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make a comprehensive assessment that 
includes the following: 

(1) Pre-selection monitoring. The pa-
tient’s hematocrit (or hemoglobin), 
serum iron, transferrin saturation, 
serum ferritin, and blood pressure must 
be measured. 

(2) Conditions the patient must meet. 
The assessment must find that the pa-
tient meets the following conditions: 

(i) On or after July 1, 1991, is a home 
dialysis patient or, on or after January 
1, 1994, is a dialysis patient; 

(ii) Has a hematocrit (or comparable 
hemoglobin level) that is as follows: 

(A) For a patient who is initiating 
EPO treatment, no higher than 30 per-
cent unless there is medical docu-
mentation showing the need for EPO 
despite a hematocrit (or comparable 
hemoglobin level) higher than 30 per-
cent. (Patients with severe angina, se-
vere pulmonary distress, or severe hy-
pertension may require EPO to prevent 
adverse symptoms even if they have 
higher hematocrit or hemoglobin lev-
els.) 

(B) For a patient who has been re-
ceiving EPO from the facility or the 
physician, between 30 and 33 percent. 

(iii) Is under the care of— 
(A) A physician who is responsible for 

all dialysis-related services and who 
prescribes the EPO and follows the 
drug labeling instructions when moni-
toring the EPO home therapy; and 

(B) A renal dialysis facility that es-
tablishes the plan of care and monitors 
the progress of the home EPO therapy. 

(3) Conditions the patient or the pa-
tient’s caregiver must meet. The assess-
ment must find that the patient or a 
caregiver who assists the patient in 
performing self-dialysis meets the fol-
lowing conditions: 

(i) Is trained by the facility to inject 
EPO and is capable of carrying out the 
procedure. 

(ii) Is capable of reading and under-
standing the drug labeling. 

(iii) Is trained in, and capable of ob-
serving, aseptic techniques. 

(4) Care and storage of drug. The as-
sessment must find that EPO can be 
stored in the patient’s residence under 
refrigeration and that the patient is 
aware of the potential hazard of a 
child’s having access to the drug and 
syringes. 

(h) Use of EPO at home: Responsibilities 
of the physician or the dialysis facility. 
The patient’s physician or dialysis fa-
cility must— 

(1) Develop a protocol that follows 
the drug label instructions; 

(2) Make the protocol available to 
the patient to ensure safe and effective 
home use of EPO; and 

(3) Through the amounts prescribed, 
ensure that the drug ‘‘on hand’’ at any 
time does not exceed a 2-month supply. 

[43 FR 48953, Oct. 19, 1978, as amended at 51 
FR 30362, Aug. 26, 1986; 57 FR 7134, Feb. 28, 
1992; 59 FR 1284, Jan. 10, 1994; 59 FR 26958, 
May 25, 1994; 59 FR 46513, Sept. 8, 1994; 61 FR 
19743, May 2, 1996]

§ 405.2164 Conditions for coverage of 
special purpose renal dialysis facili-
ties. 

(a) A special purpose renal dialysis 
facility must comply with all condi-
tions for coverage for renal dialysis fa-
cilities specified in §§ 405.2130 through 
405.2164, with the exception of 
§§ 405.2134, and 405.2137 that relate to 
participation in the network activities 
and patient long-term programs. 

(b) A special purpose renal dialysis 
facility must consult with a patient’s 
physician to assure that care provided 
in the special purpose dialysis facility 
is consistent with the patient’s long-
term program and patient care plan re-
quired under § 405.2137. 

(c) The period of approval for a spe-
cial purpose renal dialysis facility may 
not exceed 8 calendar months in any 
calendar year. 

(d) A special purpose renal dialysis 
facility may provide services only to 
those patients who would otherwise be 
unable to obtain treatments in the geo-
graphical areas served by the facility. 

[48 FR 21283, May 11, 1983, as amended at 51 
FR 30362, Aug. 26, 1986]

§ 405.2170 Condition: Director of a 
renal transplantation center. 

The renal transplantation center is 
under the general supervision of a 
qualified transplantation surgeon 
(§ 405.2102) or a qualified physician-di-
rector (§ 405.2102), who need not serve 
full time. This physician is responsible 
for planning, organizing, conducting, 
and directing the renal transplantation 
center and devotes sufficient time to 
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carry out these responsibilities, which 
include but are not limited to the fol-
lowing: 

(a) Participating in the selection of a 
suitable treatment modality for each 
patient. 

(b) Assuring adequate training, of 
nurses in the care of transplant pa-
tients. 

(c) Assuring that tissue typing and 
organ procurement services are avail-
able either directly or under arrange-
ment. 

(d) Assuring that transplantation 
surgery is performed under the direct 
supervision of a qualified transplan-
tation surgeon. 

[41 FR 22511, June 3, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, as amended at 51 FR 
30362, Aug. 26, 1986; 59 FR 46514, Sept. 8, 1994]

§ 405.2171 Condition: Minimal service 
requirements for a renal transplan-
tation center. 

Kidney transplantation is furnished 
directly by a hospital that is partici-
pating as a provider of services in the 
Medicare program and is approved by 
CMS as a renal transplantation center. 
The renal transplantation center is 
under the overall direction of a hos-
pital administrator and medical staff; 
if operated by an organizational sub-
sidiary, it is under the direction of an 
administrator and medical staff mem-
ber (or committee) who are directly re-
sponsible to the hospital administrator 
and medical staff, respectively. Pa-
tients are accepted for transplantation 
only on the order of a physician and 
their care continues under the super-
vision of a physician. 

(a) Standard: participation in recipient 
registry. The renal transplantation cen-
ter participates in a patient registry 
program with an OPO certified or re-
certified under part 485, subpart D of 
this chapter for patients who are 
awaiting cadaveric donor transplan-
tation. 

(b) Standard: social services. Social 
services are provided to patients and 
their families and are directed at sup-
porting and maximizing the social 
functioning and adjustment of the pa-
tient. Social services are furnished by a 
qualified social worker (§ 405.2102) who 
has an employment or contractual re-
lationship with the facility. The quali-

fied social worker is responsible for 
conducting psychosocial evaluations, 
participating in team review of patient 
progress and recommending changes in 
treatment based on the patient’s cur-
rent psychosocial needs, providing 
casework and groupwork services to 
patients and their families in dealing 
with the special problems associated 
with ESRD, and identifying commu-
nity social agencies and other re-
sources and assisting patients and fam-
ilies to utilize them. 

(c) Standard: dietetic services. Each pa-
tient is evaluated as to his nutritional 
needs by the attending physician and a 
qualified dietician (§ 405.2102) who has 
an employment or contractual rela-
tionship with the facility. The dieti-
cian, in consultation with the attend-
ing physician, is responsible for assess-
ing the nutritional and dietetic needs 
of each patient, recommending thera-
peutic diets, counseling patients and 
their families on prescribed diets, and 
monitoring adherence and response to 
diets. 

(d) Standard: Laboratory services: (1) 
The renal transplantation center 
makes available, directly or under ar-
rangements, laboratory services to 
meet the needs of ESRD patients. Lab-
oratory services are performed in a lab-
oratory facility certified in accordance 
with part 493 of this chapter. 

(2) Laboratory services for 
crossmatching of recipient serum and 
donor lymphocytes for pre-formed anti-
bodies by an acceptable technique are 
available on a 24-hour emergency basis. 

(e) Standard: Organ procurement. A 
renal transplantation center using the 
services of an organ procurement orga-
nization designated or redesignated 
under part 485, subpart D of this chap-
ter to obtain donor organs has a writ-
ten agreement covering these services. 
The renal transplantation center 
agrees to notify CMS in writing within 
30 days of the termination of the agree-
ment. 

[41 FR 22511, June 3, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, as amended at 51 FR 
30362, Aug. 26, 1986; 53 FR 6548, Mar. 1, 1988; 57 
FR 7134, Feb. 28, 1992; 59 FR 46514, Sept. 8, 
1994]
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