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(2) The request for exemption and 
recognition of State laws and the with-
drawal of the request may be sub-
mitted at any time, and are effective 
upon submission. 

[60 FR 45851, Sept. 1, 1995, as amended at 62 
FR 46037, Aug. 29, 1997; 66 FR 39938, Aug. 1, 
2001; 66 FR 56769, Nov. 13, 2001; 77 FR 29076, 
May 16, 2012] 

§ 485.641 Condition of participation: 
Periodic evaluation and quality as-
surance review. 

(a) Standard: Periodic evaluation—(1) 
The CAH carries out or arranges for a 
periodic evaluation of its total pro-
gram. The evaluation is done at least 
once a year and includes review of— 

(i) The utilization of CAH services, 
including at least the number of pa-
tients served and the volume of serv-
ices; 

(ii) A representative sample of both 
active and closed clinical records; and 

(iii) The CAH’s health care policies. 
(2) The purpose of the evaluation is 

to determine whether the utilization of 
services was appropriate, the estab-
lished policies were followed, and any 
changes are needed. 

(b) Standard: Quality assurance. The 
CAH has an effective quality assurance 
program to evaluate the quality and 
appropriateness of the diagnosis and 
treatment furnished in the CAH and of 
the treatment outcomes. The program 
requires that— 

(1) All patient care services and other 
services affecting patient health and 
safety, are evaluated; 

(2) Nosocomial infections and medi-
cation therapy are evaluated; 

(3) The quality and appropriateness 
of the diagnosis and treatment fur-
nished by nurse practitioners, clinical 
nurse specialists, and physician assist-
ants at the CAH are evaluated by a 
member of the CAH staff who is a doc-
tor of medicine or osteopathy or by an-
other doctor of medicine or osteopathy 
under contract with the CAH; 

(4) The quality and appropriateness 
of the diagnosis and treatment fur-
nished by doctors of medicine or oste-
opathy at the CAH are evaluated by— 

(i) One hospital that is a member of 
the network, when applicable; 

(ii) One QIO or equivalent entity; 

(iii) One other appropriate and quali-
fied entity identified in the State rural 
health care plan; 

(iv) In the case of distant-site physi-
cians and practitioners providing tele-
medicine services to the CAH’s pa-
tients under a written agreement be-
tween the CAH and a distant-site hos-
pital, the distant-site hospital; or 

(v) In the case of distant-site physi-
cians and practitioners providing tele-
medicine services to the CAH’s pa-
tients under a written agreement be-
tween the CAH and a distant-site tele-
medicine entity, one of the entities 
listed in paragraphs (b)(4)(i) through 
(iii) of this section; and 

(5)(i) The CAH staff considers the 
findings of the evaluations, including 
any findings or recommendations of 
the QIO, and takes corrective action if 
necessary. 

(ii) The CAH also takes appropriate 
remedial action to address deficiencies 
found through the quality assurance 
program. 

(iii) The CAH documents the outcome 
of all remedial action. 

[58 FR 30671, May 26, 1993, as amended at 62 
FR 46037, Aug. 29, 1997; 63 FR 26359, May 12, 
1998; 76 FR 25564, May 5, 2011] 

§ 485.643 Condition of participation: 
Organ, tissue, and eye procurement. 

The CAH must have and implement 
written protocols that: 

(a) Incorporate an agreement with an 
OPO designated under part 486 of this 
chapter, under which it must notify, in 
a timely manner, the OPO or a third 
party designated by the OPO of individ-
uals whose death is imminent or who 
have died in the CAH. The OPO deter-
mines medical suitability for organ do-
nation and, in the absence of alter-
native arrangements by the CAH, the 
OPO determines medical suitability for 
tissue and eye donation, using the defi-
nition of potential tissue and eye donor 
and the notification protocol developed 
in consultation with the tissue and eye 
banks identified by the CAH for this 
purpose; 

(b) Incorporate an agreement with at 
least one tissue bank and at least one 
eye bank to cooperate in the retrieval, 
processing, preservation, storage and 
distribution of tissues and eyes, as may 
be appropriate to assure that all usable 
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