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patient’s needs and meets the measur-
able and expected outcomes as speci-
fied in § 494.90 of this part. 

(iv) Patient consultation with mem-
bers of the interdisciplinary team, as 
needed. 

(v) Monitoring of the quality of water 
and dialysate used by home hemo-
dialysis patients including conducting 
an onsite evaluation and testing of the 
water and dialysate system in accord-
ance with— 

(A) The recommendations specified 
in the manufacturers’ instructions; and 

(B) The system’s FDA-approved la-
beling for preconfigured systems de-
signed, tested, and validated to meet 
AAMI quality (which includes stand-
ards for chemical and chlorine/chlor-
amine testing) water and dialysate. 
The facility must meet testing and 
other requirements of AAMI RD52:2004. 
In addition, bacteriological and 
endotoxin testing must be performed 
on a quarterly, or more frequent basis 
as needed, to ensure that the water and 
dialysate are within the AAMI limits. 

(C) The dialysis facility must correct 
any water and dialysate quality prob-
lem for the home hemodialysis patient, 
and if necessary, arrange for backup di-
alysis until the problem is corrected 
if— 

(1) Analysis of the water and 
dialysate quality indicates contamina-
tion; or 

(2) The home hemodialysis patient 
demonstrates clinical symptoms asso-
ciated with water and dialysate con-
tamination. 

(vi) Purchasing, leasing, renting, de-
livering, installing, repairing and 
maintaining medically necessary home 
dialysis supplies and equipment (in-
cluding supportive equipment) pre-
scribed by the attending physician. 

(vii) Identifying a plan and arranging 
for emergency back-up dialysis serv-
ices when needed. 

(2) The dialysis facility must main-
tain a recordkeeping system that en-
sures continuity of care and patient 
privacy. This includes items and serv-
ices furnished by durable medical 
equipment (DME) suppliers referred to 
in § 414.330(a)(2) of this chapter. 

§ 494.110 Condition: Quality assess-
ment and performance improve-
ment. 

The dialysis facility must develop, 
implement, maintain, and evaluate an 
effective, data-driven, quality assess-
ment and performance improvement 
program with participation by the pro-
fessional members of the interdiscipli-
nary team. The program must reflect 
the complexity of the dialysis facility’s 
organization and services (including 
those services provided under arrange-
ment), and must focus on indicators re-
lated to improved health outcomes and 
the prevention and reduction of med-
ical errors. The dialysis facility must 
maintain and demonstrate evidence of 
its quality improvement and perform-
ance improvement program for review 
by CMS. 

(a) Standard: Program scope. (1) The 
program must include, but not be lim-
ited to, an ongoing program that 
achieves measurable improvement in 
health outcomes and reduction of med-
ical errors by using indicators or per-
formance measures associated with im-
proved health outcomes and with the 
identification and reduction of medical 
errors. 

(2) The dialysis facility must meas-
ure, analyze, and track quality indica-
tors or other aspects of performance 
that the facility adopts or develops 
that reflect processes of care and facil-
ity operations. These performance 
components must influence or relate to 
the desired outcomes or be the out-
comes themselves. The program must 
include, but not be limited to, the fol-
lowing: 

(i) Adequacy of dialysis. 
(ii) Nutritional status. 
(iii) Mineral metabolism and renal 

bone disease. 
(iv) Anemia management. 
(v) Vascular access. 
(vi) Medical injuries and medical er-

rors identification. 
(vii) Hemodialyzer reuse program, if 

the facility reuses hemodialyzers. 
(viii) Patient satisfaction and griev-

ances. 
(ix) Infection control; with respect to 

this component the facility must— 
(A) Analyze and document the inci-

dence of infection to identify trends 
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and establish baseline information on 
infection incidence; 

(B) Develop recommendations and ac-
tion plans to minimize infection trans-
mission, promote immunization; and 

(C) Take actions to reduce future in-
cidents. 

(b) Standard: Monitoring performance 
improvement. The dialysis facility must 
continuously monitor its performance, 
take actions that result in performance 
improvements, and track performance 
to ensure that improvements are sus-
tained over time. 

(c) Standard: Prioritizing improvement 
activities. The dialysis facility must set 
priorities for performance improve-
ment, considering prevalence and se-
verity of identified problems and giv-
ing priority to improvement activities 
that affect clinical outcomes or patient 
safety. The facility must immediately 
correct any identified problems that 
threaten the health and safety of pa-
tients. 

§ 494.120 Condition: Special purpose 
renal dialysis facilities. 

A special purpose renal dialysis facil-
ity is approved to furnish dialysis on a 
short-term basis at special locations. 
Special purpose dialysis facilities are 
divided into two categories: vacation 
camps (locations that serve ESRD pa-
tients while the patients are in a tem-
porary residence) and facilities estab-
lished to serve ESRD patients under 
emergency circumstances. 

(a) Standard: Approval period. The pe-
riod of approval for a special purpose 
renal dialysis facility may not exceed 8 
months in any 12-month period. 

(b) Standard: Service limitation. Spe-
cial purpose renal dialysis facilities are 
limited to areas in which there are lim-
ited dialysis resources or access-to- 
care problems due to an emergency cir-
cumstance. A special purpose renal di-
alysis facility may provide services 
only to those patients who would oth-
erwise be unable to obtain treatments 
in the geographic locality served by 
the facility. 

(c) Standard: Scope of requirements—(1) 
Scope of requirements for a vacation 
camp. A vacation camp that provides 
dialysis services must be operated 
under the direction of a certified renal 
dialysis facility that assumes full re-

sponsibility for the care provided to pa-
tients. A special purpose renal dialysis 
facility established as a vacation camp 
must comply with the following condi-
tions for coverage— 

(i) Infection control at § 494.30; 
(ii) Water and dialysate quality at 

§ 494.40 (except as provided in paragraph 
(c)(1)(viii) of this section); 

(iii) Reuse of hemodialyzers at § 494.50 
(if reuse is performed); 

(iv) Patients’ rights and posting of 
patients’ rights at § 494.70(a) and 
§ 494.70(c); 

(v) Laboratory services at § 494.130; 
(vi) Medical director responsibilities 

for staff education and patient care 
policies and procedures at § 494.150(c) 
and § 494.150(d); 

(vii) Medical records at § 494.170; and 
(viii) When portable home water 

treatment systems are used in place of 
a central water treatment system, the 
facility may adhere to § 494.100(c)(1)(v) 
(home monitoring of water quality), in 
place of § 494.40 (water quality). 

(2) Scope of requirements for an emer-
gency circumstance facility. A special 
purpose renal dialysis facility set up 
due to emergency circumstances may 
provide services only to those patients 
who would otherwise be unable to ob-
tain treatments in the geographic 
areas served by the facility. These 
types of special purpose dialysis facili-
ties must comply with paragraph (c)(1) 
of this section and addition to com-
plying with the following conditions: 

(i) Section 494.20 (compliance with 
Federal, State, and local laws and reg-
ulations). 

(ii) Section 494.60 (physical environ-
ment). 

(iii) Section 494.70(a) through section 
494.70(c) (patient rights). 

(iv) Section 494.140 (personnel quali-
fications). 

(v) Section 494.150 (medical director). 
(vi) Section 494.180 (governance). 
(d) Standard: Physician contact. The 

facility must contact the patient’s 
physician, if possible, prior to initi-
ating dialysis in the special purpose 
renal dialysis facility, to discuss the 
patient’s current condition to assure 
care provided in the special purpose 
renal dialysis facility is consistent 
with the patient plan of care (described 
in § 494.90). 
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