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(3) Must promptly refer residents 
with lost or damaged dentures to a 
dentist. 

[56 FR 48875, Sept. 26, 1991] 

§ 483.60 Pharmacy services. 
The facility must provide routine and 

emergency drugs and biologicals to its 
residents, or obtain them under an 
agreement described in § 483.75(h) of 
this part. The facility may permit unli-
censed personnel to administer drugs if 
State law permits, but only under the 
general supervision of a licensed nurse. 

(a) Procedures. A facility must pro-
vide pharmaceutical services (includ-
ing procedures that assure the accurate 
acquiring, receiving, dispensing, and 
administering of all drugs and 
biologicals) to meet the needs of each 
resident. 

(b) Service consultation. The facility 
must employ or obtain the services of a 
licensed pharmacist who— 

(1) Provides consultation on all as-
pects of the provision of pharmacy 
services in the facility; 

(2) Establishes a system of records of 
receipt and disposition of all controlled 
drugs in sufficient detail to enable an 
accurate reconciliation; and 

(3) Determines that drug records are 
in order and that an account of all con-
trolled drugs is maintained and peri-
odically reconciled. 

(c) Drug regimen review. (1) The drug 
regimen of each resident must be re-
viewed at least once a month by a li-
censed pharmacist. 

(2) The pharmacist must report any 
irregularities to the attending physi-
cian and the director of nursing, and 
these reports must be acted upon. 

(d) Labeling of drugs and biologicals. 
Drugs and biologicals used in the facil-
ity must be labeled in accordance with 
currently accepted professional prin-
ciples, and include the appropriate ac-
cessory and cautionary instructions, 
and the expiration date when applica-
ble. 

(e) Storage of drugs and biologicals. 
(1) In accordance with State and Fed-

eral laws, the facility must store all 
drugs and biologicals in locked com-
partments under proper temperature 
controls, and permit only authorized 
personnel to have access to the keys. 

(2) The facility must provide sepa-
rately locked, permanently affixed 
compartments for storage of controlled 
drugs listed in Schedule II of the Com-
prehensive Drug Abuse Prevention and 
Control Act of 1976 and other drugs 
subject to abuse, except when the facil-
ity uses single unit package drug dis-
tribution systems in which the quan-
tity stored is minimal and a missing 
dose can be readily detected. 

[56 FR 48875, Sept. 26, 1991, as amended at 57 
FR 43925, Sept. 23, 1992] 

§ 483.65 Infection control. 

The facility must establish and main-
tain an infection control program de-
signed to provide a safe, sanitary, and 
comfortable environment and to help 
prevent the development and trans-
mission of disease and infection. 

(a) Infection control program. The fa-
cility must establish an infection con-
trol program under which it— 

(1) Investigates, controls, and pre-
vents infections in the facility; 

(2) Decides what procedures, such as 
isolation, should be applied to an indi-
vidual resident; and 

(3) Maintains a record of incidents 
and corrective actions related to infec-
tions. 

(b) Preventing spread of infection. (1) 
When the infection control program de-
termines that a resident needs isola-
tion to prevent the spread of infection, 
the facility must isolate the resident. 

(2) The facility must prohibit em-
ployees with a communicable disease 
or infected skin lesions from direct 
contact with residents or their food, if 
direct contact will transmit the dis-
ease. 

(3) The facility must require staff to 
wash their hands after each direct resi-
dent contact for which handwashing is 
indicated by accepted professional 
practice. 

(c) Linens. Personnel must handle, 
store, process, and transport linens so 
as to prevent the spread of infection. 

[56 FR 48876, Sept. 26, 1991, as amended at 57 
FR 43925, Sept. 23, 1992] 

§ 483.70 Physical environment. 

The facility must be designed, con-
structed, equipped, and maintained to 
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protect the health and safety of resi-
dents, personnel and the public. 

(a) Life safety from fire. (1) Except as 
otherwise provided in this section— 

(i) The facility must meet the appli-
cable provisions of the 2000 edition of 
the Life Safety Code of the National 
Fire Protection Association. The Di-
rector of the Office of the Federal Reg-
ister has approved the NFPA 101 2000 
edition of the Life Safety Code, issued 
January 14, 2000, for incorporation by 
reference in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51. A copy of the 
Code is available for inspection at the 
CMS Information Resource Center, 7500 
Security Boulevard, Baltimore, MD or 
at the National Archives and Records 
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202–741–6030, or go 
to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. Copies may be ob-
tained from the National Fire Protec-
tion Association, 1 Batterymarch Park, 
Quincy, MA 02269. If any changes in 
this edition of the Code are incor-
porated by reference, CMS will publish 
notice in the FEDERAL REGISTER to an-
nounce the changes. 

(ii) Chapter 19.3.6.3.2, exception num-
ber 2 of the adopted edition of the LSC 
does not apply to long-term care facili-
ties. 

(2) After consideration of State sur-
vey agency findings, CMS may waive 
specific provisions of the Life Safety 
ode which, if rigidly applied, would re-
sult in unreasonable hardship upon the 
facility, but only if the waiver does not 
adversely affect the health and safety 
of the patients. 

(3) The provisions of the Life safety 
Code do not apply in a State where 
CMS finds, in accordance with applica-
ble provisions of sections 
1819(d)(2)(B)(ii) and 1919(d)(2)(B)(ii) of 
the Act, that a fire and safety code im-
posed by State law adequately protects 
patients, residents and personnel in 
long term care facilities. 

(4) Beginning March 13, 2006, a long- 
term care facility must be in compli-
ance with Chapter 19.2.9, Emergency 
Lighting. 

(5) Beginning March 13, 2006, Chapter 
19.3.6.3.2, exception number 2 does not 
apply to long-term care facilities. 

(6) Notwithstanding any provisions of 
the 2000 edition of the Life Safety Code 
to the contrary, a long-term care facil-
ity may install alcohol-based hand rub 
dispensers in its facility if— 

(i) Use of alcohol-based hand rub dis-
pensers does not conflict with any 
State or local codes that prohibit or 
otherwise restrict the placement of al-
cohol-based hand rub dispensers in 
health care facilities; 

(ii) The dispensers are installed in a 
manner that minimizes leaks and spills 
that could lead to falls; 

(iii) The dispensers are installed in a 
manner that adequately protects 
against access by vulnerable popu-
lations; and 

(iv) The dispensers are installed in 
accordance with chapter 18.3.2.7 or 
chapter 19.3.2.7 of the 2000 edition of 
the Life Safety Code, as amended by 
NFPA Temporary Interim Amendment 
00–1(101), issued by the Standards Coun-
cil of the National Fire Protection As-
sociation on April 15, 2004. The Direc-
tor of the Office of the Federal Register 
has approved NFPA Temporary In-
terim Amendment 00–1(101) for incorpo-
ration by reference in accordance with 
5 U.S.C. 552(a) and 1 CFR part 51. A 
copy of the amendment is available for 
inspection at the CMS Information Re-
source Center, 7500 Security Boulevard, 
Baltimore, MD and at the Office of the 
Federal Register, 800 North Capitol 
Street NW., Suite 700, Washington, DC. 
Copies may be obtained from the Na-
tional Fire Protection Association, 1 
Batterymarch Park, Quincy, MA 02269. 
If any additional changes are made to 
this amendment, CMS will publish no-
tice in the FEDERAL REGISTER to an-
nounce the changes. 

(7) A long-term care facility must: 
(i) Install battery-operated smoke de-

tectors in resident sleeping rooms and 
public areas by May 24, 2006. 

(ii) Have a program for testing, main-
tenance, and battery replacement to 
ensure the reliability of the smoke de-
tectors. 

(iii) Exception: 
(A) The facility has a hard-wired AC 

smoke detection system in patient 
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rooms and public areas that is in-
stalled, tested, and maintained in ac-
cordance with NFPA 72, National Fire 
Alarm Code, for hard-wired AC systems; 
or 

(B) The facility has a sprinkler sys-
tem throughout that is installed, test-
ed, and maintained in accordance with 
NFPA 13, Automatic Sprinklers. 

(b) Emergency power. (1) An emer-
gency electrical power system must 
supply power adequate at least for 
lighting all entrances and exits; equip-
ment to maintain the fire detection, 
alarm, and extinguishing systems; and 
life support systems in the event the 
normal electrical supply is interrupted. 

(2) When life support systems are 
used, the facility must provide emer-
gency electrical power with an emer-
gency generator (as defined in NFPA 
99, Health Care Facilities) that is lo-
cated on the premises. 

(c) Space and equipment. The facility 
must— 

(1) Provide sufficient space and 
equipment in dining, health services, 
recreation, and program areas to en-
able staff to provide residents with 
needed services as required by these 
standards and as identified in each 
resident’s plan of care; and 

(2) Maintain all essential mechanical, 
electrical, and patient care equipment 
in safe operating condition. 

(d) Resident rooms. Resident rooms 
must be designed and equipped for ade-
quate nursing care, comfort, and pri-
vacy of residents. 

(1) Bedrooms must— 
(i) Accommodate no more than four 

residents; 
(ii) Measure at least 80 square feet 

per resident in multiple resident bed-
rooms, and at least 100 square feet in 
single resident rooms; 

(iii) Have direct access to an exit cor-
ridor; 

(iv) Be designed or equipped to assure 
full visual privacy for each resident; 

(v) In facilities initially certified 
after March 31, 1992, except in private 
rooms, each bed must have ceiling sus-
pended curtains, which extend around 
the bed to provide total visual privacy 
in combination with adjacent walls and 
curtains; 

(vi) Have at least one window to the 
outside; and 

(vii) Have a floor at or above grade 
level. 

(2) The facility must provide each 
resident with— 

(i) A separate bed of proper size and 
height for the convenience of the resi-
dent; 

(ii) A clean, comfortable mattress; 
(iii) Bedding appropriate to the 

weather and climate; and 
(iv) Functional furniture appropriate 

to the resident’s needs, and individual 
closet space in the resident’s bedroom 
with clothes racks and shelves acces-
sible to the resident. 

(3) CMS, or in the case of a nursing 
facility the survey agency, may permit 
variations in requirements specified in 
paragraphs (d)(1) (i) and (ii) of this sec-
tion relating to rooms in individual 
cases when the facility demonstrates in 
writing that the variations— 

(i) Are in accordance with the special 
needs of the residents; and 

(ii) Will not adversely affect resi-
dents’ health and safety. 

(e) Toilet facilities. Each resident 
room must be equipped with or located 
near toilet and bathing facilities. 

(f) Resident call system. The nurse’s 
station must be equipped to receive 
resident calls through a communica-
tion system from— 

(1) Resident rooms; and 
(2) Toilet and bathing facilities. 
(g) Dining and resident activities. The 

facility must provide one or more 
rooms designated for resident dining 
and activities. These rooms must— 

(1) Be well lighted; 
(2) Be well ventilated, with non-

smoking areas identified; 
(3) Be adequately furnished; and 
(4) Have sufficient space to accommo-

date all activities. 
(h) Other environmental conditions. 

The facility must provide a safe, func-
tional, sanitary, and comfortable envi-
ronment for the residents, staff and the 
public. The facility must— 

(1) Establish procedures to ensure 
that water is available to essential 
areas when there is a loss of normal 
water supply; 

(2) Have adequate outside ventilation 
by means of windows, or mechanical 
ventilation, or a combination of the 
two; 
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(3) Equip corridors with firmly se-
cured handrails on each side; and 

(4) Maintain an effective pest control 
program so that the facility is free of 
pests and rodents. 

[56 FR 48876, Sept. 26, 1991, as amended at 57 
FR 43925, Sept. 23, 1992; 68 FR 1386, Jan. 10, 
2003; 69 FR 49268, Aug. 11, 2004; 70 FR 15238, 
Mar. 25, 2005] 

§ 483.75 Administration. 

A facility must be administered in a 
manner that enables it to use its re-
sources effectively and efficiently to 
attain or maintain the highest prac-
ticable physical, mental, and psycho-
social well-being of each resident. 

(a) Licensure. A facility must be li-
censed under applicable State and local 
law. 

(b) Compliance with Federal, State, and 
local laws and professional standards. 
The facility must operate and provide 
services in compliance with all applica-
ble Federal, State, and local laws, reg-
ulations, and codes, and with accepted 
professional standards and principles 
that apply to professionals providing 
services in such a facility. 

(c) Relationship to other HHS regula-
tions. In addition to compliance with 
the regulations set forth in this sub-
part, facilities are obliged to meet the 
applicable provisions of other HHS reg-
ulations, including but not limited to 
those pertaining to nondiscrimination 
on the basis of race, color, or national 
origin (45 CFR part 80); nondiscrimina-
tion on the basis of handicap (45 CFR 
part 84); nondiscrimination on the 
basis of age (45 CFR part 91); protection 
of human subjects of research (45 CFR 
part 46); and fraud and abuse (42 CFR 
part 455). Although these regulations 
are not in themselves considered re-
quirements under this part, their viola-
tion may result in the termination or 
suspension of, or the refusal to grant or 
continue payment with Federal funds. 

(d) Governing body. (1) The facility 
must have a governing body, or des-
ignated persons functioning as a gov-
erning body, that is legally responsible 
for establishing and implementing poli-
cies regarding the management and op-
eration of the facility; and 

(2) The governing body appoints the 
administrator who is— 

(i) Licensed by the State where li-
censing is required; and 

(ii) Responsible for management of 
the facility. 

(e) Required training of nursing aides— 
(1) Definitions. 

Licensed health professional means a 
physician; physician assistant; nurse 
practitioner; physical, speech, or occu-
pational therapist; physical or occupa-
tional therapy assistant; registered 
professional nurse; licensed practical 
nurse; or licensed or certified social 
worker. 

Nurse aide means any individual pro-
viding nursing or nursing-related serv-
ices to residents in a facility who is not 
a licensed health professional, a reg-
istered dietitian, or someone who vol-
unteers to provide such services with-
out pay. Nurse aides do not include 
those individuals who furnish services 
to residents only as paid feeding assist-
ants as defined in § 488.301 of this chap-
ter. 

(2) General rule. A facility must not 
use any individual working in the facil-
ity as a nurse aide for more than 4 
months, on a full-time basis, unless: 

(i) That individual is competent to 
provide nursing and nursing related 
services; and 

(ii)(A) That individual has completed 
a training and competency evaluation 
program, or a competency evaluation 
program approved by the State as 
meeting the requirements of §§ 483.151– 
483.154 of this part; or 

(B) That individual has been deemed 
or determined competent as provided 
in § 483.150 (a) and (b). 

(3) Non-permanent employees. A facil-
ity must not use on a temporary, per 
diem, leased, or any basis other than a 
permanent employee any individual 
who does not meet the requirements in 
paragraphs (e)(2) (i) and (ii) of this sec-
tion. 

(4) Competency. A facility must not 
use any individual who has worked less 
than 4 months as a nurse aide in that 
facility unless the individual— 

(i) Is a full-time employee in a State- 
approved training and competency 
evaluation program; 

(ii) Has demonstrated competence 
through satisfactory participation in a 
State-approved nurse aide training and 
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