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Medicine and Nursing, requesting ex-
emption from physician supervision of 
CRNAs. The letter from the Governor 
must attest that he or she has con-
sulted with State Boards of Medicine 
and Nursing about issues related to ac-
cess to and the quality of anesthesia 
services in the State and has concluded 
that it is in the best interests of the 
State’s citizens to opt-out of the cur-
rent physician supervision require-
ment, and that the opt-out is con-
sistent with State law. 

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

[57 FR 33899, July 31, 1992, as amended at 66 
FR 56768, Nov. 13, 2001; 73 FR 68812, Nov. 18, 
2008; 79 FR 27153, May 12, 2014; 84 FR 63202, 
Nov. 15, 2019] 

§ 416.43 Conditions for coverage— 
Quality assessment and perform-
ance improvement. 

The ASC must develop, implement 
and maintain an ongoing, data-driven 
quality assessment and performance 
improvement (QAPI) program. 

(a) Standard: Program scope. (1) The 
program must include, but not be lim-
ited to, an ongoing program that dem-
onstrates measurable improvement in 
patient health outcomes, and improves 
patient safety by using quality indica-
tors or performance measures associ-
ated with improved health outcomes 
and by the identification and reduction 
of medical errors. 

(2) The ASC must measure, analyze, 
and track quality indicators, adverse 
patient events, infection control and 
other aspects of performance that in-
cludes care and services furnished in 
the ASC. 

(b) Standard: Program data. (1) The 
program must incorporate quality indi-
cator data, including patient care and 
other relevant data regarding services 
furnished in the ASC. 

(2) The ASC must use the data col-
lected to— 

(i) Monitor the effectiveness and 
safety of its services, and quality of its 
care. 

(ii) Identify opportunities that could 
lead to improvements and changes in 
its patient care. 

(c) Standard: Program activities. (1) 
The ASC must set priorities for its per-
formance improvement activities 
that— 

(i) Focus on high risk, high volume, 
and problem-prone areas. 

(ii) Consider incidence, prevalence, 
and severity of problems in those 
areas. 

(iii) Affect health outcomes, patient 
safety, and quality of care. 

(2) Performance improvement activi-
ties must track adverse patient events, 
examine their causes, implement im-
provements, and ensure that improve-
ments are sustained over time. 

(3) The ASC must implement preven-
tive strategies throughout the facility 
targeting adverse patient events and 
ensure that all staff are familiar with 
these strategies. 

(d) Standard: Performance improvement 
projects. (1) The number and scope of 
distinct improvement projects con-
ducted annually must reflect the scope 
and complexity of the ASC’s services 
and operations. 

(2) The ASC must document the 
projects that are being conducted. The 
documentation, at a minimum, must 
include the reason(s) for implementing 
the project, and a description of the 
project’s results. 

(e) Standard: Governing body respon-
sibilities. The governing body must en-
sure that the QAPI program— 

(1) Is defined, implemented, and 
maintained by the ASC. 

(2) Addresses the ASC’s priorities and 
that all improvements are evaluated 
for effectiveness. 

(3) Specifies data collection methods, 
frequency, and details. 

(4) Clearly establishes its expecta-
tions for safety. 

(5) Adequately allocates sufficient 
staff, time, information systems and 
training to implement the QAPI pro-
gram. 

[73 FR 68812, Nov. 18, 2008] 

§ 416.44 Condition for coverage—Envi-
ronment. 

The ASC must have a safe and sani-
tary environment, properly con-
structed, equipped, and maintained to 
protect the health and safety of pa-
tients. 
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