§460.114

PACE organization conducted by CMS
or the State administering agency and
any plan of correction in effect.

(c) Choice of providers. Each partici-
pant has the right to a choice of health
care providers, within the PACE orga-
nization’s network, that is sufficient to
ensure access to appropriate high-qual-
ity health care. Specifically, each par-
ticipant has the right to the following:

(1) To choose his or her primary care
physician and specialists from within
the PACE network.

(2) To request that a qualified spe-
cialist for women’s health services fur-
nish routine or preventive women’s
health services.

(3) To disenroll from the program at
any time.

(d) Access to emergency services. Each
participant has the right to access
emergency health care services when
and where the need arises without
prior authorization by the PACE inter-
disciplinary team.

(e) Participation in treatment decisions.
Each participant has the right to par-
ticipate fully in all decisions related to
his or her treatment. A participant
who is unable to participate fully in
treatment decisions has the right to
designate a representative. Specifi-
cally, each participant has the fol-
lowing rights:

(1) To have all treatment options ex-
plained in a culturally competent man-
ner and to make health care decisions,
including the right to refuse treat-
ment, and be informed of the con-
sequences of the decisions.

(2) To have the PACE organization
explain advance directives and to es-
tablish them, if the participant so de-
sires, in accordance with §§489.100 and
489.102 of this chapter.

(3) To be fully informed of his or her
health and functional status by the
interdisciplinary team.

(4) To participate in the development
and implementation of the plan of
care.

(5) To request a reassessment by the
interdisciplinary team.

(6) To be given reasonable advance
notice, in writing, of any transfer to
another treatment setting and the jus-
tification for the transfer (that is, due
to medical reasons or for the partici-
pant’s welfare, or that of other partici-
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pants). The PACE organization must
document the justification in the par-
ticipant’s medical record.

(f) Confidentiality of health informa-
tion. Each participant has the right to
communicate with health care pro-
viders in confidence and to have the
confidentiality of his or her individ-
ually identifiable health care informa-
tion protected. Each participant also
has the right to review and copy his or
her own medical records and request
amendments to those records. Specifi-
cally, each participant has the fol-
lowing rights:

(1) To be assured of confidential
treatment of all information contained
in the health record, including infor-
mation contained in an automated
data bank.

(2) To be assured that his or her writ-
ten consent will be obtained for the re-
lease of information to persons not
otherwise authorized under law to re-
ceive it.

(3) To provide written consent that
limits the degree of information and
the persons to whom information may
be given.

(g) Complaints and appeals. Each par-
ticipant has the right to a fair and effi-
cient process for resolving differences
with the PACE organization, including
a rigorous system for internal review
by the organization and an independent
system of external review. Specifically,
each participant has the following
rights:

(1) To be encouraged and assisted to
voice complaints to PACE staff and
outside representatives of his or her
choice, free of any restraint, inter-
ference, coercion, discrimination, or
reprisal by the PACE staff.

(2) To appeal any treatment decision
of the PACE organization, its employ-
ees, or contractors through the process
described in §460.122.

§460.114 Restraints.

(a) The PACE organization must
limit use of restraints to the least re-
strictive and most effective method
available. The term restraint includes
either a physical restraint or a chem-
ical restraint.

(1) A physical restraint is any man-
ual method or physical or mechanical
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device, materials, or equipment at-
tached or adjacent to the participant’s
body that he or she cannot easily re-
move that restricts freedom of move-
ment or normal access to one’s body.

(2) A chemical restraint is a medica-
tion used to control behavior or to re-
strict the participant’s freedom of
movement and is not a standard treat-
ment for the participant’s medical or
psychiatric condition.

(b) If the interdisciplinary team de-
termines that a restraint is needed to
ensure the participant’s physical safety
or the safety of others, the use must
meet the following conditions:

(1) Be imposed for a defined, limited
period of time, based upon the assessed
needs of the participant.

(2) Be imposed in accordance with
safe and appropriate restraining tech-
niques.

(3) Be imposed only when other less
restrictive measures have been found
to be ineffective to protect the partici-
pant or others from harm.

(4) Be removed or ended at the ear-
liest possible time.

(c) The condition of the restrained
participant must be continually as-
sessed, monitored, and reevaluated.

§460.116 Explanation of rights.

(a) Written policies. A PACE organiza-
tion must have written policies and im-
plement procedures to ensure that the
participant, his or her representative,
if any, and staff understand these
rights.

(b) Explanation of rights. The PACE
organization must fully explain the
rights to the participant and his or her
representative, if any, at the time of
enrollment in a manner understood by
the participant.

(c) Display. The PACE organization
must meet the following requirements:

(1) Write the participant rights in
English and in any other principal lan-
guages of the community.

(2) Display the participant rights in a
prominent place in the PACE center.

§460.118 Violation of rights.

The PACE organization must have
established documented procedures to
respond to and rectify a violation of a
participant’s rights.

§460.122

§460.120 Grievance process.

For purposes of this part, a grievance
is a complaint, either written or oral,
expressing dissatisfaction with service
delivery or the quality of care fur-
nished.

(a) Process to resolve grievances. A
PACE organization must have a formal
written process to evaluate and resolve
medical and nonmedical grievances by
participants, their family members, or
representatives.

(b) Notification to participants. Upon
enrollment, and at least annually
thereafter, the PACE organization
must give a participant written infor-
mation on the grievance process.

(c) Minimum requirements. At a min-
imum, the PACE organization’s griev-
ance process must include written pro-
cedures for the following:

(1) How a participant files a griev-
ance.

(2) Documentation of a participant’s
grievance.

(3) Response to, and resolution of,
grievances in a timely manner.

(4) Maintenance of confidentiality of
a participant’s grievance.

(d) Continuing care during grievance
process. The PACE organization must
continue to furnish all required serv-
ices to the participant during the
grievance process.

(e) Explaining the grievance process.
The PACE organization must discuss
with and provide to the participant in
writing the specific steps, including
timeframes for response, that will be
taken to resolve the participant’s
grievance.

(f) Analyzing grievance information.
The PACE organization must main-
tain, aggregate, and analyze informa-
tion on grievance proceedings. This in-
formation must be used in the PACE
organization’s internal quality assess-
ment and performance improvement
program.

§460.122 PACE organization’s appeals
process.

For purposes of this section, an ap-
peal is a participant’s action taken
with respect to the PACE organiza-
tion’s noncoverage of, or nonpayment
for, a service.

(a) PACE organization’s written ap-
peals process. The PACE organization
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