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§416.42 Condition for coverage—Sur-
gical services.

Surgical procedures must be per-
formed in a safe manner by qualified
physicians who have been granted clin-
ical privileges by the governing body of
the ASC in accordance with approved
policies and procedures of the ASC.

(a) Standard: Anesthetic risk and eval-
uation. (1) Immediately before sur-
gery—

(i) A physician must examine the pa-
tient to evaluate the risk of the proce-
dure to be performed; and

(ii) A physician or anesthetist as de-
fined at §410.69(b) of this chapter must
examine the patient to evaluate the
risk of anesthesia.

(2) Before discharge from the ASC,
each patient must be evaluated by a
physician or by an anesthetist as de-
fined at §410.69(b) of this chapter, in ac-
cordance with applicable State health
and safety laws, standards of practice,
and ASC policy, for proper anesthesia
recovery.

(b) Standard: Administration of anes-
thesia. Anesthetics must be adminis-
tered by only—

(1) A qualified anesthesiologist; or

(2) A physician qualified to admin-
ister anesthesia, a certified registered
nurse anesthetist (CRNA), or an anes-
thesiologist’s assistant as defined in
§410.69(b) of this chapter, or a super-
vised trainee in an approved edu-
cational program. In those cases in
which a non-physician administers the
anesthesia, unless exempted in accord-
ance with paragraph (c) of this section,
the anesthetist must be under the su-
pervision of the operating physician,
and in the case of an anesthesiologist’s
assistant, under the supervision of an
anesthesiologist.

(c) Standard: State exemption. (1) An
ASC may be exempted from the re-
quirement for physician supervision of
CRNAs as described in paragraph (b)(2)
of this section, if the State in which
the ASC 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 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-
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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.

[67 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.
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(ii) Consider incidence,
and severity of problems
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,
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]

prevalence,
in those

and

§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.

(a) Standard: Physical environment.
The ASC must provide a functional and
sanitary environment for the provision
of surgical services.

(1) Each operating room must be de-
signed and equipped so that the types
of surgery conducted can be performed

42 CFR Ch. IV (10-1-24 Edition)

in a manner that protects the lives and
assures the physical safety of all indi-
viduals in the area.

(2) The ASC must have a separate re-
covery room and waiting area.

(b) Standard: Safety from fire. (1) Ex-
cept as otherwise provided in this sec-
tion, the ASC must meet the provisions
applicable to Ambulatory Health Care
Occupancies, regardless of the number
of patients served, 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).

(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 an ASC, but only if
the waiver will not adversely affect the
health and safety of the patients.

(3) The provisions of the Life Safety
Code do not apply in a State if CMS
finds that a fire and safety code im-
posed by State law adequately protects
patients in an ASC.

(4) An ASC may place alcohol-based
hand rub dispensers in its facility if the
dispensers are installed in a manner
that adequately protects against inap-
propriate access.

(5) When a sprinkler system is shut
down for more than 10 hours, the ASC
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) Beginning July 5, 2017, an ASC
must be in compliance with Chapter
21.3.2.1, Doors to hazardous areas.

(c) Standard: Building Safety. Except
as otherwise provided in this section,
the ASC must meet the applicable pro-
visions and must proceed in accordance
with the 2012 edition of the Health Care
Facilities Code (NFPA 99, and Ten-
tative 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 an ASC.
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