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(v) A certified registered nurse anes-
thetist (CRNA), as defined in § 410.69(b) 
of this chapter; 

(vi) An anesthesiologist’s assistant, 
as defined in § 410.69(b) of this chapter; 
or 

(vii) A supervised trainee in an ap-
proved educational program, as de-
scribed in § 413.85 or § 413.86 of this 
chapter. 

(2) In those cases in which a CRNA 
administers the anesthesia, the anes-
thetist must be under the supervision 
of the operating practitioner except as 
provided in paragraph (e) of this sec-
tion. An anesthesiologist’s assistant 
who administers anesthesia must be 
under the supervision of an anesthe-
siologist. 

(d) Discharge. All patients are dis-
charged in the company of a respon-
sible adult, except those exempted by 
the practitioner who performed the 
surgical procedure. 

(e) Standard: State exemption. (1) A 
CAH may be exempted from the re-
quirement for physician supervision of 
CRNAs as described in paragraph (c)(2) 
of this section, if the State in which 
the CAH is located submits a letter to 
CMS signed by the Governor, following 
consultation with the State’s Boards of 
Medicine and Nursing, requesting ex-
emption from physician supervision for 
CRNAs. The letter from the Governor 
must attest that he or she has con-
sulted with the State Boards of Medi-
cine and Nursing about issues related 
to access to and the quality of anes-
thesia services in the State and has 
concluded that it is in the best inter-
ests of the State’s citizens to opt-out of 
the current physician supervision re-
quirement, and that the opt-out is con-
sistent with State law. 

(2) The request for exemption and 
recognition of State laws and the with-
drawal of the request may be sub-
mitted at any time, and are effective 
upon submission. 

[60 FR 45851, Sept. 1, 1995, as amended at 62 
FR 46037, Aug. 29, 1997; 66 FR 39938, Aug. 1, 
2001; 66 FR 56769, Nov. 13, 2001; 77 FR 29076, 
May 16, 2012] 

§ 485.640 Condition of participation: 
Infection prevention and control 
and antibiotic stewardship pro-
grams. 

The CAH must have active facility- 
wide programs, for the surveillance, 
prevention, and control of HAIs and 
other infectious diseases and for the 
optimization of antibiotic use through 
stewardship. The programs must dem-
onstrate adherence to nationally recog-
nized infection prevention and control 
guidelines, as well as to best practices 
for improving antibiotic use where ap-
plicable, and for reducing the develop-
ment and transmission of HAIs and an-
tibiotic-resistant organisms. Infection 
prevention and control problems and 
antibiotic use issues identified in the 
programs must be addressed in coordi-
nation with the facility-wide quality 
assessment and performance improve-
ment (QAPI) program. 

(a) Standard: Infection prevention and 
control program organization and policies. 
The CAH must demonstrate that: 

(1) An individual (or individuals), 
who is qualified through education, 
training, experience, or certification in 
infection prevention and control, is ap-
pointed by the governing body, or re-
sponsible individual, as the infection 
preventionist(s)/infection control pro-
fessional(s) responsible for the infec-
tion prevention and control program 
and that the appointment is based on 
the recommendations of medical staff 
leadership and nursing leadership; 

(2) The infection prevention and con-
trol program, as documented in its 
policies and procedures, employs meth-
ods for preventing and controlling the 
transmission of infections within the 
CAH and between the CAH and other 
healthcare settings; 

(3) The infection prevention and con-
trol includes surveillance, prevention, 
and control of HAIs, including main-
taining a clean and sanitary environ-
ment to avoid sources and trans-
mission of infection, and that the pro-
gram also addresses any infection con-
trol issues identified by public health 
authorities; and 

(4) The infection prevention and con-
trol program reflects the scope and 
complexity of the CAH services pro-
vided. 
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(b) Standard: Antibiotic stewardship 
program organization and policies. The 
CAH must demonstrate that: 

(1) An individual (or individuals), 
who is qualified through education, 
training, or experience in infectious 
diseases and/or antibiotic stewardship, 
is appointed by the governing body, or 
responsible individual, as the leader(s) 
of the antibiotic stewardship program 
and that the appointment is based on 
the recommendations of medical staff 
leadership and pharmacy leadership; 

(2) The facility-wide antibiotic stew-
ardship program: 

(i) Demonstrates coordination among 
all components of the CAH responsible 
for antibiotic use and resistance, in-
cluding, but not limited to, the infec-
tion prevention and control program, 
the QAPI program, the medical staff, 
nursing services, and pharmacy serv-
ices; 

(ii) Documents the evidence-based 
use of antibiotics in all departments 
and services of the CAH; and 

(iii) Documents any improvements, 
including sustained improvements, in 
proper antibiotic use; 

(3) The antibiotic stewardship pro-
gram adheres to nationally recognized 
guidelines, as well as best practices, for 
improving antibiotic use; and 

(4) The antibiotic stewardship pro-
gram reflects the scope and complexity 
of the CAH services provided. 

(c) Standard: Leadership responsibil-
ities. (1) The governing body, or respon-
sible individual, must ensure all of the 
following: 

(i) Systems are in place and oper-
ational for the tracking of all infection 
surveillance, prevention and control, 
and antibiotic use activities, in order 
to demonstrate the implementation, 
success, and sustainability of such ac-
tivities. 

(ii) All HAIs and other infectious dis-
eases identified by the infection pre-
vention and control program as well as 
antibiotic use issues identified by the 
antibiotic stewardship program are ad-
dressed in collaboration with the 
CAH’s QAPI leadership. 

(2) The infection prevention and con-
trol professional(s) is responsible for: 

(i) The development and implementa-
tion of facility-wide infection surveil-
lance, prevention, and control policies 

and procedures that adhere to nation-
ally recognized guidelines. 

(ii) All documentation, written or 
electronic, of the infection prevention 
and control program and its surveil-
lance, prevention, and control activi-
ties. 

(iii) Communication and collabora-
tion with the CAH’s QAPI program on 
infection prevention and control issues. 

(iv) Competency-based training and 
education of CAH personnel and staff, 
including medical staff, and, as appli-
cable, personnel providing contracted 
services in the CAH, on the practical 
applications of infection prevention 
and control guidelines, policies and 
procedures. 

(v) The prevention and control of 
HAIs, including auditing of adherence 
to infection prevention and control 
policies and procedures by CAH per-
sonnel. 

(vi) Communication and collabora-
tion with the antibiotic stewardship 
program. 

(3) The leader(s) of the antibiotic 
stewardship program is responsible for: 

(i) The development and implementa-
tion of a facility-wide antibiotic stew-
ardship program, based on nationally 
recognized guidelines, to monitor and 
improve the use of antibiotics. 

(ii) All documentation, written or 
electronic, of antibiotic stewardship 
program activities. 

(iii) Communication and collabora-
tion with medical staff, nursing, and 
pharmacy leadership, as well as the 
CAH’s infection prevention and control 
and QAPI programs, on antibiotic use 
issues. 

(iv) Competency-based training and 
education of CAH personnel and staff, 
including medical staff, and, as appli-
cable, personnel providing contracted 
services in the CAHs, on the practical 
applications of antibiotic stewardship 
guidelines, policies, and procedures. 

(d) COVID–19 Reporting. During the 
Public Health Emergency, as defined in 
§ 400.200 of this chapter, the CAH must 
report information in accordance with 
a frequency as specified by the Sec-
retary on COVID–19 in a standardized 
format specified by the Secretary. 

[84 FR 51827, Sept. 30, 2019, as amended at 85 
FR 54873, Sept. 2, 2020] 
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