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§ 488.60 Special procedures for ap-
proving end stage renal disease fa-
cilities. 

(a) Considerations for approval. An 
ESRD facility which wishes to be ap-
proved for coverage, or which wishes 
any expansion of dialysis services to be 
approved for coverage in accordance 
with subpart U of part 405, must secure 
the Secretary’s determination there-
under. In addition to the certification 
by the State agency referred to in 
§ 488.12 of this part, data furnished by 
network organizations and rec-
ommendations of the Public Health 
Service, concerning the contribution of 
a facility to the furnishing of end-stage 
renal disease services in its network 
and concerning the facility’s compli-
ance with professional norms and 
standards (see subpart U of part 405), 
shall be considered by the Secretary in 
determining whether to approve a fa-
cility for coverage or for any expansion 
of services under the End-Stage Renal 
Disease Program. The facility will also 
be required to submit data pertaining 
to its qualifications for approval or for 
any expansion of services, for consider-
ation in the Secretary’s determination. 

(b) Determining compliance with mini-
mal utilization rates: Time limitations—(1) 
Unconditional status. A facility which 
meets minimal utilization require-
ments will be assigned this status as 
long as it continues to meet these re-
quirements. 

(2) Conditional status. A conditional 
status may be granted to a facility for 
not more than four consecutive cal-
endar years and will not be renewable 
(see § 405.2122(b) of this chapter). Its 
status may be examined each calendar 
year to ascertain its compliance with 
Subpart U. 

(3) Exception status. Under unusual 
circumstances (see § 405.2122 (b) of this 
chapter) the Secretary may grant a 
time-limited exception to a facility 
which is not in compliance with the 
minimal utilization rate(s) for either 
unconditional status or conditional 
status. This exception status may be 
granted, and may be renewed on an an-
nual basis, under circumstances where 
rigid application of minimal utilization 
rate requirements would adversely af-
fect the achievement of ESRD program 
objectives. 

(c) New applicant. A facility which 
has not previously participated in the 
ESRD program must submit a plan de-
tailing how it expects to meet the con-
ditional minimal utilization rate sta-
tus by the end of the second calendar 
year of its operation under the pro-
gram and meet the unconditional mini-
mal utilization rate status by the end 
of the fourth calendar year of its oper-
ation under the program. 

(d) Notification. The Secretary will 
notify each facility and its network co-
ordinating council of its initial and its 
subsequent minimal utilization rate 
classification. 

(e) Failure to meet minimal utilization 
rate. A facility failing to meet stand-
ards for unconditional status or condi-
tional status, or if applicable, for ex-
ception status, will be so notified at 
the time of such classification. 

(f) Interim regulations participant. A 
facility previously participating under 
the interim regulations will not be ap-
proved under the program established 
by subpart U until it has demonstrated 
that it meets all the applicable re-
quirements of this subpart, including 
the appropriate minimal utilization 
rate. It may continue under the in-
terim program only for a period not to 
exceed 1 year from the effective date of 
these amendments (see § 405.2100(c) of 
this chapter). During this period it 
may demonstrate its ability to meet 
the appropriate minimal utilization 
rate. Failure to qualify under this sub-
part will automatically terminate cov-
erage of such facility’s services under 
the ESRD program at the end of such 
year. 

[41 FR 22510, June 3, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, and further amended 
at 45 FR 58124, Sept. 2, 1980. Redesignated 
and amended at 53 FR 23100, June 17, 1988]

§ 488.64 Remote facility variances for 
utilization review requirements. 

(a) As used in this section: 
(1) An ‘‘available’’ individual is one 

who: 
(i) Possesses the necessary profes-

sional qualifications; 
(ii) Is not precluded from partici-

pating by reason of financial interest 
in any such facility or direct responsi-
bility for the care of the patients being 
reviewed or, in the case of a skilled 
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nursing facility, employment by the fa-
cility; and 

(iii) Is not precluded from effective 
participation by the distance between 
the facility and his residence, office, or 
other place of work. An individual 
whose residence, office, or other place 
of work is more than approximately 
one hour’s travel time from the facility 
shall be considered precluded from ef-
fective participation. 

(2) ‘‘Adjacent facility’’ means a 
health care facility located within a 50-
mile radius of the facility which re-
quests a variance. 

(b) The Secretary may grant a re-
questing facility a variance from the 
time frames set forth in §§ 405.1137(d) of 
this chapter and 482.30 as applicable, 
within which reviews all of cases must 
be commenced and completed, upon a 
showing satisfactory to the Secretary 
that the requesting facility has been 
unable to meet one or more of the re-
quirements of § 405.1137 of this chapter 
or § 482.30 of this chapter, as applicable, 
by reason of insufficient medical and 
other professional personnel available 
to conduct the utilization review re-
quired by § 405.1137 of this chapter or 
§ 482.30 of this chapter, as applicable. 

(c) The request for variance shall 
document the requesting facility’s in-
ability to meet the requirements for 
which a variance is requested and the 
facility’s good faith efforts to comply 
with the requirements contained in 
§ 405.1137 of this chapter or § 482.30 of 
this chapter, as applicable. 

(d) The request shall include an as-
surance by the requesting facility that 
it will continue its good faith efforts to 
meet the requirements contained in 
§ 405.1137 of this chapter or § 482.30 of 
this chapter, as applicable. 

(e) A revised utilization review plan 
for the requesting facility shall be sub-
mitted concurrently with the request 
for a variance. The revised plan shall 
specify the methods and procedures 
which the requesting facility will use, 
if a variance is granted, to assure: 

(1) That effective and timely control 
will be maintained over the utilization 
of services; and 

(2) That reviews will be conducted so 
as to improve the quality of care pro-
vided to patients. 

(f) The request for a variance shall 
include: 

(1) The name, location, and type (e.g., 
hospital, skilled nursing facility) of the 
facility for which the variance is re-
quested; 

(2) The total number of patient ad-
missions and average daily patient cen-
sus at the facility within the previous 
six months; 

(3) The total number of title XVIII 
and title XIX patient admissions and 
the average daily patient census of 
title XVIII and title XIX patients in 
the facility within the previous six 
months; 

(4) As relevant to the request, the 
names of all physicians on the active 
staff of the facility and the names of 
all other professional personnel on the 
staff of the facility, or both; 

(5) The name, location, and type of 
each adjacent facility (e.g., hospital, 
skilled nursing facility); 

(6) The distance and average travel 
time between the facility and each ad-
jacent facility; 

(7) As relevant to the request, the lo-
cation of practice of available physi-
cians and the estimated number of 
other available professional personnel, 
or both (see paragraph (a)(1)(iii) of this 
section); 

(8) Documentation by the facility of 
its attempt to obtain the services of 
available physicians or other profes-
sional personnel, or both; and 

(9) A statement of whether a QIO ex-
ists in the area where the facility is lo-
cated. 

(g) The Secretary shall promptly no-
tify the facility of the action taken on 
the request. Where a variance is in ef-
fect, the validation of utilization re-
view pursuant to § 405.1137 of this chap-
ter or § 482.30 shall be made with ref-
erence to the revised utilization review 
plan submitted with the request for 
variance. 

(h) The Secretary, in granting a vari-
ance, will specify the period for which 
the variance has been granted; such pe-
riod will not exceed one year. A request 
for a renewal shall be submitted not 
later than 30 days prior to the expira-
tion of the variance and shall contain 
all information required by paragraphs 
(c), (d), and (f) of this section. Renewal 
of the variance will be contingent upon 
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the facility’s continuing to meet the 
provisions of this section. 

[40 FR 30818, July 23, 1975. Redesignated at 42 
FR 52826, Sept. 30, 1977; 51 FR 22041, June 17, 
1986; 51 FR 27847, Aug. 4, 1986; 51 FR 43197, 
Dec. 1, 1986. Redesignated and amended at 53 
FR 23100, June 17, 1988]

§ 488.68 State Agency responsibilities 
for OASIS collection and data base 
requirements. 

As part of State agency survey re-
sponsibilities, the State agency or 
other entity designated by CMS has 
overall responsibility for fulfilling the 
following requirements for operating 
the OASIS system: 

(a) Establish and maintain an OASIS 
database. The State agency or other en-
tity designated by CMS must— 

(1) Use a standard system developed 
or approved by CMS to collect, store, 
and analyze data; 

(2) Conduct basic system manage-
ment activities including hardware and 
software maintenance, system back-up, 
and monitoring the status of the data-
base; and 

(3) Obtain CMS approval before modi-
fying any parts of the CMS standard 
system including, but not limited to, 
standard CMS-approved— 

(i) OASIS data items; 
(ii) Record formats and validation 

edits; and 
(iii) Agency encoding and trans-

mission methods. 
(b) Analyze and edit OASIS data. The 

State agency or other entity des-
ignated by CMS must— 

(1) Upon receipt of data from an 
HHA, edit the data as specified by CMS 
and ensure that the HHA resolves er-
rors within the limits specified by 
CMS; 

(2) At least monthly, make available 
for retrieval by CMS all edited OASIS 
records received during that period, ac-
cording to formats specified by CMS, 
and correct and retransmit previously 
rejected data as needed; and 

(3) Analyze data and generate reports 
as specified by CMS. 

(c) Ensure accuracy of OASIS data. 
The State agency must audit the accu-
racy of the OASIS data through the 
survey process. 

(d) Restrict access to OASIS data. The 
State agency or other entity des-
ignated by CMS must do the following: 

(1) Ensure that access to data is re-
stricted except for the transmission of 
data and reports to— 

(i) CMS; 
(ii) The State agency component that 

conducts surveys for purposes related 
to this function; and 

(iii) Other entities if authorized by 
CMS. 

(2) Ensure that patient identifiable 
OASIS data is released only to the ex-
tent that it is permitted under the Pri-
vacy Act of 1974. 

(e) Provide training and technical sup-
port for HHAs. The State agency or 
other entity designated by CMS must— 

(1) Instruct each HHA on the admin-
istration of the data set, privacy/con-
fidentiality of the data set, and inte-
gration of the OASIS data set into the 
facility’s own record keeping system; 

(2) Instruct each HHA on the use of 
software to encode and transmit OASIS 
data to the State; 

(3) Specify to a facility the method of 
transmission of data to the State, and 
instruct the facility on this method. 

(4) Monitor each HHA’s ability to 
transmit OASIS data. 

(5) Provide ongoing technical assist-
ance and general support to HHAs in 
implementing the OASIS reporting re-
quirements specified in the conditions 
of participation for home health agen-
cies; and 

(6) Carry out any other functions as 
designated by CMS necessary to main-
tain OASIS data on the standard State 
system. 

[64 FR 3763, Jan. 25, 1999]

SUBPART C—SURVEY FORMS AND 
PROCEDURES

§ 488.100 Long term care survey forms, 
Part A.
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