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(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. 
(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. 

[57 FR 7135, Feb. 28, 1992] 

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 
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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. 

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

§ 416.65 Covered surgical procedures. 
Covered surgical procedures are those 

procedures that meet the standards de-
scribed in paragraphs (a) and (b) of this 
section and are included in the list 
published in accordance with para-
graph (c) of this section. 

(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 
§ 405.310 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 in extensive 

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. 

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

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

Subpart E—Payment for Facility 
Services 

§ 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 413 
of this chapter. 

(b) [Reserved] 
(c) ASC—(1) General rule. Payment is 

based on a prospectively determined 
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