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Subpart A—General Provisions

§482.1 Basis and scope.

(a) Statutory basis. (1) Section 1861(e)
of the Act provides that—

(i) Hospitals participating in Medi-
care must meet certain specified re-
quirements; and

(ii) The Secretary may impose addi-
tional requirements if they are found
necessary in the interest of the health
and safety of the individuals who are
furnished services in hospitals.

(2) Section 1861(f) of the Act provides
that an institution participating in
Medicare as a psychiatric hospital
must meet certain specified require-
ments imposed on hospitals under sec-
tion 1861(e), must be primarily engaged
in providing, by or under the super-
vision of a physician, psychiatric serv-
ices for the diagnosis and treatment of
mentally ill persons, must maintain
clinical records and other records that
the Secretary finds necessary, and
must meet staffing requirements that
the Secretary finds necessary to carry
out an active program of treatment for
individuals who are furnished services
in the hospital. A distinct part of an
institution can participate as a psy-
chiatric hospital if the institution
meets the specified 1861(e) require-
ments and is primarily engaged in pro-
viding psychiatric services, and if the
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§482.2

distinct part meets the records and
staffing requirements that the Sec-
retary finds necessary.

(3) Sections 1861(k) and 1902(a)(30) of
the Act provide that hospitals partici-
pating in Medicare and Medicaid must
have a utilization review plan that
meets specified requirements.

(4) Section 1883 of the Act sets forth
the requirements for hospitals that
provide long term care under an agree-
ment with the Secretary.

(5) Section 1905(a) of the Act provides
that ‘“‘medical assistance’” (Medicaid)
payments may be applied to various
hospital services. Regulations inter-
preting those provisions specify that
hospitals receiving payment under
Medicaid must meet the requirements
for participation in Medicare (except in
the case of medical supervision of
nurse-midwife services. See §8440.10 and
440.165 of this chapter.).

(b) Scope. Except as provided in sub-
part A of part 488 of this chapter, the
provisions of this part serve as the
basis of survey activities for the pur-
pose of determining whether a hospital
qualifies for a provider agreement
under Medicare and Medicaid.

[51 FR 22042, June 17, 1986, as amended at 60
FR 50442, Sept. 29, 1995]

§482.2 Provision of emergency serv-
ices by nonparticipating hospitals.

(a) The services of an institution that
does not have an agreement to partici-
pate in the Medicare program may,
nevertheless, be reimbursed under the
program if—

(1) The services are emergency serv-
ices; and

(2) The institution meets the require-
ments of section 1861(e) (1) through (5)
and (7) of the Act. Rules applicable to
emergency services furnished by non-
participating hospitals are set forth in
subpart G of part 424 of this chapter.

(b) Secton 440.170(e) of this chapter
defines emergency hospital services for
purposes of Medicaid reimbursement.

[51 FR 22042, June 17, 1986, as amended at 53
FR 6648, Mar. 2, 1988]
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Subpart B—Administration

§482.11 Condition of participation:
Compliance with Federal, State and
local laws.

(a) The hospital must be in compli-
ance with applicable Federal laws re-
lated to the health and safety of pa-
tients.

(b) The hospital must be—

(1) Licensed; or

(2) Approved as meeting standards for
licensing established by the agency of
the State or locality responsible for li-
censing hospitals.

(c) The hospital must assure that
personnel are licensed or meet other
applicable standards that are required
by State or local laws.

§482.12 Condition
Governing body.

The hospital must have an effective
governing body legally responsible for
the conduct of the hospital as an insti-
tution. If a hospital does not have an
organized governing body, the persons
legally responsible for the conduct of
the hospital must carry out the func-
tions specified in this part that pertain
to the governing body.

(a) Standard: Medical staff. The gov-
erning body must:

(1) Determine, in accordance with
State law, which categories of practi-
tioners are eligible candidates for ap-
pointment to the medical staff;

(2) Appoint members of the medical
staff after considering the rec-
ommendations of the existing members
of the medical staff;

(3) Assure that the medical staff has
bylaws;

(4) Approve medical staff bylaws and
other medical staff rules and regula-
tions;

(5) Ensure that the medical staff is
accountable to the governing body for
the quality of care provided to pa-
tients;

(6) Ensure the criteria for selection
are individual character, competence,

of participation:

training, experience, and judgment;
and
(7) Ensure that wunder no cir-

cumstances is the accordance of staff
membership or professional privileges
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in the hospital dependent solely upon
certification, fellowship, or member-
ship in a specialty body or society.

(b) Standard: Chief executive officer.
The governing body must appoint a
chief executive officer who is respon-
sible for managing the hospital.

(c) Standard: Care of patients. In ac-
cordance with hospital policy, the gov-
erning body must ensure that the fol-
lowing requirements are met:

(1) Every Medicare patient is under
the care of:

(i) A doctor of medicine or osteop-
athy (This provision is not to be con-
strued to limit the authority of a doc-
tor of medicine or osteopathy to dele-
gate tasks to other qualified health
care personnel to the extent recognized
under State law or a State’s regulatory
mechanism.);

(ii) A doctor of dental surgery or den-
tal medicine who is legally authorized
to practice dentistry by the State and
who is acting within the scope of his or
her license;

(iii) A doctor of podiatric medicine,
but only with respect to functions
which he or she is legally authorized by
the State to perform;

(iv) A doctor of optometry who is le-
gally authorized to practice optometry
by the State in which he or she prac-
tices;

(v) A chiropractor who is licensed by
the State or legally authorized to per-
form the services of a chiropractor, but
only with respect to treatment by
means of manual manipulation of the
spine to correct a subluxation dem-
onstrated by x-ray to exist; and

(vi) A clinical psychologist as defined
in §410.71 of this chapter, but only with
respect to clinical psychologist serv-
ices as defined in §410.71 of this chapter
and only to the extent permitted by
State law.

(2) Patients are admitted to the hos-
pital only on the recommendation of a
licensed practitioner permitted by the
State to admit patients to a hospital.
If a Medicare patient is admitted by a
practitioner not specified in paragraph
(c)(1) of this section, that patient is
under the care of a doctor of medicine
or osteopathy.

(3) A doctor of medicine or osteop-
athy is on duty or on call at all times.

§482.12

(4) A doctor of medicine or osteop-
athy is responsible for the care of each
Medicare patient with respect to any
medical or psychiatric problem that—

(i) is present on admission or devel-
ops during hospitalization; and

(ii) Is not specifically within the
scope of practice of a doctor of dental

surgery, dental medicine, podiatric
medicine, or optometry; a chiro-
practor; or clinical psychologist, as

that scope is—

(A) Defined by the medical staff;

(B) Permitted by State law; and

(C) Limited, under paragraph (c)(1)(v)
of this section, with respect to chiro-
practors.

(d) Standard: Institutional plan and
budget. The institution must have an
overall institutional plan that meets
the following conditions:

(1) The plan must include an annual
operating budget that is prepared ac-
cording to generally accepted account-
ing principles.

(2) The budget must include all an-
ticipated income and expenses. This
provision does not require that the
budget identify item by item the com-
ponents of each anticipated income or
expense.

(3) The plan must provide for capital
expenditures for at least a 3-year pe-
riod, including the year in which the
operating budget specified in para-
graph (d)(2) of this section is applica-
ble.

(4) The plan must include and iden-
tify in detail the objective of, and the
anticipated sources of financing for,
each anticipated capital expenditure in
excess of $600,000 (or a lesser amount
that is established, in accordance with
section 1122(g)(1) of the Act, by the
State in which the hospital is located)
that relates to any of the following:

(i) Acquisition of land;

(ii) Improvement of land, buildings,
and equipment; or

(iii) The replacement, modernization,
and expansion of buildings and equip-
ment.

(5) The plan must be submitted for
review to the planning agency des-
ignated in accordance with section
1122(b) of the Act, or if an agency is not
designated, to the appropriate health
planning agency in the State. (See part
100 of this title.) A capital expenditure
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§482.13

is not subject to section 1122 review if
75 percent of the health care facility’s
patients who are expected to use the
service for which the capital expendi-
ture is made are individuals enrolled in
a health maintenance organization
(HMO) or competitive medical plan
(CMP) that meets the requirements of
section 1876(b) of the Act, and if the
Department determines that the cap-
ital expenditure is for services and fa-
cilities that are needed by the HMO or
CMP in order to operate efficiently and
economically and that are not other-
wise readily accessible to the HMO or
CMP because—

(i) The facilities do not provide com-
mon services at the same site;

(ii) The facilities are not available
under a contract of reasonable dura-
tion;

(iii) Full and equal medical staff
privileges in the facilities are not
available;

(iv) Arrangements with these facili-
ties are not administratively feasible;
or

(v) The purchase of these services is
more costly than if the HMO or CMP
provided the services directly.

(6) The plan must be reviewed and up-
dated annually.

(7) The plan must be prepared—

(i) Under the direction of the gov-
erning body; and

(ii) By a committee consisting of rep-
resentatives of the governing body, the
administrative staff, and the medical
staff of the institution.

(e) Standard: Contracted services. The
governing body must be responsible for
services furnished in the hospital
whether or not they are furnished
under contracts. The governing body
must ensure that a contractor of serv-
ices (including one for shared services
and joint ventures) furnishes services
that permit the hospital to comply
with all applicable conditions of par-
ticipation and standards for the con-
tracted services.

(1) The governing body must ensure
that the services performed under a
contract are provided in a safe and ef-
fective manner.

(2) The hospital must maintain a list
of all contracted services, including
the scope and nature of the services
provided.

42 CFR Ch. IV (10-1-00 Edition)

(f) Standard: Emergency services. (1) If
emergency services are provided at the
hospital, the hospital must comply
with the requirements of §482.55.

(2) If emergency services are not pro-
vided at the hospital, the governing
body must assure that the medical
staff has written policies and proce-
dures for appraisal of emergencies, ini-
tial treatment, and referral when ap-
propriate.

[51 FR 22042, June 17, 1986; 51 FR 27847, Aug.
4, 1986, as amended at 53 FR 6549, Mar. 1, 1988;
53 FR 18987, May 26, 1988; 56 FR 8852, Mar. 1,
1991; 56 FR 23022, May 20, 1991; 59 FR 46514,
Sept. 8, 1994; 63 FR 20130, Apr. 23, 1998; 63 FR
33874, June 22, 1998]

§482.13 Condition of participation: Pa-
tients’ rights.

A hospital must protect and promote
each patient’s rights.

(a) Standard: Notice of rights. (1) A
hospital must inform each patient, or
when appropriate, the patient’s rep-
resentative (as allowed under State
law), of the patient’s rights, in advance
of furnishing or discontinuing patient
care whenever possible.

(2) The hospital must establish a
process for prompt resolution of pa-
tient grievances and must inform each
patient whom to contact to file a griev-
ance. The hospital’s governing body
must approve and be responsible for
the effective operation of the grievance
process and must review and resolve
grievances, unless it delegates the re-
sponsibility in writing to a grievance
committee. The grievance process
must include a mechanism for timely
referral of patient concerns regarding
quality of care or premature discharge
to the appropriate Utilization and
Quality Control Peer Review Organiza-
tion. At a minimum:

(i) The hospital must establish a
clearly explained procedure for the
submission of a patient’s written or
verbal grievance to the hospital.

(ii) The grievance process must speci-
fy time frames for review of the griev-
ance and the provision of a response.

(iii) In its resolution of the griev-
ance, the hospital must provide the pa-
tient with written notice of its decision
that contains the name of the hospital
contact person, the steps taken on be-
half of the patient to investigate the
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grievance, the results of the grievance
process, and the date of completion.

(b) Standard: Exercise of rights. (1) The
patient has the right to participate in
the development and implementation
of his or her plan of care.

(2) The patient or his or her rep-
resentative (as allowed under State
law) has the right to make informed
decisions regarding his or her care. The
patient’s rights include being informed
of his or her health status, being in-
volved in care planning and treatment,
and being able to request or refuse
treatment. This right must not be con-
strued as a mechanism to demand the
provision of treatment or services
deemed medically unnecessary or inap-
propriate.

(3) The patient has the right to for-
mulate advance directives and to have
hospital staff and practitioners who
provide care in the hospital comply
with these directives, in accordance
with §489.100 of this part (Definition),
§489.102 of this part (Requirements for
providers), and §489.104 of this part (Ef-
fective dates).

(4) The patient has the right to have
a family member or representative of
his or her choice and his or her own
physician notified promptly of his or
her admission to the hospital.

(c) Standard: Privacy and safety. (1)
The patient has the right to personal
privacy.

(2) The patient has the right to re-
ceive care in a safe setting.

(3) The patient has the right to be
free from all forms of abuse or harass-
ment.

(d) Standard: Confidentiality of patient
records. (1) The patient has the right to
the confidentiality of his or her clin-
ical records.

(2) The patient has the right to ac-
cess information contained in his or
her clinical records within a reasonable
time frame. The hospital must not
frustrate the legitimate efforts of indi-
viduals to gain access to their own
medical records and must actively seek
to meet these requests as quickly as its
recordkeeping system permits.

(e) Standard: Restraint for acute med-
ical and surgical care. (1) The patient
has the right to be free from restraints
of any form that are not medically nec-
essary or are used as a means of coer-

§482.13

cion, discipline, convenience, or retal-
iation by staff. The term ‘‘restraint”
includes either a physical restraint or
a drug that is being used as a restraint.
A physical restraint is any manual
method or physical or mechanical de-
vice, material, or equipment attached
or adjacent to the patient’s body that
he or she cannot easily remove that re-
stricts freedom of movement or normal
access to one’s body. A drug used as a
restraint is a medication used to con-
trol behavior or to restrict the pa-
tient’s freedom of movement and is not
a standard treatment for the patient’s
medical or psychiatric condition.

(2) A restraint can only be used if
needed to improve the patient’s well-
being and less restrictive interventions
have been determined to be ineffective.

(3) The use of a restraint must be—

(i) Selected only when other less re-
strictive measures have been found to
be ineffective to protect the patient or
others from harm;

(i) In accordance with the order of a
physician or other licensed inde-
pendent practitioner permitted by the
State and hospital to order a restraint.
This order must—

(A) Never be written as a standing or
on an as needed basis (that is, PRN);
and

(B) Be followed by consultation with
the patient’s treating physician, as
soon as possible, if the restraint is not
ordered by the patient’s treating physi-
cian;

(iii) In accordance with a written
modification to the patient’s plan of
care;

(iv) Implemented in the least restric-
tive manner possible;

(v) In accordance with safe and ap-
propriate restraining techniques; and

(vi) Ended at the earliest possible
time.

(4) The condition of the restrained
patient must be continually assessed,
monitored, and reevaluated.

(5) All staff who have direct patient
contact must have ongoing education
and training in the proper and safe use
of restraints.

(f) Standard: Seclusion and restraint for
behavior management. (1) The patient
has the right to be free from seclusion
and restraints, of any form, imposed as
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a means of coercion, discipline, conven-
ience, or retaliation by staff. The term
“restraint” includes either a physical
restraint or a drug that is being used as
a restraint. A physical restraint is any
manual method or physical or mechan-
ical device, material, or equipment at-
tached or adjacent to the patient’s
body that he or she cannot easily re-
move that restricts freedom of move-
ment or normal access to one’s body. A
drug used as a restraint is a medication
used to control behavior or to restrict
the patient’s freedom of movement and
is not a standard treatment for the pa-
tient’s medical or psychiatric condi-
tion. Seclusion is the involuntary con-
finement of a person in a room or an
area where the person is physically
prevented from leaving.

(2) Seclusion or a restraint can only
be used in emergency situations if
needed to ensure the patient’s physical
safety and less restrictive interven-
tions have been determined to be inef-
fective.

(3) The use of a restraint or seclusion
must be—

(i) Selected only when less restrictive
measures have been found to be ineffec-
tive to protect the patient or others
from harm;

(ii) In accordance with the order of a
physician or other licensed inde-
pendent practitioner permitted by the
State and hospital to order seclusion or
restraint. The following requirements
will be superseded by existing State
laws that are more restrictive:

(A) Orders for the use of seclusion or
a restraint must never be written as a
standing order or on an as needed basis
(that is, PRN).

(B) The treating physician must be
consulted as soon as possible, if the re-
straint or seclusion is not ordered by
the patient’s treating physician.

(C) A physician or other licensed
independent practitioner must see and
evaluate the need for restraint or se-
clusion within 1 hour after the initi-
ation of this intervention.

(D) Each written order for a physical
restraint or seclusion is limited to 4
hours for adults; 2 hours for children
and adolescents ages 9 to 17; or 1 hour
for patients under 9. The original order
may only be renewed in accordance
with these limits for up to a total of 24

42 CFR Ch. IV (10-1-00 Edition)

hours. After the original order expires,
a physician or licensed independent
practitioner (if allowed under State
law) must see and assess the patient
before issuing a new order.

(iii) In accordance with a written
modification to the patient’s plan of
care;

(iv) Implemented in the least restric-
tive manner possible;

(v) In accordance with safe appro-
priate restraining techniques; and

(vi) Ended at the earliest possible
time.

(4) A restraint and seclusion may not
be used simultaneously unless the pa-
tient is—

(i) Continually monitored face-to-
face by an assigned staff member; or

(ii) Continually monitored by staff
using both video and audio equipment.
This monitoring must be in close prox-
imity the patient.

(5) The condition of the patient who
is in a restraint or in seclusion must
continually be assessed, monitored,
and reevaluated.

(6) All staff who have direct patient
contact must have ongoing education
and training in the proper and safe use
of seclusion and restraint application
and techniques and alternative meth-
ods for handling behavior, symptoms,
and situations that traditionally have
been treated through the use of re-
straints or seclusion.

(7) The hospital must report to HCFA
any death that occurs while a patient
is restrained or in seclusion, or where
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 assurance.

The governing body must ensure that
there is an effective, hospital-wide
quality assurance program to evaluate
the provision of patient care.

(a) Standard: Clinical plan. The orga-
nized, hospital-wide quality assurance
program must be ongoing and have a
written plan of implementation.
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(1) All organized services related to
patient care, including services fur-
nished by a contractor, must be evalu-
ated.

(2) Nosocomial infections and medi-
cation therapy must be evaluated.

(3) All medical and surgical services
performed in the hospital must be eval-
uated as they relate to appropriateness
of diagnosis and treatment.

(b) Standard: Medically-related patient
care services. The hospital must have an
ongoing plan, consistent with available
community and hospital resources, to
provide or make available social work,
psychological, and educational services
to meet the medically-related needs of
its patients.

(c) Standard: Implementation. The hos-
pital must take and document appro-
priate remedial action to address defi-
ciencies found through the quality as-
surance program. The hospital must
document the outcome of the remedial
action.

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

§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.

of participation:

§482.22

(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]
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§482.23 Condition of participation:
Nursing services.

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

§482.24 Condition of participation:
Medical record services.
The hospital must have a medical
record service that has administrative
responsibility for medical records. A
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medical record must be maintained for
every individual evaluated or treated
in the hospital.

(a) Standard: Organization and staff-
ing. The organization of the medical
record service must be appropriate to
the scope and complexity of the serv-
ices performed. The hospital must em-
ploy adequate personnel to ensure
prompt completion, filing, and re-
trieval of records.

(b) Standard: Form and retention of
record. The hospital must maintain a
medical record for each inpatient and
outpatient. Medical records must be
accurately written, promptly com-
pleted, properly filed and retained, and
accessible. The hospital must use a sys-
tem of author identification and record
maintenance that ensures the integrity
of the authentification and protects
the security of all record entries.

(1) Medical records must be retained
in their original or legally reproduced
form for a period of at least 5 years.

(2) The hospital must have a system
of coding and indexing medical records.
The system must allow for timely re-
trieval by diagnosis and procedure, in
order to support medical care evalua-
tion studies.

(3) The hospital must have a proce-
dure for ensuring the confidentiality of
patient records. In-formation from or
copies of records may be released only
to authorized individuals, and the hos-
pital must ensure that unauthorized
individuals cannot gain access to or
alter patient records. Original medical
records must be released by the hos-
pital only in accordance with Federal
or State laws, court orders, or sub-
poenas.

(c) Standard: Content of record. The
medical record must contain informa-
tion to justify admission and continued
hospitalization, support the diagnosis,
and describe the patient’s progress and
response to medications and services.

(1) All entries must be legible and
complete, and must be authenticated
and dated promptly by the person
(identified by name and discipline) who
is responsible for ordering, providing,
or evaluating the service furnished.

(i) The author of each entry must be
identifed and must authenticate his or
her entry.
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(ii) Authentication may include sig-
natures, written initials or computer
entry.

(2) All records must document the
following, as appropriate:

(i) Evidence of a physical examina-
tion, including a health history, per-
formed no more than 7 days prior to
admission or within 48 hours after ad-
mission.

(ii) Admitting diagnosis.

(iii) Results of all consultative eval-
uations of the patient and appropriate
findings by clinical and other staff in-
volved in the care of the patient.

(iv) Documentation of complications,
hospital acquired infections, and unfa-
vorable reactions to drugs and anes-
thesia.

(v) Properly executed informed con-
sent forms for procedures and treat-
ments specified by the medical staff, or
by Federal or State law if applicable,
to require written patient consent.

(vi) All practitioners’ orders, nursing
notes, reports of treatment, medication
records, radiology, and laboratory re-
ports, and vital signs and other infor-
mation necessary to monitor the pa-
tient’s condition.

(vii) Discharge summary with out-
come of hospitalization, disposition of
case, and provisions for follow-up care.

(viii) Final diagnosis with comple-
tion of medical records within 30 days
following discharge.

§482.25 Condition of participation:
Pharmaceutical services.

The hospital must have pharma-
ceutical services that meet the needs
of the patients. The institution must
have a pharmacy directed by a reg-
istered pharmacist or a drug storage
area under competent supervision. The
medical staff is responsible for devel-
oping policies and procedures that min-
imize drug errors. This function may
be delegated to the hospital’s organized
pharmaceutical service.

(a) Standard: Pharmacy management
and administration. The pharmacy or
drug storage area must be adminis-
tered in accordance with accepted pro-
fessional principles.

(1) A full-time, part-time, or con-
sulting pharmacist must be responsible
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for developing, supervising, and coordi-
nating all the activities of the phar-
macy services.

(2) The pharmaceutical service must
have an adequate number of personnel
to ensure quality pharmaceutical serv-
ices, including emergency services.

(3) Current and accurate records
must be kept of the receipt and disposi-
tion of all scheduled drugs.

(b) Standard: Delivery of services. In
order to provide patient safety, drugs
and biologicals must be controlled and
distributed in accordance with applica-
ble standards of practice, consistent
with Federal and State law.

(1) All compounding, packaging, and
dispensing of drugs and biologicals
must be under the supervision of a
pharmacist and performed consistent
with State and Federal laws.

(2) Drugs and biologicals must be
kept in a locked storage area.

(3) Outdated, mislabeled, or other-
wise unusable drugs and biologicals
must not be available for patient use.

(4) When a pharmacist is not avail-
able, drugs and biologicals must be re-
moved from the pharmacy or storage
area only by personnel designated in
the policies of the medical staff and
pharmaceutical service, in accordance
with Federal and State law.

(5) Drugs and biologicals not specifi-
cally prescribed as to time or number
of doses must automatically be stopped
after a reasonable time that is pre-
determined by the medical staff.

(6) Drug administration errors, ad-
verse drug reactions, and incompati-
bilities must be immediately reported
to the attending physician and, if ap-
propriate, to the hospital-wide quality
assurance program.

(7) Abuses and losses of controlled
substances must be reported, in accord-
ance with applicable Federal and State
laws, to the individual responsible for
the pharmaceutical service, and to the
chief executive officer, as appropriate.

(8) Information relating to drug
interactions and information of drug
therapy, side effects, toxicology, dos-
age, indications for use, and routes of
administration must be available to
the professional staff.

(9 A formulary system must be es-
tablished by the medical staff to assure
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quality pharmaceuticals at reasonable
costs.

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986]

§482.26 Condition of participation:
Radiologic services.

The hospital must maintain, or have
available, diagnostic radiologic serv-
ices. If therapeutic services are also
provided, they, as well as the diag-
nostic services, must meet profes-
sionally approved standards for safety
and personnel qualifications.

(a) Standard: Radiologic services. The
hospital must maintain, or have avail-
able, radiologic services according to
needs of the patients.

(b) Standard: Safety for patients and
personnel. The radiologic services, par-
ticularly ionizing radiology proce-
dures, must be free from hazards for
patients and personnel.

(1) Proper safety precutions must be
maintained against radiation hazards.
This includes adequate shielding for
patients, personnel, and facilities, as
well as appropriate storage, use, and
disposal of radioactive materials.

(2) Periodic inspection of equipment

must be made and hazards identified
must be promptly corrected.
(3) Radiation workers must be

checked periodically, by the use of ex-
posure meters or badge tests, for
amount of radiation exposure.

(4) Radiologic services must be pro-
vided only on the order of practitioners
with clinical privileges or, consistent
with State law, of other practitioners
authorized by the medical staff and the
governing body to order the services.

(c) Standard: Personnel. (1) A qualified
full-time, part-time, or consulting ra-
diologist must supervise the ionizing
radiology services and must interpret
only those radiologic tests that are de-
termined by the medical staff to re-
quire a radiologist’s specialized knowl-
edge. For purposes of this section, a ra-
diologist is a doctor of medicine or os-
teopathy who is qualified by education
and experience in radiology.

(2) Only personnel designated as
qualified by the medical staff may use
the radiologic equipment and admin-
ister procedures.
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(d) Standard: Records. Records of
radiologic services must be main-
tained.

(1) The radiologist or other practi-
tioner who performs radiology services
must sign reports of his or her inter-
pretations.

(2) The hospital must maintain the
following for at least 5 years:

(i) Copies of reports and printouts.

(ii) Films, scans, and other image
records, as appropriate.

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986]

§482.27 Condition of participation:
Laboratory services.

(a) The hospital must maintain, or
have available, adequate laboratory
services to meet the needs of its pa-
tients. The hospital must ensure that
all laboratory services provided to its
patients are performed in a facility
certified in accordance with part 493 of
this chapter.

(b) Standard: Adequacy of laboratory
services. The hospital must have labora-
tory services available, either directly
or through a contractual agreement
with a certified laboratory that meets
requirements of part 493 of this chap-
ter.

(1) Emergency laboratory services
must be available 24 hours a day.

(2) A written description of services
provided must be available to the med-
ical staff.

(3) The laboratory must make provi-
sion for proper receipt and reporting of
tissue specimens.

(4) The medical staff and a patholo-
gist must determine which tissue speci-
mens require a macroscopic (gross) ex-
amination and which require both mac-
roscopic and microscopic examina-
tions.

(c) Standard: Potentially infectious
blood and blood products—(1) Potentially
HIV infectious blood and blood products
are prior collections from a donor who
tested negative at the time of donation
but tests repeatedly reactive for the
antibody to the human immuno-
deficiency virus (HIV) on a later dona-
tion, and the FDA-licensed, more spe-
cific test or other followup testing rec-
ommended or required by FDA is posi-
tive and the timing of seroconversion
cannot be precisely estimated.
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(2) Services furnished by an outside
blood bank. If a hospital regularly uses
the services of an outside blood bank,
it must have an agreement with the
blood bank that governs the procure-
ment, transfer, and availability of
blood and blood products. The agree-
ment must require that the blood bank
promptly notify the hospital of the fol-
lowing:

(i) If it supplied blood and blood prod-
ucts collected from a donor who tested
negative at the time of donation but
tests repeatedly reactive for the anti-
body to HIV on a later donation; and

(ii) The results of the FDA-licensed,
more specific test or other followup
testing recommended or required by
FDA completed within 30 calendar days
after the donor’s repeatedly reactive
screening test. (FDA regulations con-
cerning HIV testing and lookback pro-
cedures are set forth at 21 CFR 610.45-
et seq.)

(3) Quarantine of blood and blood prod-
ucts pending completion of testing. If the
blood bank notifies the hospital of the
repeatedly reactive HIV screening test
results as required by paragraph
(©)(2)(i) of this section, the hospital
must determine the disposition of the
blood or blood product and quarantine
all blood and blood products from pre-
vious donations in inventory.

(i) If the blood bank notifies the hos-
pital that the result of the FDA-Ili-
censed, more specific test or other fol-
lowup testing recommended or required
by FDA is negative, absent other in-
formative test results, the hospital
may release the blood and blood prod-
ucts from quarantine.

(ii) If the blood bank notifies the hos-
pital that the result of the FDA-Ili-
censed, more specific test or other fol-
lowup testing recommended or required
by FDA is positive, the hospital must
dispose of the blood and blood products
in accordance with 21 CFR 606.40 and
notify patients in accordance with
paragraph (c)(4) of this section.

(4) Patient notification. If the hospital
has administered potentially HIV in-
fectious blood or blood products (either
directly through its own blood bank or
under an agreement described in para-
graph (c)(2) of this section) or released
such blood or blood products to an-
other entity or appropriate individual,
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the hospital must take the following
actions:

(i) Promptly make at least three at-
tempts to notify the patient’s attend-
ing physician (that is, the physician of
record) or the physician who ordered
the blood or blood product that poten-
tially HIV infectious blood or blood
products were transfused to the pa-
tient.

(ii) Ask the physician to immediately
notify the patient, or other individual
as permitted under paragraph (c)(8) of
this section, of the need for HIV test-
ing and counseling.

(iii) If the physician is unavailable,
declines to make the notification, or
later informs the hospital that he or
she was unable to notify the patient,
promptly make at least three attempts
to notify the patient, or other indi-
vidual as permitted under paragraph
(c)(8) of this section, of the need for
HIV testing and counseling.

(iv) Document in the patient’s med-
ical record the notification or attempts
to give the required notification.

(5) Timeframe for notification. The no-
tification effort begins when the blood
bank notifies the hospital that it re-
ceived potentially HIV infectious blood
and blood products and continues for 8
weeks unless—

(i) The patient is located and noti-
fied; or

(if) The hospital is unable to locate
the patient and documents in the pa-
tient’s medical record the extenuating
circumstances beyond the hospital’s
control that caused the notification
timeframe to exceed 8 weeks.

(6) Content of notification. The notifi-
cation given under paragraphs (c)(4) (ii)
and (iii) of this section must include
the following information:

(i) A basic explanation of the need for
HIV testing and counseling.

(ii) Enough oral or written informa-
tion so that the transfused patient can
make an informed decision about
whether to obtain HIV testing and
counseling.

(iii) A list of programs or places
where the patient can obtain HIV test-
ing and counseling, including any re-
quirements or restrictions the program
may impose.

(7) Policies and procedures. The hos-
pital must establish policies and proce-
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dures for notification and documenta-
tion that conform to Federal, State,
and local laws, including requirements
for confidentiality and medical
records.

(8) Notification to legal representative
or relative. If the patient has been ad-
judged incompetent by a State court,
the physician or hospital must notify a
legal representative designated in ac-
cordance with State law. If the patient
is competent, but State law permits a
legal representative or relative to re-
ceive the information on the patient’s
behalf, the physician or hospital must
notify the patient or his or her legal
representative or relative. If the pa-
tient is deceased, the physician or hos-
pital must continue the notification
process and inform the deceased pa-
tient’s legal representative or relative.

[57 FR 7136, Feb. 28, 1992, as amended at 61
FR 47433, Sept. 9, 1996]

§482.28 Condition of participation:
Food and dietetic services.

The hospital must have organized di-
etary services that are directed and
staffed by adequate qualified per-
sonnel. However, a hospital that has a
contract with an outside food manage-
ment company may be found to meet
this Condition of participation if the
company has a dietitian who serves the
hospital on a full-time, part-time, or
consultant basis, and if the company
maintains at least the minimum stand-
ards specified in this section and pro-
vides for constant liaison with the hos-
pital medical staff for recommenda-
tions on dietetic policies affecting pa-
tient treatment.

(a) Standard: Organization. (1) The
hospital must have a full-time em-
ployee who—

(i) Serves as director of the food and
dietetic service;

(ii) Is responsible for the daily man-
agement of the dietary services; and

(iii) Is qualified by experience or
training.

(2) There must be a qualified dieti-
tian, full-time, part-time, or on a con-
sultant basis.

(3) There must be administrative and
technical personnel competent in their
respective duties.

(b) Standard: Diets. Menus must meet
the needs of the patients.
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(1) Therapeutic diets must be pre-
scribed by the practitioner or practi-
tioners responsible for the care of the
patients.

(2) Nutritional needs must be met in
accordance with recognized dietary
practices and in accordance with orders
of the practitioner or practitioners re-
sponsible for the care of the patients.

(3) A current therapeutic diet manual
approved by the dietitian and medical
staff must be readily available to all
medical, nursing, and food service per-
sonnel.

§482.30 Condition of participation:
Utilization review.

The hospital must have in effect a
utilization review (UR) plan that pro-
vides for review of services furnished
by the institution and by members of
the medical staff to patients entitled
to benefits under the Medicare and
Medicaid programs.

(a) Applicability. The provisions of
this section apply except in either of
the following circumstances:

(1) A Utilization and Quality Control
Peer Review Organization (PRO) has
assumed binding review for the hos-
pital.

(2) HCFA has determined that the UR
procedures established by the State
under title XIX of the Act are superior
to the procedures required in this sec-
tion, and has required hospitals in that
State to meet the UR plan require-
ments under §§456.50 through 456.245 of
this chapter.

(b) Standard: Composition of utilization
review committee. A UR committee con-
sisting of two or more practitioners
must carry out the UR function. At
least two of the members of the com-
mittee must be doctors of medicine or
osteopathy. The other members may be
any of the other types of practitioners
specified in §482.12(c)(1).

(1) Except as specified in paragraphs
(b) (2) and (3) of this section, the UR
committee must be one of the fol-
lowing:

(i) A staff committee of the institu-
tion;

(ii) A group outside the institution—

(A) Established by the local medical
society and some or all of the hospitals
in the locality; or
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(B) Established in a manner approved
by HCFA.

(2) If, because of the small size of the
institution, it is impracticable to have
a properly functioning staff com-
mittee, the UR committee must be es-
tablished as specified in paragraph
(b)(1)(ii) of this section.

(3) The committee’s or group’s re-
views may not be conducted by any in-
dividual who—

(i) Has a direct financial interest (for
example, an ownership interest) in that
hospital; or

(ii) Was professionally involved in
the care of the patient whose case is
being reviewed.

(c) Standard: Scope and frequency of
review. (1) The UR plan must provide
for review for Medicare and Medicaid
patients with respect to the medical
necessity of—

(i) Admissions to the institution;

(i) The duration of stays; and

(iii) Professional services furnished,
including drugs and biologicals.

(2) Review of admissions may be per-
formed before, at, or after hospital ad-
mission.

(3) Except as specified in paragraph
(e) of this section, reviews may be con-
ducted on a sample basis.

(4) Hospitals that are paid for inpa-
tient hospital services under the pro-
spective payment system set forth in
Part 412 of this chapter must conduct
review of duration of stays and review
of professional services as follows:

(i) For duration of stays, these hos-
pitals need review only cases that they
reasonably assume to be outlier cases
based on extended length of stay, as de-
scribed in §412.80(a)(1)(i) of this chap-
ter; and

(ii) For professional services, these
hospitals need review only cases that
they reasonably assume to be outlier
cases based on extraordinarily high
costs, as described in §412.80(a)(1)(ii) of
this chapter.

(d) Standard: Determination regarding
admissions or continued stays. (1) The de-
termination that an admission or con-
tinued stay is not medically nec-
essary—

(i) May be made by one member of
the UR committee if the practitioner
or practitioners responsible for the
care of the patient, as specified of
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§482.12(c), concur with the determina-
tion or fail to present their views when
afforded the opportunity; and

(if) Must be made by at least two
members of the UR committee in all
other cases.

(2) Before making a determination
that an admission or continued stay is
not medically necessary, the UR com-
mittee must consult the practitioner
or practitioners responsible for the
care of the patient, as specified in
§482.12(c), and afford the practitioner
or practitioners the opportunity to
present their views.

(3) If the committee decides that ad-
mission to or continued stay in the
hospital is not medically necessary,
written notification must be given, no
later than 2 days after the determina-
tion, to the hospital, the patient, and
the practitioner or practitioners re-
sponsible for the care of the patient, as
specified in §482.12(c);

(e) Standard: Extended stay review. (1)
In hospitals that are not paid under the
prospective payment system, the UR
committee must make a periodic re-
view, as specified in the UR plan, of
each current inpatient receiving hos-
pital services during a continuous pe-
riod of extended duration. The sched-
uling of the periodic reviews may—

(i) Be the same for all cases; or

(ii) Differ for different classes of
cases.

(2) In hospitals paid under the pro-
spective payment system, the UR com-
mittee must review all cases reason-
ably assumed by the hospital to be
outlier cases because the extended
length of stay exceeds the threshold
criteria for the diagnosis, as described
in §412.80(a)(1)(i). The hospital is not
required to review an extended stay
that does not exceed the outlier thresh-
old for the diagnosis.

(3) The UR committee must make the
periodic review no later than 7 days
after the day required in the UR plan.

(f) Standard: Review of professional
services. The committee must review
professional services provided, to de-
termine medical necessity and to pro-
mote the most efficient use of avail-
able health facilities and services.
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§482.41 Condition of participation:
Physical environment.

The hospital must be constructed, ar-
ranged, and maintained to ensure the
safety of the patient, and to provide fa-
cilities for diagnosis and treatment and
for special hospital services appro-
priate to the needs of the community.

(a) Standard: Buildings. The condition
of the physical plant and the overall
hospital environment must be devel-
oped and maintained in such a manner
that the safety and well-being of pa-
tients are assured.

(1) There must be emergency power
and lighting in at least the operating,
recovery, intensive care, and emer-
gency rooms, and stairwells. In all
other areas not serviced by the emer-
gency supply source, battery lamps and
flashlights must be available.

(2) There must be facilities for emer-
gency gas and water supply.

(b) Standard: Life safety from fire. (1)
Except as provided in paragraphs
(b)(1)(i) through (b)(1)(iii) of this sec-
tion, the hospital must meet the appli-
cable provisions of the 1985 edition of
the Life Safety Code of the National
Fire Protection Association (which is
incorporated by reference).!

(i) Any hospital that on November 26,
1982, complied, with or without waiv-
ers, with the requirements of the 1967
edition of the Life Safety Code, or on
May 9, 1988, complied with the 1981 edi-
tion of the Life Safety Code, is consid-
ered to be in compliance with this
standard as long as the facility con-
tinues to remain in compliance with
that edition of the Code.

(ii) After consideration of State sur-
vey agency findings, HCFA may waive
specific provisions of the Life Safety
Code which, if rigidly applied, would
result in unreasonable hardship upon
the facility, but only if the waiver does
not adversely affect the health and
safety of patients.

(iii) The provisions of the Life Safety
Code do not apply in a State where
HCFA finds that a fire and safety code
imposed by State law adequately pro-
tects patients in hospitals.

1See footnote to §405.1134(a) of this chap-
ter.
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(2) The hospital must have proce-
dures for the proper routine storage
and prompt disposal of trash.

(3) The hospital must have written
fire control plans that contain provi-
sions for prompt reporting of fires; ex-
tinguishing fires; protection of pa-
tients, personnel and guests; evacu-
ation; and cooperation with fire fight-
ing authorities.

(4) The hospital must maintain writ-
ten evidence of regular inspection and
approval by State or local fire control
agencies.

(c) Standard: Facilities. The hospital
must maintain adequate facilities for
its services.

(1) Diagnostic and therapeutic facili-
ties must be located for the safety of
patients.

(2) Facilities, supplies, and equip-
ment must be maintained to ensure an
acceptable level of safety and quality.

(3) The extent and complexity of fa-
cilities must be determined by the
services offered.

(4) There must be proper ventilation,
light, and temperature controls in
pharmaceutical, food preparation, and
other appropriate areas.

[51 FR 22042, June 17, 1986, as amended at 53
FR 11509, Apr. 7, 1988]

§482.42 Condition of participation: In-
fection control.

The hospital must provide a sanitary
environment to avoid sources and
transmission of infections and commu-
nicable diseases. There must be an ac-
tive program for the prevention, con-
trol, and investigation of infections
and communicable diseases.

(a) Standard: Organization and poli-
cies. A person or persons must be des-
ignated as infection control officer or
officers to develop and implement poli-
cies governing control of infections and
communicable diseases.

(1) The infection control officer or of-
ficers must develop a system for identi-
fying, reporting, investigating, and
controlling infections and commu-
nicable diseases of patients and per-
sonnel.

(2) The infection control officer or of-
ficers must maintain a log of incidents
related to infections and commu-
nicable diseases.
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(b) Standard: Responsibilities of chief
executive officer, medical staff, and direc-
tor of nursing services. The chief execu-
tive officer, the medical staff, and the
director of nursing services must—

(1) Ensure that the hospital-wide
quality assurance program and train-
ing programs address problems identi-
fied by the infection control officer or
officers; and

(2) Be responsible for the implemen-
tation of successful corrective action
plans in affected problem areas.

§482.43 Condition of participation:
Discharge planning.

The hospital must have in effect a
discharge planning process that applies
to all patients. The hospital’s policies
and procedures must be specified in
writing.

(a) Standard: Identification of patients
in need of discharge planning. The hos-
pital must identify at an early stage of
hospitalization all patients who are
likely to suffer adverse health con-
sequences upon discharge if there is no
adequate discharge planning.

(b) Standard: Discharge planning eval-
uation. (1) The hospital must provide a
discharge planning evaluation to the
patients identified in paragraph (a) of
this section, and to other patients upon
the patient’s request, the request of a
person acting on the patient’s behalf,
or the request of the physician.

(2) A registered nurse, social worker,
or other appropriately qualified per-
sonnel must develop, or supervise the
development of, the evaluation.

(3) The discharge planning evaluation
must include an evaluation of the like-
lihood of a patient needing post- hos-
pital services and of the availability of
the services.

(4) The discharge planning evaluation
must include an evaluation of the like-
lihood of a patient’s capacity for self-
care or of the possibility of the patient
being cared for in the environment
from which he or she entered the hos-
pital.

(5) The hospital personnel must com-
plete the evaluation on a timely basis
so that appropriate arrangements for
post-hospital care are made before dis-
charge, and to avoid unnecessary
delays in discharge.
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(6) The hospital must include the dis-
charge planning evaluation in the pa-
tient’s medical record for use in estab-
lishing an appropriate discharge plan
and must discuss the results of the
evaluation with the patient or indi-
vidual acting on his or her behalf.

(c) Standard: Discharge plan. (1) A reg-
istered nurse, social worker, or other
appropriately qualified personnel must
develop, or supervise the development
of, a discharge plan if the discharge
planning evaluation indicates a need
for a discharge plan.

(2) In the absence of a finding by the
hospital that a patient needs a dis-
charge plan, the patient’s physician
may request a discharge plan. In such a
case, the hospital must develop a dis-
charge plan for the patient.

(3) The hospital must arrange for the
initial implementation of the patient’s
discharge plan.

(4) The hospital must reassess the pa-
tient’s discharge plan if there are fac-
tors that may affect continuing care
needs or the appropriateness of the dis-
charge plan.

(5) As needed, the patient and family
members or interested persons must be
counseled to prepare them for post-hos-
pital care.

(d) Standard: Transfer or referral. The
hospital must transfer or refer pa-
tients, along with necessary medical
information, to appropriate facilities,
agencies, or outpatient services, as
needed, for followup or ancillary care.

(e) Standard: Reassessment. The hos-
pital must reassess its discharge plan-
ning process on an on-going basis. The
reassessment must include a review of
discharge plans to ensure that they are
responsive to discharge needs.

[59 FR 64152, Dec. 13, 1994]

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

(a) Standard: Organ procurement re-
sponsibilities. The hospital must have
and implement written protocols that:

(1) 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 hospital. The OPO de-
termines medical suitability for organ
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donation and, in the absence of alter-
native arrangements by the hospital,
the OPO determines medical suit-
ability for tissue and eye donation,
using the definition of potential tissue
and eye donor and the notification pro-
tocol developed in consultation with
the tissue and eye banks identified by
the hospital for this purpose;

(2) 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
tissues and eyes are obtained from po-
tential donors, insofar as such an
agreement does not interfere with
organ procurement;

(3) Ensure, in collaboration with the
designated OPO, that the family of
each potential donor is informed of its
options to donate organs, tissues, or
eyes or to decline to donate. The indi-
vidual designated by the hospital to
initiate the request to the family must
be an organ procurement representa-
tive or a designated requestor. A des-
ignated requestor is an individual who
has completed a course offered or ap-
proved by the OPO and designed in con-
junction with the tissue and eye bank
community in the methodology for ap-
proaching potential donor families and
requesting organ or tissue donation;

(4) Encourage discretion and sensi-
tivity with respect to the cir-
cumstances, views, and beliefs of the
families of potential donors;

(5) Ensure that the hospital works
cooperatively with the designated OPO,
tissue bank and eye bank in educating
staff on donation issues, reviewing
death records to improve identification
of potential donors, and maintaining
potential donors while necessary test-
ing and placement of potential donated
organs, tissues, and eyes take place.

(b) Standard: Organ transplantation re-
sponsibilities. (1) A hospital in which
organ transplants are performed must
be a member of the Organ Procurement
and Transplantation Network (OPTN)
established and operated in accordance
with section 372 of the Public Health
Service (PHS) Act (42 U.S.C. 274) and
abide by its rules. The term “‘rules of
the OPTN’’ means those rules provided
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for in regulations issued by the Sec-
retary in accordance with section 372 of
the PHS Act which are enforceable
under 42 CFR 121.10. No hospital is con-
sidered to be out of compliance with
section 1138(a)(1)(B) of the Act, or with
the requirements of this paragraph, un-
less the Secretary has given the OPTN
formal notice that he or she approves
the decision to exclude the hospital
from the OPTN and has notified the
hospital in writing.

(2) For purposes of these standards,
the term ‘‘organ’ means a human kid-
ney, liver, heart, lung, or pancreas.

(3) If a hospital performs any type of
transplants, it must provide organ-
transplant-related data, as requested
by the OPTN, the Scientific Registry,
and the OPOs. The hospital must also
provide such data directly to the De-
partment when requested by the Sec-
retary.

[63 FR 33875, June 22, 1998]

Subpart D—Optional Hospital
Services

§482.51 Condition
Surgical services.

If the hospital provides surgical serv-
ices, the services must be well orga-
nized and provided in accordance with
acceptable standards of practice. If
outpatient surgical services are offered
the services must be consistent in qual-
ity with inpatient care in accordance
with the complexity of services offered.

(a) Standard: Organization and staff-
ing. The organization of the surgical
services must be appropriate to the
scope of the services offered.

(1) The operating rooms must be su-
pervised by an experienced registered
nurse or a doctor of medicine or oste-
opathy.

(2) Licensed practical nurses (LPNs)
and surgical technologists (operating
room technicians) may serve as ‘‘scrub
nurses’’ under the supervision of a reg-
istered nurse.

(3) Qualified registered nurses may
perform circulating duties in the oper-
ating room. In accordance with appli-
cable State laws and approved medical
staff policies and procedures, LPNs and
surgical technologists may assist in
circulatory duties under the

of participation:

§482.52

surpervision of a qualified registered
nurse who is immediately available to
respond to emergencies.

(4) Surgical privileges must be delin-
eated for all practitioners performing
surgery in accordance with the com-
petencies of each practitioner. The sur-
gical service must maintain a roster of
practitioners specifying the surgical
privileges of each practitioner.

(b) Standard: Delivery of service. Sur-
gical services must be consistent with
needs and resources. Policies governing
surgical care must be designed to as-
sure the achievement and maintenance
of high standards of medical practice
and patient care.

(1) There must be a complete history
and physical work-up in the chart of
every patient prior to surgery, except
in emergencies. If this has been dic-
tated, but not yet recorded in the pa-
tient’s chart, there must be a state-
ment to that effect and an admission
note in the chart by the practitioner
who admitted the patient.

(2) A properly executed informed con-
sent form for the operation must be in
the patient’s chart before surgery, ex-
cept in emergencies.

(3) The following equipment must be
available to the operating room suites:
call-in-system, cardiac monitor, resus-
citator, defibrillator, aspirator, and
tracheotomy set.

(4) There must be adequate provi-
sions for immediate post-operative
care.

(5) The operating room register must
be complete and up-to-date.

(6) An operative report describing
techniques, findings, and tissues re-
moved or altered must be written or
dictated immediately following sur-
gery and signed by the surgeon.

§482.52 Condition of participation: An-
esthesia services.

If the hospital furnishes anesthesia
services, they must be provided in a
well-organized manner under the direc-
tion of a qualified doctor of medicine
or osteopathy. The service is respon-
sible for all anesthesia administered in
the hospital.

(a) Standard: Organization and staff-
ing. The organization of anesthesia
services must be appropriate to the
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scope of the services offered. Anes-
thesia must be administered by only—

(1) A qualified anesthesiologist:

(2) A doctor of medicine or osteop-
athy (other than an anesthesiologist);

(3) A dentist, oral surgeon, or podia-
trist who is qualified to administer an-
esthesia under State law;

(4) A certified registered nurse anes-
thetist (CRNA), as defined in §410.69(b)
of this chapter, who is under the super-
vision of the operating practitioner or
of an anesthesiologist who is imme-
diately available if needed; or

(5) An anesthesiologist’s assistant, as
defined in §410.69(b) of this chapter,
who is under the supervision of an an-
esthesiologist who is immediately
available if needed.

(b) Standard: Delivery of services. An-
esthesia services must be consistent
with needs and resources. Policies on
anesthesia procedures must include the
delineation of preanesthesia and post
anesthesia responsibilities. The poli-
cies must ensure that the following are
provided for each patient:

(1) A preanesthesia evaluation by an
individual qualified to administer anes-
thesia under paragraph (a) of this sec-
tion performed within 48 hours prior to
surgery.

2 An
record.

(3) With respect to inpatients, a
postanesthesia followup report by the
individual who administers the anes-
thesia that is written within 48 hours
after surgery.

(4) With respect to outpatients, a
postanesthesia evaluation for proper
anesthesia recovery performed in ac-
cordance with policies and procedures
approved by the medical staff.

[51 FR 22042, June 17, 1986 as amended at 57
FR 33900, July 31, 1992]

intraoperative anesthesia

§482.53 Condition of participation:
Nuclear medicine services.

If the hospital provides nuclear medi-
cine services, those services must meet
the needs of the patients in accordance
with acceptable standards of practice.

(a) Standard: Organization and staff-
ing. The organization of the nuclear
medicine service must be appropriate
to the scope and complexity of the
services offered.
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(1) There must be a director who is a
doctor of medicine or osteopathy quali-
fied in nuclear medicine.

(2) The qualifications, training, func-
tions, and responsibilities of nuclear
medicine personnel must be specified
by the service director and approved by
the medical staff.

(b) Standard: Delivery of service. Ra-
dioactive materials must be prepared,
labeled, used, transported, stored, and
disposed of in accordance with accept-
able standards of practice.

(1) In-house preparation of radio-
pharmaceuticals is by, or under, the di-
rect supervision of an appropriately
trained registered pharmacist or a doc-
tor of medicine or osteopathy.

(2) There is proper storage and dis-
posal of radioactive material.

(3) If laboratory tests are performed
in the nuclear medicine service, the
service must meet the applicable re-
quirement for laboratory services spec-
ified in §482.27.

(c) Standard: Facilities. Equipment
and supplies must be appropriate for
the types of nuclear medicine services
offered and must be maintained for safe
and efficient performance. The equip-
ment must be—

(1) Maintained in safe operating con-
dition; and

(2) Inspected, tested, and calibrated
at least annually by qualified per-
sonnel.

(d) Standard: Records. The hospital
must maintain signed and dated re-
ports of nuclear medicine interpreta-
tions, consultations, and procedures.

(1) The hospital must maintain cop-
ies of nuclear medicine reports for at
least 5 years.

(2) The practitioner approved by the
medical staff to interpret diagnostic
procedures must sign and date the in-
terpretation of these tests.

(3) The hospital must maintain
records of the receipt and disposition of
radiopharmaceuticals.

(4) Nuclear medicine services must be
ordered only by practitioner whose
scope of Federal or State licensure and
whose defined staff privileges allow
such referrals.

[51 FR 22042, June 17, 1986, as amended at 57
FR 7136, Feb. 28, 1992]
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§482.54 Condition of participation:
Outpatient services.

If the hospital provides outpatient
services, the services must meet the
needs of the patients in accordance
with acceptable standards of practice.

(a) Standard: Organization. Outpatient
services must be appropriately orga-
nized and integrated with inpatient
services.

(b) Standard: Personnel. The hospitals
must—

(1) Assign an individual to be respon-
sible for outpatient services; and

(2) Have appropriate professional and
nonprofessional personnel available.

§482.55 Condition of participation:
Emergency services.

The hospital must meet the emer-
gency needs of patients in accordance
with acceptable standards of practice.

(a) Standard: Organization and direc-
tion. If emergency services are provided
at the hospital—

(1) The services must be organized
under the direction of a qualified mem-
ber of the medical staff;

(2) The services must be integrated
with other departments of the hospital;

(3) The policies and procedures gov-
erning medical care provided in the
emergency service or department are
established by and are a continuing re-
sponsibility of the medical staff.

(b) Standard: Personnel. (1) The emer-
gency services must be supervised by a
qualified member of the medical staff.

(2) There must be adequate medical
and nursing personnel qualified in
emergency care to meet the written
emergency procedures and needs an-
ticipated by the facility.

§482.56 Condition of participation: Re-
habilitation services.

If the hospital provides rehabilita-
tion, physical therapy, occupational
therapy, audiology, or speech pathol-
ogy services, the services must be orga-
nized and staffed to ensure the health
and safety of patients.

(a) Standard: Organization and staff-
ing. The organization of the service
must be appropriate to the scope of the
services offered.

(1) The director of the services must
have the necessary knowledge, experi-

§482.57

ence, and capabilities to properly su-
pervise and administer the services.

(2) Physical therapy, occupational
therapy, or speech therapy, or audi-
ology services, if provided, must be
provided by staff who meet the quali-
fications specified by the medical staff,
consistent with State law.

(b) Standard: Delivery of services. Serv-
ices must be furnished in accordance
with a written plan of treatment. Serv-
ices must be given in accordance with
orders of practitioners who are author-
ized by the medical staff to order the
services, and the orders must be incor-
porated in the patient’s record.

§482.57 Condition of participation:
Respiratory care services.

The hospital must meet the needs of
the patients in accordance with accept-
able standards of practice. The fol-
lowing requirements apply if the hos-
pital provides respiratory care service.

(a) Standard: Organization and Staff-
ing. The organization of the respiratory
care services must be appropriate to
the scope and complexity of the serv-
ices offered.

(1) There must be a director of res-
piratory care services who is a doctor
of medicine or osteopathy with the
knowledge experience, and capabilities
to supervise and administer the service
properly. The director may serve on ei-
ther a full-time or part-time basis.

(2) There must be adequate numbers
of respiratory therapists, respiratory
therapy technicians, and other per-
sonnel who meet the qualifications
specified by the medical staff, con-
sistent with State law.

(b) Standard: Delivery of Services.
Services must be delivered in accord-
ance with medical staff directives.

(1) Personnel qualified to perform
specific procedures and the amount of
supervision required for personnel to
carry out specific procedures must be
designated in writing.

(2) If blood gases or other laboratory
tests are performed in the respiratory
care unit, the unit must meet the ap-
plicable requirements for laboratory
services specified in §482.27.
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(3) Services must be provided only
on, and in accordance with, the orders
of a doctor of medicine or osteopathy.

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986, as amended at 57 FR 7136, Feb. 28,
1992]

Subpart E—Requirements for
Specialty Hospitals

§482.60 Special provisions applying to
psychiatric hospitals.

Psychiatric hospital must—

(a) Be primarily engaged in pro-
viding, by or under the supervision of a
doctor of medicine or osteopathy, psy-
chiatric services for the diagnosis and
treatment of mentally ill persons;

(b) Meet the conditions of participa-
tion specified in §§482.1 through 482.23
and §8§482.25 through 482.57;

(c) Maintain clinical records on all
patients, including records sufficient to
permit HCFA to determine the degree
and intensity of treatment furnished to
Medicare beneficiaries, as specified in
§482.61; and

(d) Meet the staffing requirements
specified in §482.62.

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986]

§482.61 Condition of participation:
Special medical record require-
ments for psychiatric hospitals.

The medical records maintained by a
psychiatric hospital must permit deter-
mination of the degree and intensity of
the treatment provided to individuals
who are furnished services in the insti-
tution.

(a) Standard: Development of assess-
ment/diagnostic data. Medical records
must stress the psychiatric compo-
nents of the record, including history
of findings and treatment provided for
the psychiatric condition for which the
patient is hospitalized.

(1) The identification data must in-
clude the patient’s legal status.

(2) A provisional or admitting diag-
nosis must be made on every patient at
the time of admission, and must in-
clude the diagnoses of intercurrent dis-
eases as well as the psychiatric diag-
noses.

(3) The reasons for admission must be
clearly documented as stated by the
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patient and/or others significantly in-
volved.

(4) The social service records, includ-
ing reports of interviews with patients,
family members, and others, must pro-
vide an assessment of home plans and
family attitudes, and community re-
source contacts as well as a social his-
tory.

(5) When indicated, a complete neuro-
logical examination must be recorded
at the time of the admission physical
examination.

(b) Standard: Psychiatric evaluation.
Each patient must receive a psy-
chiatric evaluation that must—

(1) Be completed within 60 hours of
admission;

(2) Include a medical history;

(3) Contain a record of mental status;

(4) Note the onset of illness and the
circumstances leading to admission;

(5) Describe attitudes and behavior;

(6) Estimate intellectual functioning,
memory functioning, and orientation;
and

(7) Include an inventory of the pa-
tient’s assets in descriptive, not inter-
pretative, fashion.

(c) Standard: Treatment plan. (1) Each
patient must have an individual com-
prehensive treatment plan that must
be based on an inventory of the pa-
tient’s strengths and disabilities. The
written plan must include—

(i) A substantiated diagnosis;

(ii) Short-term and long-range goals;

(iii) The specific treatment modali-
ties utilized;

(iv) The responsibilities of each mem-
ber of the treatment team; and

(v) Adequate documentation to jus-
tify the diagnosis and the treatment
and rehabilitation activities carried
out.

(2) The treatment received by the pa-
tient must be documented in such a
way to assure that all active thera-
peutic efforts are included.

(d) Standard: Recording progress.
Progress notes must be recorded by the
doctor of medicine or osteopathy re-
sponsible for the care of the patient as
specified in §482.12(c), nurse, social
worker and, when appropriate, others
significantly involved in active treat-
ment modalities. The frequency of
progress notes is determined by the
condition of the patient but must be
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recorded at least weekly for the first 2
months and at least once a month
thereafter and must contain rec-
ommendations for revisions in the
treatment plan as indicated as well as
precise assessment of the patient’s
progress in accordance with the origi-
nal or revised treatment plan.

(e) Standard: Discharge planning and
discharge summary. The record of each
patient who has been discharged must
have a discharge summary that in-
cludes a recapitulation of the patient’s
hospitalization and recommendations
from appropriate services concerning
follow-up or aftercare as well as a brief
summary of the patient’s condition on
discharge.

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986]

§482.62 Condition of participation:
Special staff requirements for psy-
chiatric hospitals.

The hospital must have adequate
numbers of qualified professional and
supportive staff to evaluate patients,
formulate written, individualized com-
prehensive treatment plans, provide ac-
tive treatment measures, and engage in
discharge planning.

(a) Standard: Personnel. The hospital
must employ or undertake to provide
adequate numbers of qualified profes-
sional, technical, and consultative per-
sonnel to:

(1) Evaluate patients;

(2) Formulate written individualized,
comprehensive treatment plans;

(3) Provide active treatment meas-
ures; and

(4) Engage in discharge planning.

(b) Standard: Director of inpatient psy-
chiatric services; medical staff. Inpatient
psychiatric services must be under the
supervision of a clinical director, serv-
ice chief, or equivalent who is qualified
to provide the leadership required for
an intensive treatment program. The
number and qualifications of doctors of
medicine and osteopathy must be ade-
quate to provide essential psychiatric
services.

(1) The clinical director, service
chief, or equivalent must meet the
training and experience requirements
for examination by the American
Board of Psychiatry and Neurology or

§482.62

the American Osteopathic Board of
Neurology and Psychiatry.

(2) The director must monitor and
evaluate the quality and appropriate-
ness of services and treatment provided
by the medical staff.

(c) Standard: Availability of medical
personnel. Doctors of medicine or oste-
opathy and other appropriate profes-
sional personnel must be available to
provide necessary medical and surgical
diagnostic and treatment services. If
medical and surgical diagnostic and
treatment services are not available
within the institution, the institution
must have an agreement with an out-
side source of these services to ensure
that they are immediately available or
a satisfactory agreement must be es-
tablished for transferring patients to a
general hospital that participates in
the Medicare program.

(d) Standard: Nursing services. The
hospital must have a qualified director
of psychiatric nursing services. In addi-
tion to the director of nursing, there
must be adequate numbers of reg-
istered nurses, licensed practical
nurses, and mental health workers to
provide nursing care necessary under
each patient’s active treatment pro-
gram and to maintain progress notes
on each patient.

(1) The director of psychiatric nurs-
ing services must be a registered nurse
who has a master’s degree iIn psy-
chiatric or mental health nursing, or
its equivalent from a school of nursing
accredited by the National League for
Nursing, or be qualified by education
and experience in the care of the men-
tally ill. The director must dem-
onstrate competence to participate in
interdisciplinary formulation of indi-
vidual treatment plans; to give skilled
nursing care and therapy; and to di-
rect, monitor, and evaluate the nursing
care furnished.

(2) The staffing pattern must insure
the availability of a registered profes-
sional nurse 24 hours each day. There
must be adequate numbers of reg-
istered nurses, licensed practical
nurses, and mental health workers to
provide the nursing care necessary
under each patient’s active treatment
program.

(e) Standard: Psychological services.
The hospital must provide or have
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available psychological services to
meet the needs of the patients.

(f) Standard: Social services. There
must be a director of social services
who monitors and evaluates the qual-
ity and appropriateness of social serv-
ices furnished. The services must be
furnished in accordance with accepted
standards of practice and established
policies and procedures.

(1) The director of the social work de-
partment or service must have a mas-
ter’s degree from an accredited school
of social work or must be qualified by
education and experience in the social
services needs of the mentally ill. If
the director does not hold a masters
degree in social work, at least one staff
member must have this qualification.

(2) Social service staff responsibil-
ities must include, but are not limited
to, participating in discharge planning,
arranging for follow-up care, and devel-
oping mechanisms for exchange of ap-
propriate, information with sources
outside the hospital.

(g) Standard: Therapeutic activities.
The hospital must provide a thera-
peutic activities program.

(1) The program must be appropriate
to the needs and interests of patients
and be directed toward restoring and
maintaining optimal levels of physical
and psychosocial functioning.

(2) The number of qualified thera-
pists, support personnel, and consult-
ants must be adequate to provide com-
prehensive therapeutic activities con-
sistent with each patient’s active
treatment program.

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986]

§482.66 Special requirements for hos-
pital providers of long-term care
services (“swing-beds”).

A hospital that has a Medicare pro-
vider agreement must meet the fol-
lowing requirements in order to be
granted an approval from HCFA to pro-
vide post-hospital extended care serv-
ices, as specified in §409.30 of this chap-
ter, and be reimbursed as a swing-bed
hospital, as specified in §413.114 of this
chapter:

(a) Eligibility. A hospital must meet
the following eligibility requirements:

(1) The facility has fewer than 100
hospital beds, excluding beds for
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newborns and beds in intensive care
type inpatient units (for eligibility of
hospitals with distinct parts electing
the optional reimbursement method,
see §413.24(d)(5) of this chapter).

(2) The hospital is located in a rural
area. This includes all areas not delin-
eated as ‘‘urbanized’ areas by the Cen-
sus Bureau, based on the most recent
census.

(3) The hospital does not have in ef-
fect a 24-hour nursing waiver granted
under §488.54(c) of this chapter.

(4) The hospital has not had a swing-
bed approval terminated within the
two years previous to application.

(b) Skilled nursing facility services. The
facility is substantially in compliance
with the following skilled nursing fa-
cility requirements contained in sub-
part B of part 483 of this chapter.

(1) Resident rights (§483.10 (b)(3),
®@. O)E)., (B)E). @. (&), (), ().
@@)(vii), G)D)(viii), (1), and (m)).

(2) Admission, transfer, and discharge
rights (§483.12 (a)(1), (8)(2), (a)(3). (a)(4),
(@)(5), (a)(6), and (a)(7)).

(3) Resident behavior and facility
practices (§483.13).

(4) Patient activities (§483.15(f)).

(5) Social services (§483.15(Q)).-

(6) Discharge planning (§483.20(e)).

(7) Specialized rehabilitative services
(§483.45).

(8) Dental services (§483.55).

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986, as amended at 51 FR 34833, Sept. 30,
1986; 54 FR 37275, Sept. 7, 1989; 56 FR 54546,
Oct. 22, 1991; 59 FR 45403, Sept. 1, 1994; 65 FR
47052, Aug. 1, 2000]

PART 483—REQUIREMENTS FOR
STATES AND LONG TERM CARE
FACILITIES
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