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indicated (for example, after adverse 
patient reactions) the facility must— 

(1) Obtain blood and dialysate cul-
tures and endotoxin levels; 

(2) Evaluate the water purification 
system; and 

(3) Take corrective action. 
(e) Standard: In-center use of 

preconfigured hemodialysis systems. 
When using a preconfigured, FDA-ap-
proved hemodialysis system designed, 
tested and validated to yield AAMI 
quality (which includes standards for 
chemical and chlorine/chloramine test-
ing) water and dialysate, the system’s 
FDA-approved labeling must be ad-
hered to for machine use and moni-
toring of the water and dialysate qual-
ity. The facility must meet all AAMI 
RD52:2004 requirements for water and 
dialysate. Moreover, the facility must 
perform bacteriological and endotoxin 
testing on a quarterly, or more fre-
quent basis, as needed, to ensure that 
the water and dialysate are within 
AAMI limits. 

§ 494.50 Condition: Reuse of 
hemodialyzers and bloodlines. 

(a) Standard: General requirements for 
the reuse of hemodialyzers and bloodlines. 
Certain hemodialyzers and bloodlines— 

(1) May be reused for certain patients 
with the exception of Hepatitis B posi-
tive patients; 

(2) Must be reused only for the same 
patient; and 

(3) Must be labeled for multiple reuse 
in accordance with the premarket noti-
fication provisions of section 510(k) of 
the Food, Drug, and Cosmetics Act and 
21 CFR 876.5860. 

(b) Standard: Reprocessing requirements 
for the reuse of hemodialyzers and blood-
lines. A dialysis facility that reuses 
hemodialyzers and bloodlines must ad-
here to the following reprocessing 
guidelines: 

(1) Meet the requirements of AAMI 
published in ‘‘Reuse of Hemodialyzers,’’ 
third edition, ANSI/AAMI RD47:2002 
and RD47:2002/A1:2003. The Director of 
the Federal Register approves this in-
corporation by reference in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
This publication is available for inspec-
tion at the CMS Information Resource 
Center, 7500 Security Boulevard, Cen-
tral Building, Baltimore, MD or at the 

National Archives and Records Admin-
istration (NARA). For information on 
the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflregulations/ibrllocations.html. 
Copies may be purchased from the As-
sociation for the Advancement of Med-
ical Instrumentation, 3300 Washington 
Boulevard, Suite 400, Arlington, VA 
22201–4598. 

(2) Reprocess hemodialyzers and 
bloodlines— 

(i) By following the manufacturer’s 
recommendations; or 

(ii) Using an alternate method and 
maintaining documented evidence that 
the method is safe and effective. 

(3) Not expose hemodialyzers to more 
than one chemical germicide, other 
than bleach (used as a cleaner in this 
application), during the life of the dia-
lyzer. All hemodialyzers must be dis-
carded before a different chemical ger-
micide is used in the facility. 

(c) Standard: Monitoring, evaluation, 
and reporting requirements for the reuse 
of hemodialyzers and bloodlines. In addi-
tion to the requirements for 
hemodialyzer and bloodline reuse spec-
ified in paragraphs (a) and (b) of this 
section, the dialysis facility must ad-
here to the following: 

(1) Monitor patient reactions during 
and following dialysis. 

(2) When clinically indicated (for ex-
ample, after adverse patient reactions), 
the facility must— 

(i) Obtain blood and dialysate cul-
tures and endotoxin levels; and 

(ii) Undertake evaluation of its dia-
lyzer reprocessing and water purifi-
cation system. When this evaluation 
suggests a cluster of adverse patient 
reactions is associated with 
hemodialyzer reuse, the facility must 
suspend reuse of hemodialyzers until it 
is satisfied the problem has been cor-
rected. 

(iii) Report the adverse outcomes to 
the FDA and other Federal, State or 
local government agencies as required 
by law. 

§ 494.60 Condition: Physical environ-
ment. 

The dialysis facility must be de-
signed, constructed, equipped, and 
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maintained to provide dialysis pa-
tients, staff, and the public a safe, 
functional, and comfortable treatment 
environment. 

(a) Standard: Building. The building 
in which dialysis services are furnished 
must be constructed and maintained to 
ensure the safety of the patients, the 
staff, and the public. 

(b) Standard: Equipment maintenance. 
The dialysis facility must implement 
and maintain a program to ensure that 
all equipment (including emergency 
equipment, dialysis machines and 
equipment, and the water treatment 
system) are maintained and operated 
in accordance with the manufacturer’s 
recommendations. 

(c) Standard: Patient care environment. 
(1) The space for treating each patient 
must be sufficient to provide needed 
care and services, prevent cross-con-
tamination, and to accommodate med-
ical emergency equipment and staff. 

(2) The dialysis facility must: 
(i) Maintain a comfortable tempera-

ture within the facility; and 
(ii) Make reasonable accommoda-

tions for the patients who are not com-
fortable at this temperature. 

(3) The dialysis facility must make 
accommodations to provide for patient 
privacy when patients are examined or 
treated and body exposure is required. 

(4) Patients must be in view of staff 
during hemodialysis treatment to en-
sure patient safety (video surveillance 
will not meet this requirement). 

(d) Standard: Emergency preparedness. 
The dialysis facility must implement 
processes and procedures to manage 
medical and nonmedical emergencies 
that are likely to threaten the health 
or safety of the patients, the staff, or 
the public. These emergencies include, 
but are not limited to, fire, equipment 
or power failures, care-related emer-
gencies, water supply interruption, and 
natural disasters likely to occur in the 
facility’s geographic area. 

(1) Emergency preparedness of staff. 
The dialysis facility must provide ap-
propriate training and orientation in 
emergency preparedness to the staff. 
Staff training must be provided and 
evaluated at least annually and include 
the following: 

(i) Ensuring that staff can dem-
onstrate a knowledge of emergency 

procedures, including informing pa-
tients of— 

(A) What to do; 
(B) Where to go, including instruc-

tions for occasions when the geo-
graphic area of the dialysis facility 
must be evacuated; 

(C) Whom to contact if an emergency 
occurs while the patient is not in the 
dialysis facility. This contact informa-
tion must include an alternate emer-
gency phone number for the facility for 
instances when the dialysis facility is 
unable to receive phone calls due to an 
emergency situation (unless the facil-
ity has the ability to forward calls to a 
working phone number under such 
emergency conditions); and 

(D) How to disconnect themselves 
from the dialysis machine if an emer-
gency occurs. 

(ii) Ensuring that, at a minimum, pa-
tient care staff maintain current CPR 
certification; and 

(iii) Ensuring that nursing staff are 
properly trained in the use of emer-
gency equipment and emergency drugs. 

(2) Emergency preparedness patient 
training. The facility must provide ap-
propriate orientation and training to 
patients, including the areas specified 
in paragraph (d)(1)(i) of this section. 

(3) Emergency equipment. Emergency 
equipment, including, but not limited 
to, oxygen, airways, suction, 
defibrillator or automated external 
defibrillator, artificial resuscitator, 
and emergency drugs, must be on the 
premises at all times and immediately 
available. 

(4) Emergency plans. The facility 
must— 

(i) Have a plan to obtain emergency 
medical system assistance when need-
ed; 

(ii) Evaluate at least annually the ef-
fectiveness of emergency and disaster 
plans and update them as necessary; 
and 

(iii) Contact its local disaster man-
agement agency at least annually to 
ensure that such agency is aware of di-
alysis facility needs in the event of an 
emergency. 

(e) Standard: Fire safety. (1) Except as 
provided in paragraph (e)(2) of this sec-
tion, by February 9, 2009, dialysis fa-
cilities that are located adjacent to 
high hazardous occupancies or do not 
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provide one or more exits to the out-
side at grade level from the patient 
treatment area level, must comply 
with applicable provisions of the 2000 
edition of the Life Safety Code of the 
National Fire Protection Association 
(which is incorporated by reference at 
§ 403.744(a)(1)(i) of this chapter). 

(2) Notwithstanding paragraph (e)(1) 
of this section, dialysis facilities par-
ticipating in Medicare as of October 14, 
2008 that require sprinkler systems are 
those housed in multi-story buildings 
construction Types II(000), III(200), or 
V(000), as defined in the 2000 edition of 
the Life Safety Code of the National 
Fire Protection Association (which is 
incorporated by reference at 
§ 403.744(a)(1)(i) of this chapter), section 
21.1.6.3, which were constructed after 
January 1, 2008, and those housed in 
high rise buildings over 75 feet in 
height, which were constructed after 
January 1, 2008. 

(3) If CMS finds that a fire and safety 
code imposed by the facility’s State 
law adequately protects a dialysis fa-
cility’s patients, CMS may allow the 
State survey agency to apply the 
State’s fire and safety code instead of 
the Life Safety Code. 

(4) After consideration of State sur-
vey agency recommendations, CMS 
may waive, for individual dialysis fa-
cilities and for appropriate periods, 
specific provisions of the Life Safety 
Code, if the following requirements are 
met: 

(i) The waiver would not adversely 
affect the health and safety of the di-
alysis facility’s patients; and 

(ii) Rigid application of specific pro-
visions of the Life Safety Code would 
result in an unreasonable hardship for 
the dialysis facility. 

[73 FR 20475, Apr. 15, 2008, as amended at 77 
FR 29031, May 16, 2012] 

Subpart C—Patient Care 

§ 494.70 Condition: Patients’ rights. 
The dialysis facility must inform pa-

tients (or their representatives) of 
their rights (including their privacy 
rights) and responsibilities when they 
begin their treatment and must protect 
and provide for the exercise of those 
rights. 

(a) Standard: Patients’ rights. The pa-
tient has the right to— 

(1) Respect, dignity, and recognition 
of his or her individuality and personal 
needs, and sensitivity to his or her psy-
chological needs and ability to cope 
with ESRD; 

(2) Receive all information in a way 
that he or she can understand; 

(3) Privacy and confidentiality in all 
aspects of treatment; 

(4) Privacy and confidentiality in 
personal medical records; 

(5) Be informed about and partici-
pate, if desired, in all aspects of his or 
her care, and be informed of the right 
to refuse treatment, to discontinue 
treatment, and to refuse to participate 
in experimental research; 

(6) Be informed about his or her right 
to execute advance directives, and the 
facility’s policy regarding advance di-
rectives; 

(7) Be informed about all treatment 
modalities and settings, including but 
not limited to, transplantation, home 
dialysis modalities (home hemo-
dialysis, intermittent peritoneal dialy-
sis, continuous ambulatory peritoneal 
dialysis, continuous cycling peritoneal 
dialysis),and in-facility hemodialysis. 
The patient has the right to receive re-
source information for dialysis modali-
ties not offered by the facility, includ-
ing information about alternative 
scheduling options for working pa-
tients; 

(8) Be informed of facility policies re-
garding patient care, including, but not 
limited to, isolation of patients; 

(9) Be informed of facility policies re-
garding the reuse of dialysis supplies, 
including hemodialyzers; 

(10) Be informed by the physician, 
nurse practitioner, clinical nurse spe-
cialist, or physician’s assistant treat-
ing the patient for ESRD of his or her 
own medical status as documented in 
the patient’s medical record, unless the 
medical record contains a documented 
contraindication; 

(11) Be informed of services available 
in the facility and charges for services 
not covered under Medicare; 

(12) Receive the necessary services 
outlined in the patient plan of care de-
scribed in § 494.90; 
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