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(1) The agreement is made effective
on the first day of the next Medicare
cost reporting period of the hospital
that operates the ASC; and

(2) The ASC participates and is paid
only as an ASC, without the option of
converting to or being paid as a hos-
pital outpatient department, unless
CMS determines there is good cause to
do otherwise.

(3) Costs for the ASC are treated as a
non-reimbursable cost center on the
hopsital’s cost report.

(g) Additional provisions. The agree-
ment may contain any additional pro-
visions that CMS finds necessary or de-
sirable for the efficient and effective
administration of the Medicare pro-
gram.

[47 FR 34094, Aug. 5, 1982, as amended at 51
FR 41351, Nov. 14, 1986; 56 FR 8844, Mar. 1,
1991]

§416.35 Termination of agreement.

(a) Termination by the ASC—(1) Notice
to CMS. An ASC that wishes to termi-
nate its agreement must send CMS
written notice of its intent.

(2) Date of termination. The notice
may state the intended date of termi-
nation which must be the first day of a
calendar month.

(i) If the notice does not specify a
date, or the date is not acceptable to
CMS, CMS may set a date that will not
be more than 6 months from the date
on the ASC’s notice of intent.

(ii) CMS may accept a termination
date that is less than 6 months after
the date on the ASC’s notice if it deter-
mines that to do so would not unduly
disrupt services to the community or
otherwise interfere with the effective
and efficient administration of the
Medicare program.

(3) Voluntary termination. If an ASC
ceases to furnish services to the com-
munity, that shall be deemed to be a
voluntary termination of the agree-
ment by the ASC, effective on the last
day of business with Medicare bene-
ficiaries.

(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
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(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.

§416.41 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
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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
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.
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(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
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
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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 otherwise provided in this sec-
tion, the ASC must meet the provisions
applicable to Ambulatory Health Care
Centers of the 2000 edition of the Life
Safety Code of the National Fire Pro-
tection Association, regardless of the
number of patients served. The Direc-
tor of the Office of the Federal Register
has approved the NFPA 101® 2000 edi-
tion of the Life Safety Code, issued
January 14, 2000, for incorporation by
reference in accordance with 5 U.S.C.
5562(a) and 1 CFR part 51. A copy of the
Code is available for inspection at the
CMS Information Resource Center, 7500
Security Boulevard, Baltimore, MD
and at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or
go to: http://www.archives.gov/
federal register/
code of federal regulations/
ibr _locations.html. Copies may be ob-
tained from the National Fire Protec-
tion Association, 1 Batterymarch Park,
Quincy, MA 02269. If any changes in
this edition of the Code are incor-
porated by reference, CMS will publish
notice in the FEDERAL REGISTER to an-
nounce the changes.

(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) 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 must be in compliance
with Chapter 21.2.9.1, Emergency
Lighting, beginning on March 13, 2006.
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(5) Notwithstanding any provisions of
the 2000 edition of the Life Safety Code
to the contrary, an ASC may place al-
cohol-based hand rub dispensers in its
facility if—

(i) Use of alcohol-based hand rub dis-
pensers does not conflict with any
State or local codes that prohibit or
otherwise restrict the placement of al-
cohol-based hand rub dispensers in
health care facilities;

(ii) The dispensers are installed in a
manner that minimizes leaks and spills
that could lead to falls;

(iii) The dispensers are installed in a
manner that adequately protects
against access by vulnerable popu-
lations; and

(iv) The dispensers are installed in
accordance with the following provi-
sions:

(A) Where dispensers are installed in
a corridor, the corridor shall have a
minimum width of 6 ft (1.8m);

(B) The maximum individual dis-
penser fluid capacity shall be:

(I) 0.3 gallons (1.2 liters) for dis-
pensers in rooms, corridors, and areas
open to corridors.

(2) 0.5 gallons (2.0 liters) for dis-
pensers in suites of rooms;

(C) The dispensers shall have a min-
imum horizontal spacing of 4 ft (1.2m)
from each other;

(D) Not more than an aggregate 10
gallons (37.8 liters) of ABHR solution
shall be in use in a single smoke com-
partment outside of a storage cabinet;

(E) Storage of quantities greater
than 5 gallons (18.9 liters) in a single
smoke compartment shall meet the re-
quirements of NFPA 30, Flammable and
Combustible Liquids Code;

(F) The dispensers shall not be in-
stalled over or directly adjacent to an
ignition source; and

(G) In locations with carpeted floor
coverings, dispensers installed directly
over carpeted surfaces shall be per-
mitted only in sprinklered smoke com-
partments.

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

(1) Emergency call system.

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

(4) Cardiac defibrillator.

(5) Cardiac monitoring equipment.

(6) Tracheostomy set.

(7) Laryngoscopes and endotracheal
tubes.

(8) Suction equipment.

(9) Emergency medical equipment
and supplies specified by the medical
staff.

(d) Standard: Emergency personnel.
Personnel trained in the use of emer-
gency equipment and in
cardiopulmonary resuscitation must be
available whenever there is a patient in
the ASC.

[47 FR 34094, Aug. 5, 1982, amended at 53 FR
11508, Apr. 7, 1988; 54 FR 4026, Jan. 27, 1989; 68
FR 1385, Jan. 10, 2003; 69 FR 18803, Apr. 9,
2004; 70 FR 15237, Mar. 25, 2005]

EFFECTIVE DATE NOTE: At 71 FR 55339,
Sept. 22, 2006, §416.44 was amended by revis-
ing paragraphs, (b)(5)(iii) and (iv)(F) and (G)
and by adding paragraph (b)(5)(v), effective
October 23, 2006. For the convenience of the
user, the revised and added text is set forth
as follows:

§416.44 Conditions for coverage-Environ-
ment.

*

(b) * % %

(5) * % %

(iii) The dispensers are installed in a man-
ner that adequately protects against inap-
propriate access;

(iv) * * *

(F) The dispensers shall not be installed
over or directly adjacent to an ignition
source;

(G) In locations with carpeted floor cov-
erings, dispensers installed directly over car-
peted surfaces shall be permitted only in
sprinklered smoke compartments; and

(v) The dispensers are maintained in ac-
cordance with dispenser manufacturer guide-
lines.

* * *

* *

§416.45 Condition for coverage—Med-
ical staff.

The medical staff of the ASC must be
accountable to the governing body.

(a) Standard: Membership and clinical
privileges. Members of the medical staff
must be legally and professionally
qualified for the positions to which
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they are appointed and for the perform-
ance of privileges granted. The ASC
grants privileges in accordance with
recommendations from qualified med-
ical personnel.

(b) Standard: Reappraisals. Medical
staff privileges must be periodically re-
appraised by the ASC. The scope of pro-
cedures performed in the ASC must be
periodically reviewed and amended as
appropriate.

(¢c) Standard: Other practitioners. If the
ASC assigns patient care responsibil-
ities to practitioners other than physi-
cians, it must have established policies
and procedures, approved by the gov-
erning body, for overseeing and evalu-
ating their clinical activities.

§416.46 Condition for coverage—Nurs-
ing services.

The nursing services of the ASC must
be directed and staffed to assure that
the nursing needs of all patients are
met.

(a) Standard: Organization and staff-
ing. Patient care responsibilities must
be delineated for all nursing service
personnel. Nursing services must be
provided in accordance with recognized
standards of practice. There must be a
registered nurse available for emer-
gency treatment whenever there is a
patient in the ASC.

(b) [Reserved]

§416.47 Condition for coverage—Med-
ical records.

The ASC must maintain complete,
comprehensive, and accurate medical
records to ensure adequate patient
care.

(a) Standard: Organization. The ASC
must develop and maintain a system
for the proper collection, storage, and
use of patient records.

(b) Standard: Form and content of
record. The ASC must maintain a med-
ical record for each patient. Every
record must be accurate, legible, and
promptly completed. Medical records
must include at least the following:

(1) Patient identification.

(2) Significant medical history and
results of physical examination.

(3) Pre-operative diagnostic studies
(entered before surgery), if performed.
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(4) Findings and techniques of the op-
eration, including a pathologist’s re-
port on all tissues removed during sur-
gery, except those exempted by the
governing body.

(5) Any allergies and abnormal drug
reactions.

(6) Entries related to anesthesia ad-
ministration.

(7) Documentation of properly exe-
cuted informed patient consent.

(8) Discharge diagnosis.

§416.48 Condition for coverage—Phar-
maceutical services.

The ASC must provide drugs and
biologicals in a safe and effective man-
ner, in accordance with accepted pro-
fessional practice, and under the direc-
tion of an individual designated respon-
sible for pharmaceutical services.

(a) Standard: Administration of drugs.
Drugs must be prepared and adminis-
tered according to established policies
and acceptable standards of practice.

(1) Adverse reactions must be re-
ported to the physician responsible for
the patient and must be documented in
the record.

(2) Blood and blood products must be
administered by only physicians or reg-
istered nurses.

(3) Orders given orally for drugs and
biologicals must be followed by a writ-
ten order, signed by the prescribing
physician.

(b) [Reserved]

§416.49 Condition for coverage—Lab-
oratory and radiologic services.

If the ASC performs laboratory serv-
ices, it must meet the requirements of
part 493 of this chapter. If the ASC does
not provide its own laboratory serv-
ices, it must have procedures for ob-
taining routine and emergency labora-
tory services from a certified labora-
tory in accordance with part 493 of this
chapter. The referral laboratory must
be certified in the appropriate special-
ties and subspecialties of service to
perform the referred tests in accord-
ance with the requirements of part 493
of this chapter. The ASC must have
procedures for obtaining radiologic
services from a Medicare approved fa-
cility to meet the needs of patients.

[67 FR 7135, Feb. 28, 1992]
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Subpart D—Scope of Benefits

§416.60 General rules.

(a) The services payable under this
part are facility services furnished to
Medicare beneficiaries, by a partici-
pating facility, in connection with cov-
ered surgical procedures specified in
§416.65.

(b) The surgical procedures, including
all preoperative and post-operative
services that are performed by a physi-
cian, are covered as physician services
under part 410 of this chapter.

[56 FR 8844, Mar. 1, 1991]

§416.61 Scope of facility services.

(a) Included services. Facility services
include, but are not limited to—

(1) Nursing, technician, and related
services;

(2) Use of the facilities where the sur-
gical procedures are performed;

(3) Drugs, biologicals, surgical
dressings, supplies, splints, casts, and
appliances and equipment directly re-
lated to the provision of surgical proce-
dures;

(4) Diagnostic or therapeutic services
or items directly related to the provi-
sion of a surgical procedure;

(5) Administrative, recordkeeping
and housekeeping items and services;
and

(6) Materials for anesthesia.

(7) Intra-ocular lenses (IOLs).

(8) Supervision of the services of an
anesthetist by the operating surgeon.

(b) Excluded services. Facility services
do not include items and services for
which payment may be made under
other provisions of part 405 of this
chapter, such as physicians’ services,
laboratory, X-ray or diagnostic proce-
dures (other than those directly related
to performance of the surgical proce-
dure), prosthetic devices (except IOLs),
ambulance services, leg, arm, back and
neck braces, artificial limbs, and dura-
ble medical equipment for use in the
patient’s home. In addition, they do
not include anesthetist services fur-
nished on or after January 1, 1989.

[66 FR 8844, Mar. 1, 1991, as amended at 57 FR
33899, July 31, 1992]
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