Centers for Medicare & Medicaid Services, HHS

(b) Termination by CMS—(1) Cause for
termination. CMS may terminate an
agreement if it determines that the
ASC—

(i) No longer meets the conditions for
coverage as specified under §416.26; or

(ii) Is not in substantial compliance
with the provisions of the agreement,
the requirements of this subpart, and
other applicable regulations of sub-
chapter B of this chapter, or any appli-
cable provisions of title XVIII of the
Act.

(2) Notice of termination. CMS sends
notice of termination to the ASC at
least 15 days before the effective date
stated in the notice.

(3) Appeal by the ASC. An ASC may
appeal the termination of its agree-
ment in accordance with the provisions
set forth in part 498 of this chapter.

(c) Effect of termination. Payment is
not available for ASC services fur-
nished on or after the effective date of
termination.

(d) Notice to the public. Prompt notice
of the date and effect of termination is
given to the public, through publica-
tion in local newspapers by—

(1) The ASC, after CMS has approved
or set a termination date; or

(2) CMS, when it has terminated the
agreement.

(e) Conditions for reinstatement after
termination of agreement by CMS. When
an agreement with an ASC is termi-
nated by CMS, the ASC may not file
another agreement to participate in
the Medicare program unless CMS—

(1) Finds that the reason for the ter-
mination of the prior agreement has
been removed; and

(2) Is assured that the reason for the
termination will not recur.

[47 FR 34094, Aug. 5, 1982, as amended at 52
FR 22454, June 12, 1987; 56 FR 8844, Mar. 1,
1991; 61 FR 40347, Aug. 2, 1996]

Subpart C—Specific Conditions for
Coverage

§416.40 Condition for coverage—Com-
pliance with State licensure law.

The ASC must comply with State li-
censure requirements.

§416.42

§416.41 Condition for coverage—Gov-
erning body and management.

The ASC must have a governing
body, that assumes full legal responsi-
bility for determining, implementing,
and monitoring policies governing the
ASC’s total operation and for ensuring
that these policies are administered so
as to provide quality health care in a
safe environment. When services are
provided through a contract with an
outside resource, the ASC must assure
that these services are provided in a
safe and effective manner. Standard:
Hospitalization. The ASC must have an
effective procedure for the immediate
transfer to a hospital, of patients re-
quiring emergency medical care be-
yond the capabilities of the ASC. This
hospital must be a local, Medicare par-
ticipating hospital or a local, non-
participating hospital that meets the
requirements for payment for emer-
gency services under §482.2 of this
chapter. The ASC must have a written
transfer agreement with such a hos-
pital, or all physicians performing sur-
gery in the ASC must have admitting
privileges at such a hospital.

[47 FR 34094, Aug. 5, 1982, as amended at 51
FR 22041, June 17, 1986]

§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. A physician must examine the
patient immediately before surgery to
evaluate the risk of anesthesia and of
the procedure to be performed. Before
discharge from the ASC, each patient
must be evaluated by a physician 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
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§416.43

which a non-physician administers the
anesthesia, unless exempted in accord-
ance with paragraph (d) 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: Discharge. All patients
are discharged in the company of a re-
sponsible adult, except those exempted
by the attending physician.

(d) 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-
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.]

§416.43 Condition for coverage—Eval-
uation of quality.

The ASC, with the active participa-
tion of the medical staff, must conduct
an ongoing, comprehensive self-assess-
ment of the quality of care provided,
including medical necessity of proce-
dures performed and appropriateness of
care, and use findings, when appro-
priate, in the revision of center policies
and consideration of clinical privileges.

§416.44 Condition for coverage—Envi-
ronment.

The ASC must have a safe and sani-
tary environment, properly con-
structed, equipped, and maintained to

42 CFR Ch. IV (10-1-02 Edition)

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
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.

(3) The ASC must establish a pro-
gram for identifying and preventing in-
fections, maintaining a sanitary envi-
ronment, and reporting the results to
appropriate authorities.

(b) Standard: Safety from fire. (1) Ex-
cept as provided in paragraphs (b) (2)
and (3) of this section, the ASC must
meet the provisions of the 1985 edition
of the Life Safety Code of the National
Fire Protection Association (which is
incorporated by reference)! that are ap-
plicable to ambulatory surgical cen-
ters.

(2) In consideration of a rec-
ommendation by the State survey
agency, CMS may waive, for periods
deemed appropriate, specific provisions
of the Life Safety Code which, if rig-
idly applied, 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) Any ASC that, on May 9, 1988,
complies with the requirements of the
1981 edition of the Life Safety Code,
with or without waivers, will be consid-
ered to be in compliance with this
standard, so long as the ASC continues
to remain in compliance with that edi-
tion of the Life Safety Code.

(c) Standard: Emergency equipment.
Emergency equipment available to the
operating rooms must include at least
the following:

(1) Emergency call system.

(2) Oxygen.

(3) Mechanical ventilatory assistance
equipment including airways, manual
breathing bag, and ventilator.

(4) Cardiac defibrillator.

(5) Cardiac monitoring equipment.

1See footnote to §405.1134(a) of this chap-

ter.
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