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family in a language and manner that 
they understand to ensure that these 
parties are educated regarding the safe 
use and disposal of controlled drugs; 
and 

(C) Document in the patient’s clin-
ical record that the written policies 
and procedures for managing con-
trolled drugs was provided and dis-
cussed. 

(ii) Disposal of controlled drugs in 
hospices that provide inpatient care di-
rectly. The hospice that provides inpa-
tient care directly in its own facility 
must dispose of controlled drugs in 
compliance with the hospice policy and 
in accordance with State and Federal 
requirements. The hospice must main-
tain current and accurate records of 
the receipt and disposition of all con-
trolled drugs. 

(3) Storing. The hospice that provides 
inpatient care directly in its own facil-
ity must comply with the following ad-
ditional requirements— 

(i) All drugs and biologicals must be 
stored in secure areas. All controlled 
drugs listed in Schedules II, III, IV, and 
V of the Comprehensive Drug Abuse 
Prevention and Control Act of 1976 
must be stored in locked compartments 
within such secure storage areas. Only 
personnel authorized to administer 
controlled drugs as noted in paragraph 
(d)(2) of this section may have access 
to the locked compartments; and 

(ii) Discrepancies in the acquisition, 
storage, dispensing, administration, 
disposal, or return of controlled drugs 
must be investigated immediately by 
the pharmacist and hospice adminis-
trator and where required reported to 
the appropriate State authority. A 
written account of the investigation 
must be made available to State and 
Federal officials if required by law or 
regulation. 

(f) Standard: Use and maintenance of 
equipment and supplies. (1) The hospice 
must ensure that manufacturer rec-
ommendations for performing routine 
and preventive maintenance on durable 
medical equipment are followed. The 
equipment must be safe and work as in-
tended for use in the patient’s environ-
ment. Where a manufacturer rec-
ommendation for a piece of equipment 
does not exist, the hospice must ensure 
that repair and routine maintenance 

policies are developed. The hospice 
may use persons under contract to en-
sure the maintenance and repair of du-
rable medical equipment. 

(2) The hospice must ensure that the 
patient, where appropriate, as well as 
the family and/or other caregiver(s), 
receive instruction in the safe use of 
durable medical equipment and sup-
plies. The hospice may use persons 
under contract to ensure patient and 
family instruction. The patient, fam-
ily, and/or caregiver must be able to 
demonstrate the appropriate use of du-
rable medical equipment to the satis-
faction of the hospice staff. 

(3) Hospices may only contract for 
durable medical equipment services 
with a durable medical equipment sup-
plier that meets the Medicare 
DMEPOS Supplier Quality and Accred-
itation Standards at 42 CFR 424.57. 

[73 FR 32204, June 5, 2008, as amended at 84 
FR 51815, Sept. 30, 2019; 84 FR 63202, Nov. 15, 
2019] 

§ 418.108 Condition of participation: 
Short-term inpatient care. 

Inpatient care must be available for 
pain control, symptom management, 
and respite purposes, and must be pro-
vided in a participating Medicare or 
Medicaid facility. 

(a) Standard: Inpatient care for symp-
tom management and pain control. Inpa-
tient care for pain control and symp-
tom management must be provided in 
one of the following: 

(1) A Medicare-certified hospice that 
meets the conditions of participation 
for providing inpatient care directly as 
specified in § 418.110. 

(2) A Medicare-certified hospital or a 
skilled nursing facility that also meets 
the standards specified in § 418.110(b) 
and (f) regarding 24-hour nursing serv-
ices and patient areas. 

(b) Standard: Inpatient care for respite 
purposes. (1) Inpatient care for respite 
purposes must be provided by one of 
the following: 

(i) A provider specified in paragraph 
(a) of this section. 

(ii) A Medicare or Medicaid-certified 
nursing facility that also meets the 
standards specified in § 418.110(f). 

(2) The facility providing respite care 
must provide 24-hour nursing services 
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that meet the nursing needs of all pa-
tients and are furnished in accordance 
with each patient’s plan of care. Each 
patient must receive all nursing serv-
ices as prescribed and must be kept 
comfortable, clean, well-groomed, and 
protected from accident, injury, and in-
fection. 

(c) Standard: Inpatient care provided 
under arrangements. If the hospice has 
an arrangement with a facility to pro-
vide for short-term inpatient care, the 
arrangement is described in a written 
agreement, coordinated by the hospice, 
and at a minimum specifies— 

(1) That the hospice supplies the in-
patient provider a copy of the patient’s 
plan of care and specifies the inpatient 
services to be furnished; 

(2) That the inpatient provider has 
established patient care policies con-
sistent with those of the hospice and 
agrees to abide by the palliative care 
protocols and plan of care established 
by the hospice for its patients; 

(3) That the hospice patient’s inpa-
tient clinical record includes a record 
of all inpatient services furnished and 
events regarding care that occurred at 
the facility; that a copy of the dis-
charge summary be provided to the 
hospice at the time of discharge; and 
that a copy of the inpatient clinical 
record is available to the hospice at the 
time of discharge; 

(4) That the inpatient facility has 
identified an individual within the fa-
cility who is responsible for the imple-
mentation of the provisions of the 
agreement; 

(5) That the hospice retains responsi-
bility for ensuring that the training of 
personnel who will be providing the pa-
tient’s care in the inpatient facility 
has been provided and that a descrip-
tion of the training and the names of 
those giving the training are docu-
mented; and 

(6) A method for verifying that the 
requirements in paragraphs (c)(1) 
through (c)(5) of this section are met. 

(d) Standard: Inpatient care limitation. 
The total number of inpatient days 
used by Medicare beneficiaries who 
elected hospice coverage in a 12-month 
period in a particular hospice may not 
exceed 20 percent of the total number 
of hospice days consumed in total by 
this group of beneficiaries. 

(e) Standard: Exemption from limita-
tion. Before October 1, 1986, any hospice 
that began operation before January 1, 
1975, is not subject to the limitation 
specified in paragraph (d) of this sec-
tion. 

[73 FR 32204, June 5, 2008, as amended at 74 
FR 39413, Aug. 6, 2009; 81 FR 26897, May 4, 
2016] 

§ 418.110 Condition of participation: 
Hospices that provide inpatient 
care directly. 

A hospice that provides inpatient 
care directly in its own facility must 
demonstrate compliance with all of the 
following standards: 

(a) Standard: Staffing. The hospice is 
responsible for ensuring that staffing 
for all services reflects its volume of 
patients, their acuity, and the level of 
intensity of services needed to ensure 
that plan of care outcomes are 
achieved and negative outcomes are 
avoided. 

(b) Standard: Twenty-four hour nursing 
services. (1) The hospice facility must 
provide 24-hour nursing services that 
meet the nursing needs of all patients 
and are furnished in accordance with 
each patient’s plan of care. Each pa-
tient must receive all nursing services 
as prescribed and must be kept com-
fortable, clean, well-groomed, and pro-
tected from accident, injury, and infec-
tion. 

(2) If at least one patient in the hos-
pice facility is receiving general inpa-
tient care, then each shift must include 
a registered nurse who provides direct 
patient care. 

(c) Standard: Physical environment. 
The hospice must maintain a safe phys-
ical environment free of hazards for pa-
tients, staff, and visitors. 

(1) Safety management. The hospice 
must address real or potential threats 
to the health and safety of the pa-
tients, others, and property. 

(2) Physical plant and equipment. The 
hospice must develop procedures for 
controlling the reliability and quality 
of— 

(i) The routine storage and prompt 
disposal of trash and medical waste; 

(ii) Light, temperature, and ventila-
tion/air exchanges throughout the hos-
pice; 
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(iii) Emergency gas and water supply; 
and 

(iv) The scheduled and emergency 
maintenance and repair of all equip-
ment. 

(d) Standard: Fire protection. (1) Ex-
cept as otherwise provided in this sec-
tion— 

(i) The hospice must meet the appli-
cable provisions and must proceed in 
accordance with the Life Safety Code 
(NFPA 101 and Tentative Interim 
Amendments TIA 12–1, TIA 12–2, TIA 
12–3, and TIA 12–4.) 

(ii) Notwithstanding paragraph 
(d)(1)(i) of this section, corridor doors 
and doors to rooms containing flam-
mable or combustible materials must 
be provided with positive latching 
hardware. Roller latches are prohibited 
on such doors. 

(2) In consideration of a rec-
ommendation by the State survey 
agency or Accrediting Organization or 
at the discretion of the Secretary, may 
waive, for periods deemed appropriate, 
specific provisions of the Life Safety 
Code, which would result in unreason-
able hardship upon a hospice facility, 
but only if the waiver will not ad-
versely affect the health and safety of 
the patients. 

(3) The provisions of the adopted edi-
tion of the Life Safety Code do not 
apply in a State if CMS finds that a 
fire and safety code imposed by State 
law adequately protects patients in 
hospices. 

(4) A hospice may place alcohol-based 
hand rub dispensers in its facility if the 
dispensers are installed in a manner 
that adequately protects against access 
by vulnerable populations. 

(5) When a sprinkler system is shut 
down for more than 10 hours, the hos-
pice must: 

(i) Evacuate the building or portion 
of the building affected by the system 
outage until the system is back in 
service, or 

(ii) Establish a fire watch until the 
system is back in service. 

(6) Buildings must have an outside 
window or outside door in every sleep-
ing room, and for any building con-
structed after July 5, 2016 the sill 
height must not exceed 36 inches above 
the floor. Windows in atrium walls are 

considered outside windows for the pur-
poses of this requirement. 

(e) Standard: Building Safety. Except 
as otherwise provided in this section, 
the hospice must meet the applicable 
provisions and must proceed in accord-
ance with the Health Care Facilities 
Code (NFPA 99 and Tentative Interim 
Amendments TIA 12–2, TIA 12–3, TIA 
12–4, TIA 12–5 and TIA 12–6). 

(1) Chapters 7, 8, 12, and 13 of the 
adopted Health Care Facilities Code do 
not apply to a hospice. 

(2) If application of the Health Care 
Facilities Code required under para-
graph (e) of this section would result in 
unreasonable hardship for the hospice, 
CMS may waive specific provisions of 
the Health Care Facilities Code, but 
only if the waiver does not adversely 
affect the health and safety of patients. 

(f) Standard: Patient areas. The hos-
pice must provide a home-like atmos-
phere and ensure that patient areas are 
designed to preserve the dignity, com-
fort, and privacy of patients. 

(1) The hospice must provide— 
(i) Physical space for private patient 

and family visiting; 
(ii) Accommodations for family mem-

bers to remain with the patient 
throughout the night; and 

(iii) Physical space for family pri-
vacy after a patient’s death. 

(2) The hospice must provide the op-
portunity for patients to receive visi-
tors at any hour, including infants and 
small children. 

(g) Standard: Patient rooms. (1) The 
hospice must ensure that patient 
rooms are designed and equipped for 
nursing care, as well as the dignity, 
comfort, and privacy of patients. 

(2) The hospice must accommodate a 
patient and family request for a single 
room whenever possible. 

(3) Each patient’s room must— 
(i) Be at or above grade level; 
(ii) Contain a suitable bed and other 

appropriate furniture for each patient; 
(iii) Have closet space that provides 

security and privacy for clothing and 
personal belongings; 

(iv) Accommodate no more than two 
patients and their family members; 

(v) Provide at least 80 square feet for 
each residing patient in a double room 
and at least 100 square feet for each pa-
tient residing in a single room; and 
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(vi) Be equipped with an easily-acti-
vated, functioning device accessible to 
the patient, that is used for calling for 
assistance. 

(4) For a facility occupied by a Medi-
care-participating hospice on Decem-
ber 2, 2008, CMS may waive the space 
and occupancy requirements of para-
graphs (g)(2)(iv) and (g)(2)(v) of this 
section if it determines that— 

(i) Imposition of the requirements 
would result in unreasonable hardship 
on the hospice if strictly enforced; or 
jeopardize its ability to continue to 
participate in the Medicare program; 
and 

(ii) The waiver serves the needs of 
the patient and does not adversely af-
fect their health and safety. 

(h) Standard: Toilet and bathing facili-
ties. Each patient room must be 
equipped with, or conveniently located 
near, toilet and bathing facilities. 

(i) Standard: Plumbing facilities. The 
hospice must— 

(1) Have an adequate supply of hot 
water at all times; and 

(2) Have plumbing fixtures with con-
trol valves that automatically regulate 
the temperature of the hot water used 
by patients. 

(j) Standard: Infection control. The 
hospice must maintain an infection 
control program that protects patients, 
staff and others by preventing and con-
trolling infections and communicable 
disease as stipulated in § 418.60. 

(k) Standard: Sanitary environment. 
The hospice must provide a sanitary 
environment by following current 
standards of practice, including nation-
ally recognized infection control pre-
cautions, and avoid sources and trans-
mission of infections and commu-
nicable diseases. 

(l) Standard: Linen. The hospice must 
have available at all times a quantity 
of clean linen in sufficient amounts for 
all patient uses. Linens must be han-
dled, stored, processed, and transported 
in such a manner as to prevent the 
spread of contaminants. 

(m) Standard: Meal service and menu 
planning. The hospice must furnish 
meals to each patient that are— 

(1) Consistent with the patient’s plan 
of care, nutritional needs, and thera-
peutic diet; 

(2) Palatable, attractive, and served 
at the proper temperature; and 

(3) Obtained, stored, prepared, dis-
tributed, and served under sanitary 
conditions. 

(n) Standard: Restraint or seclusion. 
All patients have the right to be free 
from physical or mental abuse, and 
corporal punishment. All patients have 
the right to be free from restraint or 
seclusion, of any form, imposed as a 
means of coercion, discipline, conven-
ience, or retaliation by staff. Restraint 
or seclusion may only be imposed to 
ensure the immediate physical safety 
of the patient, a staff member, or oth-
ers and must be discontinued at the 
earliest possible time. 

(1) Restraint or seclusion may only 
be used when less restrictive interven-
tions have been determined to be inef-
fective to protect the patient, a staff 
member, or others from harm. 

(2) The type or technique of restraint 
or seclusion used must be the least re-
strictive intervention that will be ef-
fective to protect the patient, a staff 
member, or others from harm. 

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

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

(ii) Implemented in accordance with 
safe and appropriate restraint and se-
clusion techniques as determined by 
hospice policy in accordance with 
State law. 

(4) The use of restraint or seclusion 
must be in accordance with the order 
of a physician authorized to order re-
straint or seclusion by hospice policy 
in accordance with State law. 

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

(6) The medical director or physician 
designee must be consulted as soon as 
possible if the attending physician did 
not order the restraint or seclusion. 

(7) Unless superseded by State law 
that is more restrictive— 

(i) Each order for restraint or seclu-
sion used for the management of vio-
lent or self-destructive behavior that 
jeopardizes the immediate physical 
safety of the patient, a staff member, 
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or others may only be renewed in ac-
cordance with the following limits for 
up to a total of 24 hours: 

(A) 4 hours for adults 18 years of age 
or older; 

(B) 2 hours for children and adoles-
cents 9 to 17 years of age; or 

(C) 1 hour for children under 9 years 
of age; and 

After 24 hours, before writing a new 
order for the use of restraint or seclu-
sion for the management of violent or 
self-destructive behavior, a physician 
authorized to order restraint or seclu-
sion by hospice policy in accordance 
with State law must see and assess the 
patient. 

(ii) Each order for restraint used to 
ensure the physical safety of the non- 
violent or non-self-destructive patient 
may be renewed as authorized by hos-
pice policy. 

(8) Restraint or seclusion must be 
discontinued at the earliest possible 
time, regardless of the length of time 
identified in the order. 

(9) The condition of the patient who 
is restrained or secluded must be mon-
itored by a physician or trained staff 
that have completed the training cri-
teria specified in paragraph (o) of this 
section at an interval determined by 
hospice policy. 

(10) Physician, including attending 
physician, training requirements must 
be specified in hospice policy. At a 
minimum, physicians and attending 
physicians authorized to order re-
straint or seclusion by hospice policy 
in accordance with State law must 
have a working knowledge of hospice 
policy regarding the use of restraint or 
seclusion. 

(11) When restraint or seclusion is 
used for the management of violent or 
self-destructive behavior that jeopard-
izes the immediate physical safety of 
the patient, a staff member, or others, 
the patient must be seen face-to-face 
within 1 hour after the initiation of the 
intervention— 

(i) By a— 

(A) Physician; or 

(B) Registered nurse who has been 
trained in accordance with the require-
ments specified in paragraph (n) of this 
section. 

(ii) To evaluate— 

(A) The patient’s immediate situa-
tion; 

(B) The patient’s reaction to the 
intervention; 

(C) The patient’s medical and behav-
ioral condition; and 

(D) The need to continue or termi-
nate the restraint or seclusion. 

(12) States are free to have require-
ments by statute or regulation that are 
more restrictive than those contained 
in paragraph (m)(11)(i) of this section. 

(13) If the face-to-face evaluation 
specified in § 418.110(n)(11) is conducted 
by a trained registered nurse, the 
trained registered nurse must consult 
the medical director or physician des-
ignee as soon as possible after the com-
pletion of the 1-hour face-to-face eval-
uation. 

(14) All requirements specified under 
this paragraph are applicable to the si-
multaneous use of restraint and seclu-
sion. Simultaneous restraint and seclu-
sion use is only permitted if the pa-
tient is continually monitored— 

(i) Face-to-face by an assigned, 
trained staff member; or 

(ii) By trained staff using both video 
and audio equipment. This monitoring 
must be in close proximity to the pa-
tient. 

(15) When restraint or seclusion is 
used, there must be documentation in 
the patient’s clinical record of the fol-
lowing: 

(i) The 1-hour face-to-face medical 
and behavioral evaluation if restraint 
or seclusion is used to manage violent 
or self-destructive behavior; 

(ii) A description of the patient’s be-
havior and the intervention used; 

(iii) Alternatives or other less re-
strictive interventions attempted (as 
applicable); 

(iv) The patient’s condition or symp-
tom(s) that warranted the use of the 
restraint or seclusion; and the pa-
tient’s response to the intervention(s) 
used, including the rationale for con-
tinued use of the intervention. 

(o) Standard: Restraint or seclusion 
staff training requirements. The patient 
has the right to safe implementation of 
restraint or seclusion by trained staff. 

(1) Training intervals. All patient care 
staff working in the hospice inpatient 
facility must be trained and able to 
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demonstrate competency in the appli-
cation of restraints, implementation of 
seclusion, monitoring, assessment, and 
providing care for a patient in re-
straint or seclusion— 

(i) Before performing any of the ac-
tions specified in this paragraph; 

(ii) As part of orientation; and 
(iii) Subsequently on a periodic basis 

consistent with hospice policy. 
(2) Training content. The hospice must 

require appropriate staff to have edu-
cation, training, and demonstrated 
knowledge based on the specific needs 
of the patient population in at least 
the following: 

(i) Techniques to identify staff and 
patient behaviors, events, and environ-
mental factors that may trigger cir-
cumstances that require the use of a 
restraint or seclusion. 

(ii) The use of nonphysical interven-
tion skills. 

(iii) Choosing the least restrictive 
intervention based on an individualized 
assessment of the patient’s medical, or 
behavioral status or condition. 

(iv) The safe application and use of 
all types of restraint or seclusion used 
in the hospice, including training in 
how to recognize and respond to signs 
of physical and psychological distress 
(for example, positional asphyxia). 

(v) Clinical identification of specific 
behavioral changes that indicate that 
restraint or seclusion is no longer nec-
essary. 

(vi) Monitoring the physical and psy-
chological well-being of the patient 
who is restrained or secluded, including 
but not limited to, respiratory and cir-
culatory status, skin integrity, vital 
signs, and any special requirements 
specified by hospice policy associated 
with the 1-hour face-to-face evaluation. 

(vii) The use of first aid techniques 
and certification in the use of 
cardiopulmonary resuscitation, includ-
ing required periodic recertification. 

(3) Trainer requirements. Individuals 
providing staff training must be quali-
fied as evidenced by education, train-
ing, and experience in techniques used 
to address patients’ behaviors. 

(4) Training documentation. The hos-
pice must document in the staff per-
sonnel records that the training and 
demonstration of competency were suc-
cessfully completed. 

(p) Standard: Death reporting require-
ments. Hospices must report deaths as-
sociated with the use of seclusion or re-
straint. 

(1) The hospice must report the fol-
lowing information to CMS: 

(i) Each unexpected death that oc-
curs while a patient is in restraint or 
seclusion. 

(ii) Each unexpected death that oc-
curs within 24 hours after the patient 
has been removed from restraint or se-
clusion. 

(iii) Each death known to the hospice 
that occurs within 1 week after re-
straint or seclusion where it is reason-
able to assume that use of restraint or 
placement in seclusion contributed di-
rectly or indirectly to a patient’s 
death. ‘‘Reasonable to assume’’ in this 
context includes, but is not limited to, 
deaths related to restrictions of move-
ment for prolonged periods of time, or 
death related to chest compression, re-
striction of breathing or asphyxiation. 

(2) Each death referenced in this 
paragraph must be reported to CMS by 
telephone no later than the close of 
business the next business day fol-
lowing knowledge of the patient’s 
death. 

(3) Staff must document in the pa-
tient’s clinical record the date and 
time the death was reported to CMS. 

(q) The standards incorporated by 
reference in this section are approved 
for incorporation by reference by the 
Director of the Office of the Federal 
Register in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51. You may in-
spect a copy at the CMS Information 
Resource Center, 7500 Security Boule-
vard, Baltimore, MD or at the National 
Archives and Records Administration 
(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030, or go to: http:// 
www.archives.gov/federal_register/code_
of_federal_regulations/ibr_locations.html. 
If any changes in this edition of the 
Code are incorporated by reference, 
CMS will publish a document in the 
FEDERAL REGISTER to announce the 
changes. 

(1) National Fire Protection Associa-
tion, 1 Batterymarch Park, Quincy, 
MA 02169, www.nfpa.org, 1.617.770.3000. 

(i) NFPA 99, Standards for Health 
Care Facilities Code of the National 
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