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(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]

§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

§482.56

(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-
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
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§482.57

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.

(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;

42 CFR Ch. IV (10-1-03 Edition)

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

(c) Maintain clinical records on all
patients, including records sufficient to
permit CMS 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
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;
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