§405.2160

(ii) If pyrogenic reactions,
bacteremia, or unexplained reactions
associated with ineffective reprocess-
ing are identified, terminates reuse of
hemodialyzers in that setting and does
not continue reuse until the entire re-
processing system has been evaluated.

(b) Standard: Transducer filters. To
control the spread of hepatitis, trans-
ducer filters are changed after each di-
alysis treatment and are not reused.

(c) Standard: Bloodlines. If the ESRD
facility reuses bloodlines, it must—

(1) Limit the reuse of bloodlines to
the same patient;

(2) Not reuse bloodlines labeled for
‘‘single use only’’;

(3) Reuse only bloodlines for which
the manufacturer’s protocol for reuse
has been accepted by the Food and
Drug Administration (FDA) pursuant
to the premarket notification (section
510(k)) provision of the Food, Drug, and
Cosmetic Act; and

(4) Follow the FDA-accepted manu-
facturer’s protocol for reuse of that
bloodline.

[62 FR 36935, Oct. 2, 1987, as amended at 556 FR
18335, May 2, 1990; 60 FR 48044, Sept. 18, 1995;
69 FR 18803, Apr. 9, 2004]

§405.2160 Condition: Affiliation agree-
ment or arrangement.

(a) A renal dialysis facility and a
renal dialysis center (see
§405.2102(e)(2)) have in effect an affili-
ation agreement or arrangement with
each other, in writing, for the provi-
sion of inpatient care and other hos-
pital services.

(b) The affiliation agreement or ar-
rangement provides the basis for effec-
tive working relationships under which
inpatient hospital care or other hos-
pital services are available promptly to
the dialysis facility’s patients when
needed. The dialysis facility has in its
files documentation from the renal di-
alysis center to the effect that patients
from the dialysis facility will be ac-
cepted and treated in emergencies.
There are reasonable assurances that:

(1) Transfer or referral of patients
will be effected between the renal di-
alysis center and the dialysis facility
whenever such transfer or referral is
determined as medically appropriate
by the attending physician, with time-
ly acceptance and admission;
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(2) There will be interchange, within
1 working day, of the patient long-term
program and patient care plan, and of
medical and other information nec-
essary or useful in the care and treat-
ment of patients transferred or referred
between the facilities, or in deter-
mining whether such patients can be
adequately cared for otherwise than in
either of such facilities; and

(3) Security and accountability for
patients’ personal effects are assured.

§405.2161 Condition: Director of a
renal dialysis facility or renal dialy-
sis center.

Treatment is under the general su-
pervision of a Director who is a physi-
cian. The physician-director need not
devote full time as Director but is re-
sponsible for planning, organizing, con-
ducting, and directing the professional
ESRD services and must devote suffi-
cient time to carrying out these re-
sponsibilities. The director may also
serve as the Chief Executive Officer of
the facility.

(a) Standard: qualifications. The direc-
tor of a dialysis facility is a qualified
physician-director. (See §405.2102.)

(b) Standard: responsibilities. The re-
sponsibilities of the physician-director
include but are not limited to the fol-

lowing:
(1) Participating in the selection of a
suitable treatment modality, i.e.,

transplantation or dialysis, and dialy-
sis setting, for all patients;

(2) Assuring adequate training of
nurses and technicians in dialysis tech-
niques;

(3) Assuring adequate monitoring of
the patient and the dialysis process, in-
cluding, for self-dialysis patients, as-
suring periodic assessment of patient
performance of dialysis tasks;

(4) Assuring the development and
availability of a patient care policy
and procedures manual and its imple-
mentation. As a minimum, the manual
describes the types of dialysis used in
the facility and the procedures fol-
lowed in performance of such dialysis;
hepatitis prevention and procedures for
handling an individual with hepatitis;
and a disaster preparedness plan (e.g.,
patient emergency, fire, flood); and
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