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treatment of mental and substance use 
disorders. 

(a) The facility must have sufficient 
staff who provide direct services to 
residents with the appropriate com-
petencies and skills sets to provide 
nursing and related services to assure 
resident safety and attain or maintain 
the highest practicable physical, men-
tal and psychosocial well-being of each 
resident, as determined by resident as-
sessments and individual plans of care 
and considering the number, acuity 
and diagnoses of the facility’s resident 
population in accordance with 
§ 483.70(e). These competencies and 
skills sets include, but are not limited 
to, knowledge of and appropriate train-
ing and supervision for: 

(1) Caring for residents with mental 
and psychosocial disorders, as well as 
residents with a history of trauma and/ 
or post-traumatic stress disorder, that 
have been identified in the facility as-
sessment conducted pursuant to 
§ 483.70(e), and 

(2) Implementing non-pharma-
cological interventions. 

(b) Based on the comprehensive as-
sessment of a resident, the facility 
must ensure that— 

(1) A resident who displays or is diag-
nosed with mental disorder or psycho-
social adjustment difficulty, or who 
has a history of trauma and/or post- 
traumatic stress disorder, receives ap-
propriate treatment and services to 
correct the assessed problem or to at-
tain the highest practicable mental 
and psychosocial well-being; 

(2) A resident whose assessment did 
not reveal or who does not have a diag-
nosis of a mental or psychosocial ad-
justment difficulty or a documented 
history of trauma and/or post-trau-
matic stress disorder does not display a 
pattern of decreased social interaction 
and/or increased withdrawn, angry, or 
depressive behaviors, unless the resi-
dent’s clinical condition demonstrates 
that development of such a pattern was 
unavoidable; and 

(3) A resident who displays or is diag-
nosed with dementia, receives the ap-
propriate treatment and services to at-
tain or maintain his or her highest 
practicable physical, mental, and psy-
chosocial well-being. 

(c) If rehabilitative services such as 
but not limited to physical therapy, 
speech-language pathology, occupa-
tional therapy, and rehabilitative serv-
ices for mental disorders and intellec-
tual disability, are required in the resi-
dent’s comprehensive plan of care, the 
facility must— 

(1) Provide the required services, in-
cluding specialized rehabilitation serv-
ices as required in § 483.65; or 

(2) Obtain the required services from 
an outside resource (in accordance with 
§ 483.70(g) of this part) from a Medicare 
and/or Medicaid provider of specialized 
rehabilitative services. 

(d) The facility must provide medi-
cally-related social services to attain 
or maintain the highest practicable 
physical, mental and psychosocial 
well-being of each resident. 

[81 FR 68862, Oct. 4, 2016] 

§ 483.45 Pharmacy services. 

The facility must provide routine and 
emergency drugs and biologicals to its 
residents, or obtain them under an 
agreement described in § 483.70(g). The 
facility may permit unlicensed per-
sonnel to administer drugs if State law 
permits, but only under the general su-
pervision 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) This review must include a review 
of the resident’s medical chart. 
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(3) A psychotropic drug is any drug 
that affects brain activities associated 
with mental processes and behavior. 
These drugs include, but are not lim-
ited to, drugs in the following cat-
egories: 

(i) Anti-psychotic; 
(ii) Anti-depressant; 
(iii) Anti-anxiety; and 
(iv) Hypnotic. 
(4) The pharmacist must report any 

irregularities to the attending physi-
cian and the facility’s medical director 
and director of nursing, and these re-
ports must be acted upon. 

(i) Irregularities include, but are not 
limited to, any drug that meets the cri-
teria set forth in paragraph (d) of this 
section for an unnecessary drug. 

(ii) Any irregularities noted by the 
pharmacist during this review must be 
documented on a separate, written re-
port that is sent to the attending phy-
sician and the facility’s medical direc-
tor and director of nursing and lists, at 
a minimum, the resident’s name, the 
relevant drug, and the irregularity the 
pharmacist identified. 

(iii) The attending physician must 
document in the resident’s medical 
record that the identified irregularity 
has been reviewed and what, if any, ac-
tion has been taken to address it. If 
there is to be no change in the medica-
tion, the attending physician should 
document his or her rationale in the 
resident’s medical record. 

(5) The facility must develop and 
maintain policies and procedures for 
the monthly drug regimen review that 
include, but are not limited to, time 
frames for the different steps in the 
process and steps the pharmacist must 
take when he or she identifies an irreg-
ularity that requires urgent action to 
protect the resident. 

(d) Unnecessary drugs—General. Each 
resident’s drug regimen must be free 
from unnecessary drugs. An unneces-
sary drug is any drug when used— 

(1) In excessive dose (including dupli-
cate drug therapy); or 

(2) For excessive duration; or 
(3) Without adequate monitoring; or 
(4) Without adequate indications for 

its use; or 
(5) In the presence of adverse con-

sequences which indicate the dose 
should be reduced or discontinued; or 

(6) Any combinations of the reasons 

stated in paragraphs (d)(1) through (5) 

of this section. 

(e) Psychotropic drugs. Based on a 

comprehensive assessment of a resi-

dent, the facility must ensure that— 

(1) Residents who have not used psy-

chotropic drugs are not given these 

drugs unless the medication is nec-

essary to treat a specific condition as 

diagnosed and documented in the clin-

ical record; 

(2) Residents who use psychotropic 

drugs receive gradual dose reductions, 

and behavioral interventions, unless 

clinically contraindicated, in an effort 

to discontinue these drugs; 

(3) Residents do not receive psycho-

tropic drugs pursuant to a PRN order 

unless that medication is necessary to 

treat a diagnosed specific condition 

that is documented in the clinical 

record; and 

(4) PRN orders for psychotropic drugs 

are limited to 14 days. Except as pro-

vided in § 483.45(e)(5), if the attending 

physician or prescribing practitioner 

believes that it is appropriate for the 

PRN order to be extended beyond 14 

days, he or she should document their 

rationale in the resident’s medical 

record and indicate the duration for 

the PRN order. 

(5) PRN orders for anti-psychotic 

drugs are limited to 14 days and cannot 

be renewed unless the attending physi-

cian or prescribing practitioner evalu-

ates the resident for the appropriate-

ness of that medication. 

(f) Medication errors. The facility 

must ensure that its— 

(1) Medication error rates are not 5 

percent or greater; and 

(2) Residents are free of any signifi-

cant medication errors. 

(g) 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. 

(h) Storage of drugs and biologicals. (1) 

In accordance with State and Federal 

laws, the facility must store all drugs 
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and biologicals in locked compart-
ments under proper temperature con-
trols, and permit only authorized per-
sonnel 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. Redesignated and 
amended at 81 FR 68861, 68863, Oct. 4, 2016; 82 
FR 32259, July 13, 2017] 

§ 483.50 Laboratory, radiology, and 
other diagnostic services. 

(a) Laboratory services. (1) The facility 
must provide or obtain laboratory serv-
ices to meet the needs of its residents. 
The facility is responsible for the qual-
ity and timeliness of the services. 

(i) If the facility provides its own lab-
oratory services, the services must 
meet the applicable requirements for 
laboratories specified in part 493 of this 
chapter. 

(ii) If the facility provides blood bank 
and transfusion services, it must meet 
the applicable requirements for labora-
tories specified in part 493 of this chap-
ter. 

(iii) If the laboratory chooses to refer 
specimens for testing to another lab-
oratory, the referral laboratory must 
be certified in the appropriate special-
ties and subspecialties of services in 
accordance with the requirements of 
part 493 of this chapter. 

(iv) If the facility does not provide 
laboratory services on site, it must 
have an agreement to obtain these 
services from a laboratory that meets 
the applicable requirements of part 493 
of this chapter. 

(2) The facility must: 
(i) Provide or obtain laboratory serv-

ices only when ordered by a physician; 
physician assistant; nurse practitioner 
or clinical nurse specialist in accord-
ance with State law, including scope of 
practice laws. 

(ii) Promptly notify the ordering 
physician, physician assistant, nurse 

practitioner, or clinical nurse spe-
cialist of laboratory results that fall 
outside of clinical reference ranges in 
accordance with facility policies and 
procedures for notification of a practi-
tioner or per the ordering physician’s 
orders. 

(iii) Assist the resident in making 
transportation arrangements to and 
from the source of service, if the resi-
dent needs assistance; and 

(iv) File in the resident’s clinical 
record laboratory reports that are 
dated and contain the name and ad-
dress of the testing laboratory. 

(b) Radiology and other diagnostic serv-
ices. (1) The facility must provide or ob-
tain radiology and other diagnostic 
services to meet the needs of its resi-
dents. The facility is responsible for 
the quality and timeliness of the serv-
ices. 

(i) If the facility provides its own di-
agnostic services, the services must 
meet the applicable conditions of par-
ticipation for hospitals contained in 
§ 482.26 of this subchapter. 

(ii) If the facility does not provide its 
own diagnostic services, it must have 
an agreement to obtain these services 
from a provider or supplier that is ap-
proved to provide these services under 
Medicare. 

(2) The facility must: 

(i) Provide or obtain radiology and 
other diagnostic services only when or-
dered by a physician; physician assist-
ant; nurse practitioner or clinical 
nurse specialist in accordance with 
State law, including scope of practice 
laws. 

(ii) Promptly notify the ordering 
physician, physician assistant, nurse 
practitioner, or clinical nurse spe-
cialist of results that fall outside of 
clinical reference ranges in accordance 
with facility policies and procedures 
for notification of a practitioner or per 
the ordering physician’s orders. 

(iii) Assist the resident in making 
transportation arrangements to and 
from the source of service, if the resi-
dent needs assistance; and 

(iv) File in the resident’s clinical 
record signed and dated reports of x- 
ray and other diagnostic services. 

[81 FR 68863, Oct. 4, 2016, as amended at 82 FR 
32259, July 13, 2017] 
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