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it is reasonable to assume that a pa-
tient’s death is a result of restraint or 
seclusion. 

[64 FR 36088, July 2, 1999]

Subpart C—Basic Hospital 
Functions

§ 482.21 Condition of participation: 
Quality assessment and perform-
ance improvement program. 

The hospital must develop, imple-
ment, and maintain an effective, ongo-
ing, hospital-wide, data-driven quality 
assessment and performance improve-
ment program. The hospital’s gov-
erning body must ensure that the pro-
gram reflects the complexity of the 
hospital’s organization and services; 
involves all hospital departments and 
services (including those services fur-
nished under contract or arrangement); 
and focuses on indicators related to im-
proved health outcomes and the pre-
vention and reduction of medical er-
rors. The hospital must maintain and 
demonstrate evidence of its QAPI pro-
gram for review by CMS. 

(a) Standard: Program scope. (1) The 
program must include, but not be lim-
ited to, an ongoing program that shows 
measurable improvement in indicators 
for which there is evidence that it will 
improve health outcomes and identify 
and reduce medical errors. 

(2) The hospital must measure, ana-
lyze, and track quality indicators, in-
cluding adverse patient events, and 
other aspects of performance that as-
sess processes of care, hospital service 
and operations. 

(b) Standard: Program data. (1) The 
program must incorporate quality indi-
cator data including patient care data, 
and other relevant data, for example, 
information submitted to, or received 
from, the hospital’s Quality Improve-
ment Organization. 

(2) The hospital must use the data 
collected to— 

(i) Monitor the effectiveness and 
safety of services and quality of care; 
and 

(ii) Identify opportunities for im-
provement and changes that will lead 
to improvement. 

(3) The frequency and detail of data 
collection must be specified by the hos-
pital’s governing body. 

(c) Standard: Program activities. (1) 
The hospital must set priorities for its 
performance improvement activities 
that— 

(i) Focus on high-risk, high-volume, 
or problem-prone areas; 

(ii) Consider the incidence, preva-
lence, and severity of problems in those 
areas; and 

(iii) Affect health outcomes, patient 
safety, and quality of care. 

(2) Performance improvement activi-
ties must track medical errors and ad-
verse patient events, analyze their 
causes, and implement preventive ac-
tions and mechanisms that include 
feedback and learning throughout the 
hospital. 

(3) The hospital must take actions 
aimed at performance improvement 
and, after implementing those actions, 
the hospital must measure its success, 
and track performance to ensure that 
improvements are sustained. 

(d) Standard: Performance improvement 
projects. As part of its quality assess-
ment and performance improvement 
program, the hospital must conduct 
performance improvement projects. 

(1) The number and scope of distinct 
improvement projects conducted annu-
ally must be proportional to the scope 
and complexity of the hospital’s serv-
ices and operations. 

(2) A hospital may, as one of its 
projects, develop and implement an in-
formation technology system explic-
itly designed to improve patient safety 
and quality of care. This project, in its 
initial stage of development, does not 
need to demonstrate measurable im-
provement in indicators related to 
health outcomes. 

(3) The hospital must document what 
quality improvement projects are 
being conducted, the reasons for con-
ducting these projects, and the measur-
able progress achieved on these 
projects. 

(4) A hospital is not required to par-
ticipate in a QIO cooperative project, 
but its own projects are required to be 
of comparable effort. 

(e) Standard: Executive responsibilities. 
The hospital’s governing body (or orga-
nized group or individual who assumes 
full legal authority and responsibility 
for operations of the hospital), medical 
staff, and administrative officials are 
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responsible and accountable for ensur-
ing the following: 

(1) That an ongoing program for qual-
ity improvement and patient safety, 
including the reduction of medical er-
rors, is defined, implemented, and 
maintained. 

(2) That the hospital-wide quality as-
sessment and performance improve-
ment efforts address priorities for im-
proved quality of care and patient safe-
ty; and that all improvement actions 
are evaluated. 

(3) That clear expectations for safety 
are established. 

(4) That adequate resources are allo-
cated for measuring, assessing, improv-
ing, and sustaining the hospital’s per-
formance and reducing risk to patients. 

(5) That the determination of the 
number of distinct improvement 
projects is conducted annually. 

[68 FR 3454, Jan. 24, 2003]

§ 482.22 Condition of participation: 
Medical staff. 

The hospital must have an organized 
medical staff that operates under by-
laws approved by the governing body 
and is responsible for the quality of 
medical care provided to patients by 
the hospital. 

(a) Standard: Composition of the med-
ical staff. The medical staff must be 
composed of doctors of medicine or os-
teopathy and, in accordance with State 
law, may also be composed of other 
practitioners appointed by the gov-
erning body. 

(1) The medical staff must periodi-
cally conduct appraisals of its mem-
bers. 

(2) The medical staff must examine 
credentials of candidates for medical 
staff membership and make rec-
ommendations to the governing body 
on the appointment of the candidates. 

(b) Standard: Medical staff organiza-
tion and accountability. The medical 
staff must be well organized and ac-
countable to the governing body for 
the quality of the medical care pro-
vided to patients. 

(1) The medical staff must be orga-
nized in a manner approved by the gov-
erning body. 

(2) If the medical staff has an execu-
tive committee, a majority of the 

members of the committee must be 
doctors of medicine or osteopathy. 

(3) The responsibility for organiza-
tion and conduct of the medical staff 
must be assigned only to an individual 
doctor of medicine or osteopathy or, 
when permitted by State law of the 
State in which the hospital is located, 
a doctor of dental surgery or dental 
medicine. 

(c) Standard: Medical staff bylaws. The 
medical staff must adopt and enforce 
bylaws to carry out its responsibilities. 
The bylaws must: 

(1) Be approved by the governing 
body. 

(2) Include a statement of the duties 
and privileges of each category of med-
ical staff (e.g., active, courtesy, etc.) 

(3) Describe the organization of the 
medical staff. 

(4) Describe the qualifications to be 
met by a candidate in order for the 
medical staff to recommend that the 
candidate be appointed by the gov-
erning body. 

(5) Include a requirement that a 
physical examination and medical his-
tory be done no more than 7 days be-
fore or 48 hours after an admission for 
each patient by a doctor of medicine or 
osteopathy, or, for patients admitted 
only for oromaxillofacial surgery, by 
an oromaxillofacial surgeon who has 
been granted such privileges by the 
medical staff in accordance with State 
law. 

(6) Include criteria for determining 
the privileges to be granted to indi-
vidual practitioners and a procedure 
for applying the criteria to individuals 
requesting privileges. 

(d) Standard: Autopsies. The medical 
staff should attempt to secure autop-
sies in all cases of unusual deaths and 
of medical-legal and educational inter-
est. The mechanism for documenting 
permission to perform an autopsy must 
be defined. There must be a system for 
notifying the medical staff, and specifi-
cally the attending practitioner, when 
an autopsy is being performed. 

[51 FR 22042, June 17, 1986, as amended at 59 
FR 64152, Dec. 13, 1994]

§ 482.23 Condition of participation: 
Nursing services. 

The hospital must have an organized 
nursing service that provides 24-hour 
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