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§488.52

calendar days from the date identified
on the revisit user fee assessment no-
tice, CMS may terminate the facility’s
provider agreement (pursuant to
§489.53(a)(16) of this chapter) and en-
rollment in the Medicare program or
the supplier’s enrollment and partici-
pation in the Medicare program (pursu-
ant to §424.535(a)(1) of this chapter).

[72 FR 53648, Sept. 19, 2007, as amended at 82
FR 36635, Aug. 4, 2017; 84 FR 51831, Sept. 30,
2019]

Subpart B—Special Requirements
§488.52 [Reserved]

§488.54 Temporary waivers applicable
to hospitals.

(a) General provisions. If a hospital is
found to be out of compliance with one
or more conditions of participation for
hospitals, as specified in part 482 of
this chapter, a temporary waiver may
be granted by CMS. CMS may extend a
temporary waiver only if such a waiver
would not jeopardize or adversely af-
fect the health and safety of patients.
The waiver may be issued for any one
yvear period or less under certain cir-
cumstances. The waiver may be with-
drawn earlier if CMS determines this
action is mnecessary to protect the
health and safety of patients. A waiver
may be granted only if:

(1) The hospital is located in a rural
area. This includes all areas not delin-
eated as ‘“‘urban’ by the Bureau of the
Census, based on the most recent cen-
sus;

(2) The hospital has 50 or fewer inpa-
tient hospital beds;

(3) The character and seriousness of
the deficiencies do not adversely affect
the health and safety of patients; and

(4) The hospital has made and con-
tinues to make a good faith effort to
comply with personnel requirements
consistent with any waiver.

(b) Minimum compliance requirements.
Each case will have to be decided on its
individual merits, and while the degree
and extent of compliance will vary, the
institution must, as a minimum, meet
all of the statutory conditions in sec-
tion 1861(e)(1)-(8), in addition to meet-
ing such other requirements as the
Secretary finds necessary under sec-
tion 1861(e)(9). (For further information

42 CFR Ch. IV (10-1-24 Edition)

relating to the exception in section
1861(e)(b) of the Act, see paragraph (c)
of this section.)

(c) Temporary waiver of 24-hour nurs-
ing requirement of 24-hour registered
nurse requirement. CMS may waive the
requirement contained in section
1861(e)(b) that a hospital must provide
24-hour nursing service furnished or su-
pervised by a registered nurse. Such a
waiver may be granted when the fol-
lowing criteria are met:

(1) The hospital’s failure to comply
fully with the 24-hour nursing require-
ment is attributable to a temporary
shortage of qualified nursing personnel
in the area in which the hospital is lo-
cated.

(2) A registered nurse is present on
the premises to furnish or supervise
the nursing services during at least the
daytime shift, 7 days a week.

(3) The hospital has in charge, on all
tours of duty not covered by a reg-
istered nurse, a licensed practical (vo-
cational) nurse.

(4) The hospital complies with all re-
quirements specified in paragraph (a)
of this section.

(d) Temporary waiver for technical per-
sonnel. CMS may waive technical per-
sonnel requirements, issued under sec-
tion 1861(e)(9) of the Act, contained in
the Conditions of Participation; Hos-
pitals (part 482 of this chapter). Such a
waiver must take into account the
availability of technical personnel and
the educational opportunities for tech-
nical personnel in the area in which
the hospital is located. CMS may also
limit the scope of services furnished by
a hospital in conjunction with the
waiver in order not to adversely affect
the health and safety of the patients.
In addition, the hospital must also
comply with all requirements specified
in paragraph (a) of this section.

[39 FR 2251, Jan. 17, 1974. Redesignated at 39
FR 11419, Mar. 28, 1974, and amended at 41 FR
27962, July 8, 1976. Further redesignated at 42
FR 52826, Sept. 30, 1977, and amended at 47
FR 315631, July 20, 1982; 51 FR 22041, June 17,
1986. Redesignated at 53 FR 23100, June 17,
1988]

§488.56 Temporary waivers applicable
to skilled nursing facilities.

(a) Waiver of 7-day registered nurse re-
quirement. To the extent that §483.35 of
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this chapter requires any skilled nurs-
ing facility to engage the services of a
registered nurse more than 40 hours a
week, the Secretary may waive such
requirement for such periods as he
deems appropriate if, based upon docu-
mented findings of the State agency,
he determines that:

(1) Such facility is located in a rural
area and the supply of skilled nursing
facility services in such area is not suf-
ficient to meet the needs of individual
patients therein,

(2) Such facility has at least one
fulltime registered nurse who is regu-
larly on duty at such facility 40 hours
a week, and

(3) Such facility (i) has only patients
whose attending physicians have indi-
cated (through physicians’ orders or
admission notes) that each such pa-
tient does not require the services of a
registered nurse for a 48-hour period, or
(ii) has made arrangements for a reg-
istered nurse or a physician to spend
such time at the facility as is deter-
mined necessary by the patient’s at-
tending physician to provide necessary
services on days when the regular
fulltime registered nurse is not on
duty.

(4) Such facility has made and con-
tinues to make a good faith effort to
comply with the more than 40-hour
registered nurse requirement, but such
compliance is impeded by the unavail-
ability of registered nurses in the area.

(b) Waiver of medical director require-
ment. To the extent that §483.70(h) of
this chapter requires any skilled nurs-
ing facility to engage the services of a
medical director either part-time or
full-time, the Secretary may waive
such requirement for such periods as he
deems appropriate if, based upon docu-
mented findings of the State agency,
he determines that:

(1) Such facility is located in an area
where the supply of physicians is not
sufficient to permit compliance with
this requirement without seriously re-
ducing the availability of physician
services within the area, and

(2) Such facility has made and con-
tinues to make a good faith effort to
comply with §483.70(h) of this chapter,
but such compliance is impeded by the

§488.60
unavailability of physicians in the
area.

[89 FR 35777, Oct. 3, 1974. Redesignated and
amended at 42 FR 52826, Sept. 30, 1977. Fur-
ther redesignated and amended at 53 FR
23100, June 17, 1988, and further amended at
56 FR 48879, Sept. 26, 1991; 57 FR 43925, Sept.
23, 1992; 81 FR 68871, Oct. 4, 2016; 82 FR 32260,
July 13, 2017]

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

(a) Consideration for approval. An
ESRD facility that wishes to be ap-
proved or that wishes an expansion of
dialysis services to be approved for
coverage, in accordance with part 494
of this chapter, must secure a deter-
mination by the Secretary. To secure a
determination, the facility must sub-
mit the following documents and data
for consideration by the Secretary:

(1) Certification by the State agency
referred to in §488.12 of this part.

(2) Data furnished by ESRD network
organizations and recommendations of
the Public Health Service concerning
the facility’s contribution to the ESRD
services of the network.

(3) Data concerning the facility’s
compliance with professional norms
and standards.

(4) Data pertaining to the facility’s
qualifications for approval or for any
expansion of services.

(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
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