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kin, sponsoring agency(ies), represent-
ative payees (selected pursuant to sec-
tion 205(j) of the Social Security Act 
and subpart Q of 20 CFR part 404), and 
to the public. The staff of the facility 
is trained and involved in the execu-
tion of such policies and procedures. 
The patients’ rights policies and proce-
dures ensure at least the following: 

(a) Standard: informed patients. All pa-
tients in the facility: 

(1) Are fully informed of these rights 
and responsibilities, and of all rules 
and regulations governing patient con-
duct and responsibilities; 

(2) Are fully informed of services 
available in the facility and of related 
charges including any charges for serv-
ices not covered under title XVIII of 
the Social Security Act; 

(3) Are fully informed by a physician 
of their medical condition unless medi-
cally contraindicated (as documented 
in their medical records); 

(4) Are fully informed regarding the 
facility’s reuse of dialysis supplies, in-
cluding hemodialyzers. If printed mate-
rials such as brochures are utilized to 
describe a facility and its services, 
they must contain a statement with re-
spect to reuse; and 

(5) Are fully informed regarding their 
suitability for transplantation and 
home dialysis. 

(b) Standard: participation in planning. 
All patients treated in the facility: 

(1) Are afforded the opportunity to 
participate in the planning of their 
medical treatment and to refuse to par-
ticipate in experimental research; 

(2) Are transferred or discharged only 
for medical reasons or for the patient’s 
welfare or that of other patients, or for 
nonpayment of fees (except as prohib-
ited by title XVIII of the Social Secu-
rity Act), and are given advance notice 
to ensure orderly transfer or discharge. 

(c) Standard: respect and dignity. All 
patients are treated with consider-
ation, respect, and full recognition of 
their individuality and personal needs, 
including the need for privacy in treat-
ment. Provision is made for translators 
where a significant number of patients 
exhibit language barriers. 

(d) Standard: confidentiality. All pa-
tients are ensured confidential treat-
ment of their personal and medical 
records, and may approve or refuse re-

lease of such records to any individual 
outside the facility, except in case of 
their transfer to another health care 
institution or as required by Federal, 
State, or local law and the Secretary 
for proper administration of the pro-
gram. 

(e) Standard: grievance mechanism. All 
patients are encouraged and assisted to 
understand and exercise their rights. 
Grievances and recommended changes 
in policies and services may be ad-
dressed to facility staff, administra-
tion, the network organization, and 
agencies or regulatory bodies with ju-
risdiction over the facility, through 
any representative of the patient’s 
choice, without restraint or inter-
ference, and without fear of discrimi-
nation or reprisal. 

[41 FR 22511, June 3, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, as amended at 51 FR 
30362, Aug. 26, 1986; 52 FR 36934, Oct. 2, 1987] 

§ 405.2139 Condition: Medical records. 
The ESRD facility maintains com-

plete medical records on all patients 
(including self-dialysis patients within 
the self-dialysis unit and home dialysis 
patients whose care is under the super-
vision of the facility) in accordance 
with accepted professional standards 
and practices. A member of the facili-
ty’s staff is designated to serve as su-
pervisor of medical records services, 
and ensures that all records are prop-
erly documented, completed, and pre-
served. The medical records are com-
pletely and accurately documented, 
readily available, and systematically 
organized to facilitate the compilation 
and retrieval of information. 

(a) Standard: medical record. Each pa-
tient’s medical record contains suffi-
cient information to identify the pa-
tient clearly, to justify the diagnosis 
and treatment, and to document the 
results accurately. All medical records 
contain the following general cat-
egories of information: Documented 
evidence of assessment of the needs of 
the patient, whether the patient is 
treated with a reprocessed 
hemodialyzer, of establishment of an 
appropriate plan of treatment, and of 
the care and services provided (see 
§ 405.2137(a) and (b)); evidence that the 
patient was informed of the results of 
the assessment described in 
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§ 405.2138(a)(5); identification and social 
data; signed consent forms referral in-
formation with authentication of diag-
nosis; medical and nursing history of 
patient; report(s) of physician exam-
ination(s); diagnostic and therapeutic 
orders; observations, and progress 
notes; reports of treatments and clin-
ical findings; reports of laboratory and 
other diagnostic tests and procedures; 
and discharge summary including final 
diagnosis and prognosis. 

(b) Standard: protection of medical 
record information. The ESRD facility 
safeguards medical record information 
against loss, destruction, or unauthor-
ized use. The ESRD facility has written 
policies and procedures which govern 
the use and release of information con-
tained in medical records. Written con-
sent of the patient, or of an authorized 
person acting in behalf of the patient, 
is required for release of information 
not provided by law. Medical records 
are made available under stipulation of 
confidentiality for inspection by au-
thorized agents of the Secretary, as re-
quired for administration of the ESRD 
program under Medicare. 

(c) Standard: medical records super-
visor. A member of the ESRD facility’s 
staff is designated to serve as super-
visor of the facility’s medical records 
service. The functions of the medical 
records supervisor include, but are not 
limited to, the following: Ensuring 
that the records are documented, com-
pleted, and maintained in accordance 
with accepted professional standards 
and practices; safeguarding the con-
fidentiality of the records in accord-
ance with established policy and legal 
requirements; ensuring that the 
records contain pertinent medical in-
formation and are filed for easy re-
trieval. When necessary, consultation 
is secured from a qualified medical 
record practitioner. 

(d) Standard: Completion of medical 
records and centralization of clinical in-
formation. Current medical records and 
those of discharged patients are com-
pleted promptly. All clinical informa-
tion pertaining to a patient is central-
ized in the patient’s medical record. 
Provision is made for collecting and in-
cluding in the medical record medical 
information generated by self-dialysis 
patients. Entries concerning the daily 

dialysis process may either be com-
pleted by staff, or be completed by 
trained self-dialysis patients, trained 
home dialysis patients or trained as-
sistants and countersigned by staff. 

(e) Standard: retention and preserva-
tion of records. Medical records are re-
tained for a period of time not less 
than that determined by the State 
statute governing records retention or 
statute of limitations; or in the ab-
sence of a State statute, 5 years from 
the date of discharge; or, in the case of 
a minor, 3 years after the patient be-
comes of age under State law, which-
ever is longest. 

(f) Standard: location and facilities. 
The facility maintains adequate facili-
ties, equipment, and space conven-
iently located, to provide efficient 
processing of medical records (e.g., re-
viewing, filing, and prompt retrieval) 
and statistical medical information 
(e.g., required abstracts, reports, etc.). 

(g) Standard: transfer of medical infor-
mation. The facility provides for the 
interchange of medical and other infor-
mation necessary or useful in the care 
and treatment of patients transferred 
between treating facilities, or in deter-
mining whether such patients can be 
adequately cared for otherwise than in 
either of such facilities. 

[41 FR 22511, June 3, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, as amended at 43 FR 
48952, Oct. 19, 1978; 52 FR 36934, Oct. 2, 1987] 

§ 405.2140 Condition: Physical environ-
ment. 

The physical environment in which 
ESRD services are furnished affords a 
functional, sanitary, safe, and com-
fortable setting for patients, staff, and 
the public. 

(a) Standard: building and equipment. 
The physical structure in which ESRD 
services are furnished is constructed, 
equipped, and maintained to insure the 
safety of patients, staff, and the public. 

(1) Fire extinguishers are conven-
iently located on each floor of the fa-
cility and in areas of special hazard. 
Fire regulations and fire management 
procedures are prominently posted and 
properly followed. 

(2) All electrical and other equipment 
used in the facility is maintained free 
of defects which could be a potential 
hazard to patients or personnel. There 
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