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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
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
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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
Nursing services.

The hospital must have an organized
nursing service that provides 24-hour
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nursing services. The nursing services
must be furnished or supervised by a
registered nurse.

(a) Standard: Organization. The hos-
pital must have a well-organized serv-
ice with a plan of administrative au-
thority and delineation of responsibil-
ities for patient care. The director of
the nursing service must be a licensed
registered nurse. He or she is respon-
sible for the operation of the service,
including determining the types and
numbers of nursing personnel and staff
necessary to provide nursing care for
all areas of the hospital.

(b) Standard: Staffing and delivery of
care. The nursing service must have
adequate numbers of licensed reg-
istered nurses, licensed practical (voca-
tional) nurses, and other personnel to
provide nursing care to all patients as
needed. There must be supervisory and
staff personnel for each department or
nursing unit to ensure, when needed,
the immediate availability of a reg-
istered nurse for bedside care of any
patient.

(1) The hospital must provide 24-hour
nursing services furnished or super-
vised by a registered nurse, and have a
licensed practical nurse or registered
nurse on duty at all times, except for
rural hospitals that have in effect a 24-
hour nursing waiver granted under
§405.1910(c) of this chapter.

(2) The nursing service must have a
procedure to ensure that hospital nurs-
ing personnel for whom licensure is re-
quired have valid and current licen-
sure.

(3) A registered nurse must supervise
and evaluate the nursing care for each
patient.

(4) The hospital must ensure that the
nursing staff develops, and keeps cur-
rent, a nursing care plan for each pa-
tient.

(5) A registered nurse must assign
the nursing care of each patient to
other nursing personnel in accordance
with the patient’s needs and the spe-
cialized qualifications and competence
of the nursing staff available.

(6) Non-employee licensed nurses who
are working in the hospital must ad-
here to the policies and procedures of
the hospital. The director of nursing
service must provide for the adequate
supervision and evaluation of the clin-
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ical activities of non-employee nursing
personnel which occur within the re-
sponsibility of the nursing service.

(c) Standard: Preparation and adminis-
tration of drugs. Drugs and biologicals
must be prepared and administered in
accordance with Federal and State
laws, the orders of the practitioner or
practitioners responsible for the pa-
tient’s care as specified under
§482.12(c), and accepted standards of
practice.

(1) All drugs and biologicals must be
administered by, or under supervision
of, nursing or other personnel in ac-
cordance with Federal and State laws
and regulations, including applicable
licensing requirements, and in accord-
ance with the approved medical staff
policies and procedures.

(2 Al orders for drugs and
biologicals must be in writing and
signed by the practitioner or practi-
tioners responsible for the care of the
patient as specified under §482.12(c)
with the exception of influenza and
pneumococcal polysaccharide vaccines,
which may be administered per physi-
cian-approved hospital policy after an
assessment for contraindications.
When telephone or oral orders must be
used, they must be—

(i) Accepted only by personnel that
are authorized to do so by the medical
staff policies and procedures, con-
sistent with Federal and State law;

(ii) Signed or initialed by the pre-
scribing practitioner as soon as pos-
sible; and

(iii) Used infrequently.

(3) Blood transfusions and intra-
venous medications must be adminis-
tered in accordance with State law and
approved medical staff policies and
procedures. If blood transfusions and
intravenous medications are adminis-
tered by personnel other than doctors
of medicine or osteopathy, the per-
sonnel must have special training for
this duty.

(4) There must be a hospital proce-
dure for reporting transfusion reac-
tions, adverse drug reactions, and er-
rors in administration of drugs.

[51 FR 22042, June 17, 1986, as amended at 67
FR 61814, Oct. 2, 2002]
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