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(b) Protection of record information. (1) 
The clinic or center maintains the con-
fidentiality of record information and 
provides safeguards against loss, de-
struction or unauthorized use. 

(2) Written policies and procedures 
govern the use and removal of records 
from the clinic or center and the condi-
tions for release of information. 

(3) The patient’s written consent is 
required for release of information not 
authorized to be released without such 
consent. 

(c) Retention of records. The records 
are retained for at least 6 years from 
date of last entry, and longer if re-
quired by State statute. 

(Secs. 1102, 1833 and 1902(a)(13), Social Secu-
rity Act; 49 Stat. 647, 91 Stat. 1485 (42 U.S.C. 
1302, 13951 and 1396a(a)(13))) 

[43 FR 30529, July 14, 1978. Redesignated at 50 
FR 33034, Aug. 16, 1985, as amended at 57 FR 
24984, June 12, 1992] 

§ 491.11 Quality assessment and per-
formance improvement. 

The RHC must develop, implement, 
evaluate, and maintain an effective, 
ongoing, data-driven quality assess-
ment and performance improvement 
(QAPI) program. The self-assessment 
and performance improvement pro-
gram must be appropriate for the com-
plexity of the RHC’s organization and 
services and focus on maximizing out-
comes by improving patient safety, 
quality of care, and patient satisfac-
tion. 

(a) Standard: Components of a QAPI 
program. The RHC’s QAPI program 
must include, but not be limited to, the 
use of objective measures to evaluate 
the following: 

(1) Organizational processes, func-
tions, and services. 

(2) Utilization of clinic services, in-
cluding at least the number of patients 
served and the volume of services. 

(b) Standard: Program activities. (1) 
For each of the areas listed in para-
graph (a)(1) of this section, the RHC 
must do the following: 

(i) Adopt or develop performance 
measures that reflect processes of care 
and RHC operation and is shown to be 
predictive of desired patient outcomes 
or be the outcomes themselves. 

(ii) Use the measures to analyze and 
track its performance. 

(2) The RHC must set priorities for 
performance improvement, considering 
either high-volume, high-risk services, 
the care of acute and chronic condi-
tions, patient safety, coordination of 
care, convenience and timeliness of 
available services, or grievances and 
complaints. 

(3) The RHC must conduct distinct 
improvement projects; the number and 
frequency of distinct improvement 
projects conducted by the RHC must 
reflect the scope and complexity of the 
clinic’s services and available re-
sources. 

(4) The RHC must maintain records 
on its QAPI program and quality im-
provement projects. 

(5) An RHC may undertake a program 
to develop and implement an informa-
tion technology system explicitly de-
signed to improve patient safety and 
quality of care. This activity will be 
considered to fulfill the requirement 
for a project under this section. 

(c) Standard: Program responsibilities. 
The RHC’s professional staff, adminis-
trative officials, and governing body (if 
applicable) are responsible for the fol-
lowing: 

(1) Ensuring that quality assessment 
and performance improvement efforts 
effectively address identified priorities. 

(2) Identifying or approving those pri-
orities and for the development, imple-
mentation, and evaluation of improve-
ment actions. 

[68 FR 74817, Dec. 24, 2003] 
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