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Medicare/Medicaid: New Regulations Proposed.
Sec. 482.13 Condition of participation: Patient’s Rights.
*****
(g) * * *
(1) With the exception of deaths described under paragraph (g)(2) of this section, the hospital must report the following
information to CMS by telephone, facsimile, or electronically, as determined by
CMS, no later than the close of business on
the next business day following knowledge
of the patient’s death:
(i) Each death that occurs while a patient
is in restraint or seclusion.
(ii) Each death that occurs within 24
hours after the patient has been removed
from restraint or seclusion.
(iii) Each death known to the hospital
that occurs within 1 week after restraint or
seclusion where it is reasonable to assume
that use of restraint or placement in seclusion contributed directly or indirectly to a
patient’s death, regardless of the type(s) of
restraint used on the patient during this
time. “Reasonable to assume” in this context includes, but is not limited to, deaths
related to restrictions of movement for
prolonged periods of time, or death related
to chest compression, restriction of breathing, or asphyxiation.
(2) When no seclusion has been used
and when the only restraints used on the
patient are those applied exclusively to the
patient’s wrist(s), and which are composed
solely of soft, non-rigid, cloth-like materials, the hospital staff must report to CMS
by recording in a log or other system, the
following information:
(i) Any death that occurs while a patient
is in such restraints; and
(ii) Any death that occurs within 24
hours after a patient has been removed
from such restraints.
(3) For deaths described in paragraphs
(g)(1) and (g)(2) of this section, staff must
document in the patient’s medical record
the date and time the death was reported to
CMS.
(4) For deaths described in paragraph (g)
(2) of this section, entries into the log or
other system must be documented as follows:
(i) Each entry must be made not later
than seven days after the date of death of
the patient;
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(ii) Each entry must document the patient’s name, date of birth, date of death,
attending physician’s name, medical record
number, and primary diagnosis(es); and
(iii) The information must be made
available in either written or electronic
form to CMS immediately upon request.
Sec. 482.23 Condition of participation: Nursing Services.
*****
(b) * * *
(4) The hospital must ensure that the
nursing staff develops, and keeps current, a
nursing care plan for each patient. The
nursing care plan may be part of an interdisciplinary care plan.
*****
(c) Standard: Preparation and administration of drugs.
*****
(i) If verbal orders are used, they are to
be used infrequently.
(ii) When verbal orders are used, they
must only be accepted by persons who are
authorized to do so by hospital policy and
procedures consistent with Federal and
State law.
*****
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(5) There must be a hospital procedure
for reporting transfusion reactions, adverse
drug reactions, and errors in administration
of drugs.
(6) The hospital may allow a patient (or
his or her caregiver/support person where
appropriate) to self-administer both hospital-issued medications and the patient’s
own medications brought into the hospital,
as defined and specified in the hospital’s
policies and procedures.
(i) If the hospital allows a patient to selfadminister specific hospital-issued medications, then the hospital must have policies
and procedures in place to:
(A) Assure that a practitioner responsible for the care of the patient has issued an
order, consistent with hospital policy, permitting self-administration;
(B) Assess the capacity of the patient (or
the patient’s caregiver/support person
where appropriate) to self-administer the
specified medication(s);
(C) Instruct the patient (or the patient’s
caregiver/support person where appropriate) in the safe and accurate administration
of the specified medication(s);
(D) Ensure the security of the medication(s) for each patient; and
(E) Document the administration of each
medication in the patient’s medical record.
(ii) If the hospital allows a patient to self
-administer his or her own specific medications brought into the hospital, then the
hospital must have policies and procedures
in place to:
(A) Assure that a practitioner responsible for the care of the patient has issued an
order, consistent with hospital policy, permitting self-administration of medications
the patient brought into the hospital;
(B) Assess the capacity of the patient (or
the patient’s caregiver/support person
where appropriate) to self-administer the
specified medication(s), and also determine
if the patient (or the patient’s caregiver/
support person where appropriate) needs
instruction in the safe and accurate administration of the specified medication(s);
(C) Identify the specified medication(s)
and visually evaluate the medication(s) for
integrity;
(D) Ensure the security of the medication(s) for each patient; and
(E) Document the administration of each
medication in the patient’s medical record.
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