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new and existing staff, individuals pro-
viding on-site services under arrange-
ment, and volunteers, consistent with
their expected roles.

(ii) Provide emergency preparedness
training at least every 2 years.

(iii) Maintain documentation of all
emergency preparedness training.

(iv) Demonstrate staff knowledge of
emergency procedures.

(v) If the emergency preparedness
policies and procedures are signifi-
cantly updated, the ASC must conduct
training on the updated policies and
procedures.

(2) Testing. The ASC must conduct ex-
ercises to test the emergency plan at
least annually. The ASC must do the
following:

(i) Participate in a full-scale exercise
that is community-based every 2 years;
or

(A) When a community-based exer-
cise is not accessible, conduct a facil-
ity-based functional exercise every 2
years; or

(B) If the ASC experiences an actual
natural or man-made emergency that
requires activation of the emergency
plan, the ASC is exempt from engaging
in its next required community-based
or individual, facility-based functional
exercise following the onset of the
emergency event.

(ii) Conduct an additional exercise at
least every 2 years, opposite the year
the full-scale or functional exercise
under paragraph (d)(2)(i) of this section
is conducted, that may include, but is
not limited to the following:

(A) A second full-scale exercise that
is community-based, or an individual,
facility-based functional exercise; or

(B) A mock disaster drill; or

(C) A tabletop exercise or workshop
that is led by a facilitator and includes
a group discussion using a narrated,
clinically-relevant emergency scenario,
and a set of problem statements, di-
rected messages, or prepared questions
designed to challenge an emergency
plan.

(iii) Analyze the ASC’s response to
and maintain documentation of all
drills, tabletop exercises, and emer-
gency events and revise the ASC’s
emergency plan, as needed.

(e) Integrated healthcare systems. If an
ASC is part of a healthcare system con-

§416.60

sisting of multiple separately certified
healthcare facilities that elects to have
a unified and integrated emergency
preparedness program, the ASC may
choose to participate in the healthcare
system’s coordinated emergency bpre-
paredness program. If elected, the uni-
fied and integrated emergency pre-
paredness program must—

(1) Demonstrate that each separately
certified facility within the system ac-
tively participated in the development
of the unified and integrated emer-
gency preparedness program.

(2) Be developed and maintained in a
manner that takes into account each
separately certified facility’s unique
circumstances, patient populations,
and services offered.

(3) Demonstrate that each separately
certified facility is capable of actively
using the unified and integrated emer-
gency preparedness program and is in
compliance.

(4) Include a unified and integrated
emergency plan that meets the require-
ments of paragraphs (a)(2), (3), and (4)
of this section. The unified and inte-
grated emergency plan must also be
based on and include the following:

(i) A documented community-based
risk assessment, utilizing an all-haz-
ards approach.

(ii) A documented individual facility-
based risk assessment for each sepa-
rately certified facility within the
health system, utilizing an all-hazards
approach.

(5) Include integrated policies and
procedures that meet the requirements
set forth in paragraph (b) of this sec-
tion, a coordinated communication
plan and training and testing programs
that meet the requirements of para-
graphs (c) and (d) of this section, re-
spectively.

[81 FR 64022, Sept. 16, 2016, as amended at 84
FR 51814, Sept. 30, 2019]

Subpart D—Scope of Benefits for
Services Furnished Before
January 1, 2008

§416.60 General rules.

(a) The services payable under this
part are facility services furnished to
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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 (I0OLs).

(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]

§416.65

Effective for services furnished be-
fore January 1, 2008, covered surgical
procedures are those procedures that
meet the standards described in para-
graphs (a) and (b) of this section and
are included in the list published in ac-

Covered surgical procedures.

42 CFR Ch. IV (10-1-23 Edition)

cordance with paragraph (c) of this sec-
tion.

(a) General standards. Covered sur-
gical procedures are those surgical and
other medical procedures that—

(1) Are commonly performed on an
inpatient basis in hospitals, but may be
safely performed in an ASC;

(2) Are not of a type that are com-
monly performed, or that may be safe-
ly performed, in physicians’ offices;

(3) Are limited to those requiring a
dedicated operating room (or suite),
and generally requiring a post-opera-
tive recovery room or short-term (not
overnight) convalescent room; and

(4) Are not otherwise excluded under
§411.15 of this chapter.

(b) Specific standards. (1) Covered sur-
gical procedures are limited to those
that do not generally exceed—

(i) A total of 90 minutes operating
time; and

(ii) A total of 4 hours recovery or
convalescent time.

(2) If the covered surgical procedures
require anesthesia, the anesthesia
must be—

(i) Local or regional anesthesia; or

(ii) General anesthesia of 90 minutes
or less duration.

(3) Covered surgical procedures may
not be of a type that—

(i) Generally result
blood loss;

(ii) Require major or prolonged inva-
sion of body cavities;

(iii) Directly involve major blood ves-
sels; or

(iv) Are generally emergency or life-
threatening in nature.

(c) Publication of covered procedures.
CMS will publish in the FEDERAL REG-
ISTER a list of covered surgical proce-
dures and revisions as appropriate.

in extensive

[47 FR 34094, Aug. 5, 1982, as amended at 71
FR 68226, Nov. 24, 2006]

§416.75 Performance of listed surgical
procedures on an inpatient hospital
basis.

The inclusion of any procedure as a
covered surgical procedure under
§416.66 does not preclude its coverage
in an inpatient hospital setting under
Medicare.
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§416.76 Applicability.

The provisions of this subpart apply
to facility services furnished before
January 1, 2008.

[71 FR 68226, Nov. 24, 2006]

Subpart E—Prospective Payment
System for Facility Services
Furnished Before January 1,
2008

§416.120 Basis for payment.

The basis for payment depends on
where the services are furnished.

(a) Hospital outpatient department.
Payment is in accordance with part 419
of this chapter.

(b) [Reserved]

(c) ASC—(1) General rule. Payment is
based on a prospectively determined
rate. This rate covers the cost of serv-
ices such as supplies, nursing services,
equipment, etc., as specified in §416.61.
The rate does not cover physician serv-
ices or other medical services covered
under part 410 of this chapter (for ex-
ample, X-ray services or laboratory
services) which are not directly related
to the performance of the surgical pro-
cedures. Those services may be billed
separately and paid on a reasonable
charge basis.

(2) Single and multiple surgical proce-
dures. (i) If one covered surgical proce-
dure is furnished to a beneficiary in an
operative session, payment is based on
the prospectively determined rate for
that procedure.

(ii) If more than one surgical proce-
dure is furnished in a single operative
session, payment is based on—

(A) The full rate for the procedure
with the highest prospectively deter-
mined rate; and

(B) One half of the prospectively de-
termined rate for each of the other pro-
cedures.

(3) Deductibles and coinsurance. Part B
deductible and coinsurance amounts
apply as specified in §410.152 (a) and (i)
of this chapter.

[56 FR 8844, Mar. 1, 1991; 56 FR 23022, May 20,
1991, as amended at 71 FR 68226, Nov. 24, 2006]

§416.140

§416.121 Applicability.

The provisions of this subpart apply
to facility services furnished before
January 1, 2008.

[71 FR 68226, Nov. 24, 2006]

§416.125 ASC facility services pay-

ment rate.
(a) The payment rate is based on a
prospectively determined standard

overhead amount per procedure derived
from an estimate of the costs incurred
by ambulatory surgical centers gen-
erally in providing services furnished
in connection with the performance of
that procedure.

(b) The payment must be substan-
tially less than would have been paid
under the program if the procedure had
been performed on an inpatient basis in
a hospital.

(c) For services furnished on or after
January 1, 2007, and before the effective
date of implementation of a revised
payment system, the ASC payment
rate for a surgical procedure is the
lesser of the ASC payment rate estab-
lished under paragraph (a) of this sec-
tion or the prospective payment rate
for the procedure established under
§419.32 of this chapter. The lesser pay-
ment amount is determined prior to
application of any geographic adjust-
ment.

[66 FR 8844, Mar. 1, 1991, as amended at 71 FR
68226, Nov. 24, 2006]

§416.130 Publication of revised pay-
ment methodologies.

Whenever CMS proposes to revise the
payment rate for ASCs, CMS publishes
a notice in the FEDERAL REGISTER de-
scribing the revision. The notice also
explains the basis on which the rates
were established. After reviewing pub-
lic comments, CMS publishes a notice
establishing the rates authorized by
this section. In setting these rates,
CMS may adopt reasonable classifica-
tions of facilities and may establish
different rates for different types of
surgical procedures.

[47 FR 34094, Aug. 5, 1982, as amended at 56
FR 8844, Mar. 1, 1991]
§416.140 Surveys.

(a) Timing, purpose, and procedures. (1)
No more often than once a year, CMS
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