate in any health 
plan contracted for under 10 U.S.C. 1079 
or 1086 or 38 U.S.C. 613, in accordance 
with § 489.25. 

(o) In the case of inpatient hospital 
services, to admit veterans whose ad-
mission has been authorized under 38 
U.S.C. 603, in accordance with § 489.26. 

(p) To comply with § 489.27 of this 
part concerning notification of Medi-
care beneficiaries of their rights asso-
ciated with the termination of Medi-
care services. 

(q) In the case of a hospital as defined 
in § 489.24(b)— 

(1) To post conspicuously in any 
emergency department or in a place or 
places likely to be noticed by all indi-
viduals entering the emergency depart-
ment, as well as those individuals wait-
ing for examination and treatment in 
areas other than traditional emergency 
departments (that is, entrance, admit-
ting area, waiting room, treatment 
area), a sign (in a form specified by the 
Secretary) specifying rights of individ-
uals under Section 1867 of the Act with 
respect to examination and treatment 
for emergency medical conditions and 
women in labor; and 

(2) To post conspicuously (in a form 
specified by the Secretary) information 
indicating whether or not the hospital 
or rural primary care hospital partici-
pates in the Medicaid program under a 
State plan approved under title XIX. 

(r) In the case of a hospital as defined 
in § 489.24(b) (including both the trans-
ferring and receiving hospitals), to 
maintain— 

(1) Medical and other records related 
to individuals transferred to or from 
the hospital for a period of 5 years from 
the date of the transfer; 

(2) An on-call list of physicians who 
are on the hospital’s medical staff or 
who have privileges at the hospital, or 
who are on the staff or have privileges 
at another hospital participating in a 
formal community call plan, in accord-
ance with § 489.24(j)(2)(iii), available to 
provide treatment necessary after the 
initial examination to stabilize indi-
viduals with emergency medical condi-
tions who are receiving services re-
quired under § 489.24 in accordance with 
the resources available to the hospital; 
and 

(3) A central log on each individual 
who comes to the emergency depart-
ment, as defined in § 489.24(b), seeking 
assistance and whether he or she re-
fused treatment, was refused treat-
ment, or whether he or she was trans-
ferred, admitted and treated, stabilized 
and transferred, or discharged. 

(s) In the case of an SNF, either to 
furnish directly or make arrangements 
(as defined in § 409.3 of this chapter) for 
all Medicare-covered services furnished 
to a resident (as defined in § 411.15(p)(3) 
of this chapter) of the SNF, except the 
following: 

(1) Physicians’ services that meet the 
criteria of § 415.102(a) of this chapter for 
payment on a fee schedule basis. 

(2) Services performed under a physi-
cian’s supervision by a physician as-
sistant who meets the applicable defi-
nition in section 1861(aa)(5) of the Act. 

(3) Services performed by a nurse 
practitioner or clinical nurse specialist 
who meets the applicable definition in 
section 1861(aa)(5) of the Act and is 
working in collaboration (as defined in 
section 1861(aa)(6) of the Act) with a 
physician. 

(4) Services performed by a certified 
nurse-midwife, as defined in section 
1861(gg) of the Act. 

(5) Services performed by a qualified 
psychologist, as defined in section 
1861(ii) of the Act. 

(6) Services performed by a certified 
registered nurse anesthetist, as defined 
in section 1861(bb) of the Act. 

(7) Dialysis services and supplies, as 
defined in section 1861(s)(2)(F) of the 
Act, and those ambulance services that 
are furnished in conjunction with 
them. 

(8) Erythropoietin (EPO) for dialysis 
patients, as defined in section 
1861(s)(2)(O) of the Act. 

(9) Hospice care, as defined in section 
1861(dd) of the Act. 

(10) An ambulance trip that initially 
conveys an individual to the SNF to be 
admitted as a resident, or that conveys 
an individual from the SNF in connec-
tion with one of the circumstances 
specified in § 411.15(p)(3)(i) through 
(p)(3)(iv) of this chapter as ending the 
individual’s status as an SNF resident. 

(11) The transportation costs of elec-
trocardiogram equipment (HCPCS code 
R0076), but only with respect to those 
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electrocardiogram test services fur-
nished during 1998. 

(12) Services described in paragraphs 
(s)(1) through (6) of this section when 
furnished via telehealth under section 
1834(m)(4)(C)(ii)(VII) of the Act. 

(13) Those chemotherapy items iden-
tified, as of July 1, 1999, by HCPCS 
codes J9000–J9020; J9040–J9151; J9170– 
J9185; J9200–J9201; J9206–J9208; J9211; 
J9230–J9245; and J9265–J9600; and, as of 
January 1, 2004, by HCPCS codes A9522, 
A9523, A9533, and A9534. 

(14) Those chemotherapy administra-
tion services identified, as of July 1, 
1999, by HCPCS codes 36260–36262; 36489; 
36530–36535; 36640; 36823; and 96405–96542. 

(15) Those radioisotope services iden-
tified, as of July 1, 1999, by HCPCS 
codes 79030–79440. 

(16) Those customized prosthetic de-
vices (including artificial limbs and 
their components) identified, as of July 
1, 1999, by HCPCS codes L5050–L5340; 
L5500–L5611; L5613–L5986; L5988; L6050– 
L6370; L6400–6880; L6920–L7274; and 
L7362–L7366, which are delivered for a 
resident’s use during a stay in the SNF 
and intended to be used by the resident 
after discharge from the SNF. 

(t) Hospitals that are not otherwise 
subject to the Occupational Safety and 
Health Act of 1970 (or a State occupa-
tional safety and health plan that is 
approved under section 18(b) of the Oc-
cupational Safety and Health Act) 
must comply with the bloodborne 
pathogens (BBP) standards under 29 
CFR 1910.1030. A hospital that fails to 
comply with the BBP standards may be 
subject to a civil money penalty in ac-
cordance with section 17 of the Occupa-
tional Safety and Health Act of 1970, 
including any adjustments of the civil 
money penalty amounts under the Fed-
eral Civil Penalties Inflation Adjust-
ment Act, for a violation of the BBP 
standards. A civil money penalty will 
be imposed and collected in the same 
manner as civil money penalties under 
section 1128A(a) of the Social Security 
Act. 

(u) Except as provided in paragraph 
(v) of this section, in the case of a phy-
sician-owned hospital as defined at 
§ 489.3— 

(1) To furnish written notice to each 
patient at the beginning of the pa-
tient’s hospital stay or outpatient visit 

that the hospital is a physician-owned 
hospital, in order to assist the patient 
in making an informed decision regard-
ing his or her care, in accordance with 
§ 482.13(b)(2) of this subchapter. The no-
tice should disclose, in a manner rea-
sonably designed to be understood by 
all patients, the fact that the hospital 
meets the Federal definition of a physi-
cian-owned hospital specified in § 489.3 
and that the list of the hospital’s own-
ers or investors who are physicians or 
immediate family members (as defined 
at § 411.351 of this chapter) of physi-
cians is available upon request and 
must be provided to the patient at the 
time the request for the list is made by 
or on behalf of the patient. For pur-
poses of this paragraph (u)(1), the hos-
pital stay or outpatient visit begins 
with the provision of a package of in-
formation regarding scheduled 
preadmission testing and registration 
for a planned hospital admission for in-
patient care or an outpatient service. 

(2) To require each physician who is a 
member of the hospital’s medical staff 
to agree, as a condition of continued 
medical staff membership or admitting 
privileges, to disclose, in writing, to all 
patients the physician refers to the 
hospital any ownership or investment 
interest in the hospital that is held by 
the physician or by an immediate fam-
ily member (as defined at § 411.351 of 
this chapter) of the physician. Disclo-
sure must be required at the time the 
referral is made. 

(v) The requirements of paragraph (u) 
of this section do not apply to any phy-
sician-owned hospital that does not 
have at least one referring physician 
(as defined at § 411.351 of this chapter) 
who has an ownership or investment 
interest in the hospital or who has an 
immediate family member who has an 
ownership or investment interest in 
the hospital, provided that such hos-
pital signs an attestation statement to 
that effect and maintains such attesta-
tion in its records. 

(w) In the case of a hospital as de-
fined in § 489.24(b), to furnish written 
notice to all patients at the beginning 
of their hospital stay or outpatient 
visit if a doctor of medicine or a doctor 
of osteopathy is not present in the hos-
pital 24 hours per day, 7 days per week, 
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in order to assist the patients in mak-
ing informed decisions regarding their 
care, in accordance with § 482.13(b)(2) of 
this subchapter. The notice must indi-
cate how the hospital will meet the 
medical needs of any patient who de-
velops an emergency medical condi-
tion, as defined in § 489.24(b), at a time 
when there is no physician present in 
the hospital. For purposes of this para-
graph, the hospital stay or outpatient 
visit begins with the provision of a 
package of information regarding 
scheduled preadmission testing and 
registration for a planned hospital ad-
mission for inpatient care or out-
patient service. 

(x) To comply with § 488.30 of this 
chapter, to pay revisit user fees when 
and if assessed. 

[45 FR 22937, Apr. 4, 1980, as amended at 48 
FR 39837, Sept. 1, 1983; 49 FR 323, Jan. 3, 1984; 
54 FR 41747, Oct. 11, 1989; 57 FR 36018, Aug. 12, 
1992; 58 FR 30677, May 26, 1993; 59 FR 32120, 
June 22, 1994; 60 FR 63189, Dec. 8, 1995; 62 FR 
46037, Aug. 29, 1997; 63 FR 26312, May 12, 1998; 
65 FR 18548, Apr. 7, 2000; 65 FR 46796, July 31, 
2000; 66 FR 39601, July 31, 2001; 68 FR 16669, 
Apr. 4, 2003; 68 FR 43942, July 25, 2003; 68 FR 
46072, Aug. 4, 2003; 69 FR 49272, Aug. 11, 2004; 
70 FR 45055, Aug. 4, 2005; 71 FR 9471, Feb. 24, 
2006; 72 FR 47413, Aug. 22, 2007; 72 FR 53649, 
Sept. 19, 2007; 73 FR 48757, Aug. 19, 2008; 73 FR 
69942, Nov. 19, 2008] 

EFFECTIVE DATE NOTE: At 59 FR 32120, June 
22, 1994, in § 489.20, paragraphs (l) through (r) 
were added. Paragraphs (m), (r)(2) and (r)(3) 
contain information collection and record-
keeping requirements and will not become 
effective until approval has been given by 
the Office of Management and Budget. 

§ 489.21 Specific limitations on 
charges. 

Except as specified in subpart C of 
this part, the provider agrees not to 
charge a beneficiary for any of the fol-
lowing: 

(a) Services for which the beneficiary 
is entitled to have payment made 
under Medicare. 

(b) Services for which the beneficiary 
would be entitled to have payment 
made if the provider— 

(1) Had in its files the required cer-
tification and recertification by a phy-
sician relating to the services fur-
nished to the beneficiary; 

(2) Had furnished the information re-
quired by the intermediary in order to 
determine the amount due the provider 

on behalf of the individual for the pe-
riod with respect to which payment is 
to be made or any prior period; 

(3) Had complied with the provisions 
requiring timely utilization review of 
long stay cases so that a limitation on 
days of service has not been imposed 
under section 1866(d) of the Act (see 
subpart K of part 405 and part 482 of 
this chapter for utilization review re-
quirements); and 

(4) Had obtained, from the bene-
ficiary or a person acting on his or her 
behalf, a written request for payment 
to be made to the provider, and had 
properly filed that request. (If the ben-
eficiary or person on his or her behalf 
refuses to execute a written request, 
the provider may charge the bene-
ficiary for all services furnished to him 
or her.) 

(c) Inpatient hospital services fur-
nished to a beneficiary who exhausted 
his or her Part A benefits, if CMS reim-
burses the provider for those services. 

(d) Custodial care and services not 
reasonable and necessary for the diag-
nosis or treatment of illness or injury, 
if— 

(1) The beneficiary was without fault 
in incurring the expenses; and 

(2) The determination that payment 
was incorrect was not made until after 
the third year following the year in 
which the payment notice was sent to 
the beneficiary. 

(e) Inpatient hospital services for 
which a beneficiary would be entitled 
to have payment made under Part A of 
Medicare but for a denial or reduction 
in payments under regulations at 
§ 412.48 of this chapter or under section 
1886(f) of the Act. 

(f) Items and services furnished to a 
hospital inpatient (other than physi-
cians’ services as described in 
§ 415.102(a) of this chapter or the serv-
ices of an anesthetist as described in 
§ 405.553(b)(4) of this chapter) for which 
Medicare payment would be made if 
furnished by the hospital or by other 
providers or suppliers under arrange-
ments made with them by the hospital. 
For this purpose, a charge by another 
provider or supplier for such an item or 
service is treated as a charge by the 
hospital for the item or service, and is 
also prohibited. 

(g) [Reserved] 
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