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(d) Standard: Licensure, certification or 
registration of personnel. Staff of the 
CAH are licensed, certified, or reg-
istered in accordance with applicable 
Federal, State, and local laws and reg-
ulations. 

[58 FR 30671, May 26, 1993, as amended at 62 
FR 46037, Aug. 29, 1997] 

§ 485.610 Condition of participation: 
Status and location. 

(a) Standard: Status. The facility is— 
(1) A currently participating hospital 

that meets all conditions of participa-
tion set forth in this subpart; 

(2) A recently closed facility, pro-
vided that the facility— 

(i) Was a hospital that ceased oper-
ations on or after the date that is 10 
years before November 29, 1999; and 

(ii) Meets the criteria for designation 
under this subpart as of the effective 
date of its designation; or 

(3) A health clinic or a health center 
(as defined by the State) that— 

(i) Is licensed by the State as a 
health clinic or a health center; 

(ii) Was a hospital that was 
downsized to a health clinic or a health 
center; and 

(iii) As of the effective date of its 
designation, meets the criteria for des-
ignation set forth in this subpart. 

(b) Standard: Location in a rural area 
or treatment as rural. The CAH meets 
the requirements of either paragraph 
(b)(1) or (b)(2) of this section or the re-
quirements of paragraph (b)(3), (b)(4), 
or (b)(5) of this section. 

(1) The CAH meets the following re-
quirements: 

(i) The CAH is located outside any 
area that is a Metropolitan Statistical 
Area, as defined by the Office of Man-
agement and Budget, or that has been 
recognized as urban under § 412.64(b), 
excluding paragraph (b)(3) of this chap-
ter; 

(ii) The CAH has not been classified 
as an urban hospital for purposes of the 
standardized payment amount by CMS 
or the Medicare Geographic Classifica-
tion Review Board under § 412.230(e) of 
this chapter, and is not among a group 
of hospitals that have been redesig-
nated to an adjacent urban area under 
§ 412.232 of this chapter. 

(2) The CAH is located within a Met-
ropolitan Statistical Area, as defined 

by the Office of Management and Budg-
et, but is being treated as being located 
in a rural area in accordance with 
§ 412.103 of this chapter. 

(3) Effective for October 1, 2004 
through September 30, 2006, the CAH 
does not meet the location require-
ments in either paragraph (b)(1) or 
(b)(2) of this section and is located in a 
county that, in FY 2004, was not part of 
a Metropolitan Statistical Area as de-
fined by the Office of Management and 
Budget, but as of FY 2005 was included 
as part of such a Metropolitan Statis-
tical Area as a result of the most re-
cent census data and implementation 
of the new Metropolitan Statistical 
Area definitions announced by the Of-
fice of Management and Budget on 
June 3, 2003. 

(4) Effective for October 1, 2009 
through September 30, 2011, the CAH 
does not meet the location require-
ments in either paragraph (b)(1) or 
(b)(2) of this section and is located in a 
county that, in FY 2009, was not part of 
a Metropolitan Statistical Area as de-
fined by the Office of Management and 
Budget, but, as of FY 2010, was included 
as part of such a Metropolitan Statis-
tical Area as a result of the most re-
cent census data and implementation 
of the new Metropolitan Statistical 
Area definitions announced by the Of-
fice of Management and Budget on No-
vember 20, 2008. 

(5) Effective on or after October 1, 
2014, for a period of 2 years beginning 
with the effective date of the most re-
cent Office of Management and Budget 
(OMB) standards for delineating statis-
tical areas adopted by CMS, the CAH 
no longer meets the location require-
ments in either paragraph (b)(1) or 
(b)(2) of this section and is located in a 
county that, prior to the most recent 
OMB standards for delineating statis-
tical areas adopted by CMS and the 
most recent Census Bureau data, was 
located in a rural area as defined by 
OMB, but under the most recent OMB 
standards for delineating statistical 
areas adopted by CMS and the most re-
cent Census Bureau data, is located in 
an urban area. 

(c) Standard: Location relative to other 
facilities or necessary provider certifi-
cation. (1) The CAH is located more 
than a 35-mile drive on primary roads 
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(or, in the case of mountainous terrain 
or in areas with only secondary roads 
available, a 15-mile drive) from a hos-
pital or another CAH, or before Janu-
ary 1, 2006, the CAH is certified by the 
State as being a necessary provider of 
health care services to residents in the 
area. A CAH that is designated as a 
necessary provider on or before Decem-
ber 31, 2005, will maintain its necessary 
provider designation after January 1, 
2006. 

(2) Primary roads of travel for deter-
mining the driving distance of a CAH 
and its proximity to other providers is 
defined as: 

(i) A numbered Federal highway, in-
cluding interstates, intrastates, ex-
pressways, or any other numbered Fed-
eral highway with 2 or more lanes each 
way; or 

(ii) A numbered State highway with 2 
or more lanes each way. 

(d) Standard: Relocation of CAHs with 
a necessary provider designation. A CAH 
that has a necessary provider designa-
tion from the State that was in effect 
prior to January 1, 2006, and relocates 
its facility after January 1, 2006, can 
continue to meet the location require-
ment of paragraph (c) of this section 
based on the necessary provider des-
ignation only if the relocated facility 
meets the requirements as specified in 
paragraph (d)(1) of this section. 

(1) If a necessary provider CAH relo-
cates its facility and begins providing 
services in a new location, the CAH can 
continue to meet the location require-
ment of paragraph (c) of this section 
based on the necessary provider des-
ignation only if the CAH in its new lo-
cation— 

(i) Serves at least 75 percent of the 
same service area that it served prior 
to its relocation; 

(ii) Provides at least 75 percent of the 
same services that it provided prior to 
the relocation; and 

(iii) Is staffed by 75 percent of the 
same staff (including medical staff, 
contracted staff, and employees) that 
were on staff at the original location. 

(2) If a CAH that has been designated 
as a necessary provider by the State 
begins providing services at another lo-
cation after January 1, 2006, and does 
not meet the requirements in para-
graph (d)(1) of this section, the action 

will be considered a cessation of busi-
ness as described in § 489.52(b)(3). 

(e) Standard: Off-campus and co-loca-
tion requirements for CAHs. A CAH may 
continue to meet the location require-
ments of paragraph (c) of this section 
only if the CAH meets the following: 

(1) If a CAH with a necessary pro-
vider designation is co-located (that is, 
it shares a campus, as defined in 
§ 413.65(a)(2) of this chapter, with an-
other hospital or CAH), the necessary 
provider CAH can continue to meet the 
location requirement of paragraph (c) 
of this section only if the co-location 
arrangement was in effect before Janu-
ary 1, 2008, and the type and scope of 
services offered by the facility co-lo-
cated with the necessary provider CAH 
do not change. A change of ownership 
of any of the facilities with a co-loca-
tion arrangement that was in effect be-
fore January 1, 2008, will not be consid-
ered to be a new co-location arrange-
ment. 

(2) If a CAH or a necessary provider 
CAH operates an off-campus provider- 
based location, excluding an RHC as 
defined in § 405.2401(b) of this chapter, 
but including a department or remote 
location, as defined in § 413.65(a)(2) of 
this chapter, or an off-campus distinct 
part psychiatric or rehabilitation unit, 
as defined in § 485.647, that was created 
or acquired by the CAH on or after 
January 1, 2008, the CAH can continue 
to meet the location requirement of 
paragraph (c) of this section only if the 
off-campus provider-based location or 
off-campus distinct part unit is located 
more than a 35-mile drive on primary 
roads, as defined in paragraph (c)(2) of 
this section (or, in the case of moun-
tainous terrain or in areas with only 
secondary roads available, a 15-mile 
drive) from a hospital or another CAH. 

(3) If either a CAH or a CAH that has 
been designated as a necessary provider 
by the State does not meet the require-
ments in paragraph (e)(1) of this sec-
tion, by co-locating with another hos-
pital or CAH on or after January 1, 
2008, or creates or acquires an off-cam-
pus provider-based location or off-cam-
pus distinct part unit on or after Janu-
ary 1, 2008, that does not meet the re-
quirements in paragraph (e)(2) of this 
section, the CAH’s provider agreement 
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will be subject to termination in ac-
cordance with the provisions of 
§ 489.53(a)(3) of this subchapter, unless 
the CAH terminates the off-campus ar-
rangement or the co-location arrange-
ment, or both. 

[62 FR 46036, Aug. 29, 1997, as amended at 65 
FR 47052, Aug. 1, 2000; 66 FR 39938, Aug. 1, 
2001; 69 FR 49271, Aug. 11, 2004; 69 FR 60252, 
Oct. 7, 2004; 70 FR 47490, Aug. 12, 2005; 71 FR 
48143, Aug. 18, 2006; 72 FR 66934, Nov. 27, 2007; 
73 FR 9862, Feb. 22, 2008; 74 FR 44001, Aug. 27, 
2009; 75 FR 50418, Aug. 16, 2010; 79 FR 50359, 
Aug. 22, 2014; 87 FR 72307, Nov. 23, 2022; 88 FR 
299, Jan. 4, 2023] 

§ 485.612 Condition of participation: 
Compliance with hospital require-
ments at the time of application. 

Except for recently closed facilities 
as described in § 485.610(a)(2), or health 
clinics or health centers as described in 
§ 485.610(a)(3), the facility is a hospital 
that has a provider agreement to par-
ticipate in the Medicare program as a 
hospital at the time the hospital ap-
plies for designation as a CAH. 

[66 FR 32196, June 13, 2001] 

§ 485.614 Condition of participation: 
Patient’s rights. 

A CAH must protect and promote 
each patient’s rights. 

(a) Standard: Notice of rights. (1) A 
hospital must inform each patient, or 
when appropriate, the patient’s rep-
resentative (as allowed under state 
law), of the patient’s rights, in advance 
of furnishing or discontinuing patient 
care whenever possible. 

(2) The hospital must establish a 
process for prompt resolution of pa-
tient grievances and must inform each 
patient whom to contact to file a griev-
ance. The hospital’s governing body 
must approve and be responsible for 
the effective operation of the grievance 
process and must review and resolve 
grievances, unless it delegates the re-
sponsibility in writing to a grievance 
committee. The grievance process 
must include a mechanism for timely 
referral of patient concerns regarding 
quality of care or premature discharge 
to the appropriate Utilization and 
Quality Control Quality Improvement 
Organization. At a minimum: 

(i) The hospital must establish a 
clearly explained procedure for the 

submission of a patient’s written or 
verbal grievance to the hospital. 

(ii) The grievance process must speci-
fy time frames for review of the griev-
ance and the provision of a response. 

(iii) In its resolution of the griev-
ance, the hospital must provide the pa-
tient with written notice of its decision 
that contains the name of the hospital 
contact person, the steps taken on be-
half of the patient to investigate the 
grievance, the results of the grievance 
process, and the date of completion. 

(b) Standard: Exercise of rights. (1) The 
patient has the right to participate in 
the development and implementation 
of their plan of care. 

(2) The patient or their representa-
tive (as allowed under state law) has 
the right to make informed decisions 
regarding their care. The patient’s 
rights include being informed of their 
health status, being involved in care 
planning and treatment, and being able 
to request or refuse treatment. This 
right must not be construed as a mech-
anism to demand the provision of 
treatment or services deemed medi-
cally unnecessary or inappropriate. 

(3) The patient has the right to for-
mulate advance directives and to have 
hospital staff and practitioners who 
provide care in the hospital comply 
with these directives, in accordance 
with §§ 489.100, 489.102, and 489.104 of 
this chapter. 

(4) The patient has the right to have 
a family member or representative of 
their choice and their own physician 
notified promptly of their admission to 
the hospital. 

(c) Standard: Privacy and safety. (1) 
The patient has the right to personal 
privacy. 

(2) The patient has the right to re-
ceive care in a safe setting. 

(3) The patient has the right to be 
free from all forms of abuse or harass-
ment. 

(d) Standard: Confidentiality of patient 
records. (1) The patient has the right to 
the confidentiality of their clinical 
records. 

(2) The patient has the right to ac-
cess their medical records, including 
current medical records, upon an oral 
or written request, in the form and for-
mat requested by the individual, if it is 
readily producible in such form and 
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