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paragraph (h)(2) of this section (which
may not be modified).

(iii) Specify to a facility the method
of transmission of data to the State,
and instruct the facility on this meth-
od.

(iv) Upon receipt of data from a facil-
ity, edit the data, as specified by CMS,
and ensure that a facility resolves er-
TOors.

(v) At least monthly, transmit to
CMS all edited MDS records received
during that period, according to for-
mats specified by CMS, and correct and
retransmit rejected data as needed.

(vi) Analyze data and generate re-
ports, as specified by CMS.

(2) The State may not modify any as-
pect of the standard system that per-
tains to the following:

(i) Standard approvable RAI criteria
specified in the State Operations Man-
ual issued by CMS (CMS Pub. 7) (MDS
item labels and definitions, RAPs and
utilization guidelines).

(ii) Standardized record formats and
validation edits specified in the State
Operations Manual issued by CMS
(CMS Pub. 7).

(iii) Standard facility encoding and
transmission methods specified in the
State Operations Manual issued by
CMS (CMS Pub. 7).

(1) State identification of agency that
collects RAI data. The State must iden-
tify the component agency that col-
lects RAI data, and ensure that this
agency restricts access to the data ex-
cept for the following:

(1) Reports that contain no resident-
identifiable data.

(2) Transmission of data and reports
to CMS.

(3) Transmission of data and reports
to the State agency that conducts sur-
veys to ensure compliance with Medi-
care and Medicaid participation re-
quirements, for purposes related to this
function.

(4) Transmission of data and reports
to the State Medicaid agency for pur-
poses directly related to the adminis-
tration of the State Medicaid plan.

(5) Transmission of data and reports
to other entities only when authorized
as a routine use by CMS.

(j) Resident-identifiable data. (1) The
State may not release information that
is resident-identifiable to the public.
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(2) The State may not release RAI
data that is resident-identifiable ex-
cept in accordance with a written
agreement under which the recipient
agrees to be bound by the restrictions
described in paragraph (i) of this sec-
tion.

[62 FR 67212, Dec. 23, 1997]

Subpart G—Condition of Partici-
pation for the Use of Restraint
or Seclusion in Psychiatric
Residential Treatment Facili-
ties Providing Inpatient Psy-
chiatric Services for Individ-
uals Under Age 21

SOURCE: 66 FR 7161, Jan. 22, 2001, unless
otherwise noted.

§483.350 Basis and scope.

(a) Statutory basis. Sections 1905(a)(16)
and (h) of the Act provide that inpa-
tient psychiatric services for individ-
uals under age 21 include only inpa-
tient services that are provided in an
institution (or distinct part thereof)
that is a psychiatric hospital as defined
in section 1861(f) of the Act or in an-
other inpatient setting that the Sec-
retary has specified in regulations. Ad-
ditionally, the Children’s Health Act of
2000 (Pub. L. 106-310) imposes proce-
dural reporting and training require-
ments regarding the use of restraints
and involuntary seclusion in facilities,
specifically including facilities that
provide inpatient psychiatric services
for children under the age of 21 as de-
fined by sections 1905(a)(16) and (h) of
the Act.

(b) Scope. This subpart imposes re-
quirements regarding the use of re-
straint or seclusion in psychiatric resi-
dential treatment facilities, that are
not hospitals, providing inpatient psy-
chiatric services to individuals under
age 21.

§483.352 Definitions.

For purposes of this subpart, the fol-
lowing definitions apply:

Drug used as a restraint means any
drug that—

(1) Is administered to manage a resi-
dent’s behavior in a way that reduces
the safety risk to the resident or oth-
ers;
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(2) Has the temporary effect of re-
stricting the resident’s freedom of
movement; and

(3) Is not a standard treatment for
the resident’s medical or psychiatric
condition.

Emergency safety intervention means
the use of restraint or seclusion as an
immediate response to an emergency
safety situation.

Emergency safety situation means un-
anticipated resident behavior that
places the resident or others at serious
threat of violence or injury if no inter-
vention occurs and that calls for an
emergency safety intervention as de-
fined in this section.

Mechanical restraint means any device
attached or adjacent to the resident’s
body that he or she cannot easily re-
move that restricts freedom of move-
ment or normal access to his or her
body.

Minor means a minor as defined
under State law and, for the purpose of
this subpart, includes a resident who
has been declared legally incompetent
by the applicable State court.

Personal restraint means the applica-
tion of physical force without the use
of any device, for the purposes of re-
straining the free movement of a resi-
dent’s body. The term personal re-
straint does not include briefly holding
without undue force a resident in order
to calm or comfort him or her, or hold-
ing a resident’s hand to safely escort a
resident from one area to another.

Psychiatric Residential Treatment Fa-
cility means a facility other than a hos-
pital, that provides psychiatric serv-
ices, as described in subpart D of part
441 of this chapter, to individuals under
age 21, in an inpatient setting.

Restraint means a ‘‘personal re-
straint,” ‘‘mechanical restraint,” or
“‘drug used as a restraint’ as defined in
this section.

Seclusion means the involuntary con-
finement of a resident alone in a room
or an area from which the resident is
physically prevented from leaving.

Serious injury means any significant
impairment of the physical condition
of the resident as determined by quali-
fied medical personnel. This includes,
but is not limited to, burns, lacera-
tions, bone fractures, substantial he-
matoma, and injuries to internal or-

§483.356

gans, whether self-inflicted or inflicted
by someone else.

Staff means those individuals with re-
sponsibility for managing a resident’s
health or participating in an emer-
gency safety intervention and who are
employed by the facility on a full-time,
part-time, or contract basis.

Time out means the restriction of a
resident for a period of time to a des-
ignated area from which the resident is
not physically prevented from leaving,
for the purpose of providing the resi-
dent an opportunity to regain self-con-
trol.

[66 FR 7161, Jan. 22, 2001, as amended at 66
FR 28116, May 22, 2001]

§483.354 General requirements for
psychiatric residential treatment
facilities.

A psychiatric residential treatment
facility must meet the requirements in
§441.151 through §441.182 of this chap-
ter.

§483.356 Protection of residents.

(a) Restraint and seclusion policy for
the protection of residents. (1) Each resi-
dent has the right to be free from re-
straint or seclusion, of any form, used
as a means of coercion, discipline, con-
venience, or retaliation.

(2) An order for restraint or seclusion
must not be written as a standing order
or on an as-needed basis.

(3) Restraint or seclusion must not
result in harm or injury to the resident
and must be used only—

(i) To ensure the safety of the resi-
dent or others during an emergency
safety situation; and

(ii) Until the emergency safety situa-
tion has ceased and the resident’s safe-
ty and the safety of others can be en-
sured, even if the restraint or seclusion
order has not expired.

(4) Restraint and seclusion must not
be used simultaneously.

(b) Emergency safety intervention. An
emergency safety intervention must be
performed in a manner that is safe,
proportionate, and appropriate to the
severity of the behavior, and the resi-
dent’s chronological and develop-
mental age; size; gender; physical,
medical, and psychiatric condition; and
personal history (including any history
of physical or sexual abuse).
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