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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. 

(a) Standard: Laboratory services. If 
the ASC performs laboratory services, 
it must meet the requirements of part 
493 of this chapter. If the ASC does not 
provide its own laboratory services, it 
must have procedures for obtaining 
routine and emergency laboratory 
services from a certified laboratory in 
accordance with part 493 of this chap-
ter. The referral laboratory must be 
certified in the appropriate specialties 
and subspecialties of service to perform 
the referred tests in accordance with 
the requirements of Part 493 of this 
chapter. 

(b) Standard: Radiologic services. (1) 
The ASC must have procedures for ob-
taining radiological services from a 
Medicare approved facility to meet the 
needs of patients. 

(2) Radiologic services must meet the 
hospital conditions of participation for 
radiologic services specified in § 482.26 
of this chapter. 

[73 FR 68812, Nov. 18, 2008] 

§ 416.50 Condition for coverage—Pa-
tient rights. 

The ASC must inform the patient or 
the patient’s representative of the pa-
tient’s rights, and must protect and 
promote the exercise of such rights. 

(a) Standard: Notice of rights. (1) The 
ASC must provide the patient or the 
patient’s representative with verbal 
and written notice of the patient’s 
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rights in advance of the date of the 
procedure, in a language and manner 
that the patient or the patient’s rep-
resentative understands. In addition, 
the ASC must— 

(i) Post the written notice of patient 
rights in a place or places within the 
ASC likely to be noticed by patients 
(or their representative, if applicable) 
waiting for treatment. The ASC’s no-
tice of rights must include the name, 
address, and telephone number of a rep-
resentative in the State agency to 
whom patients can report complaints, 
as well as the Web site for the Office of 
the Medicare Beneficiary Ombudsman. 

(ii) The ASC must also disclose, 
where applicable, physician financial 
interests or ownership in the ASC facil-
ity in accordance with the intent of 
Part 420 of this subchapter. Disclosure 
of information must be in writing and 
furnished to the patient in advance of 
the date of the procedure. 

(2) Standard: Advance directives. The 
ASC must comply with the following 
requirements: 

(i) Provide the patient or, as appro-
priate, the patient’s representative in 
advance of the date of the procedure, 
with information concerning its poli-
cies on advance directives, including a 
description of applicable State health 
and safety laws and, if requested, offi-
cial State advance directive forms. 

(ii) Inform the patient or, as appro-
priate, the patient’s representative of 
the patient’s right to make informed 
decisions regarding the patient’s care. 

(iii) Document in a prominent part of 
the patient’s current medical record, 
whether or not the individual has exe-
cuted an advance directive. 

(3) Standard: Submission and investiga-
tion of grievances. (i) The ASC must es-
tablish a grievance procedure for docu-
menting the existence, submission, in-
vestigation, and disposition of a pa-
tient’s written or verbal grievance to 
the ASC. 

(ii) All alleged violations/grievances 
relating, but not limited to, mistreat-
ment, neglect, verbal, mental, sexual, 
or physical abuse, must be fully docu-
mented. 

(iii) All allegations must be imme-
diately reported to a person in author-
ity in the ASC. 

(iv) Only substantiated allegations 
must be reported to the State author-
ity or the local authority, or both. 

(v) The grievance process must speci-
fy timeframes for review of the griev-
ance and the provisions of a response. 

(vi) The ASC, in responding to the 
grievance, must investigate all griev-
ances made by a patient or the pa-
tient’s representative regarding treat-
ment or care that is (or fails to be) fur-
nished. 

(vii) The ASC must document how 
the grievance was addressed, as well as 
provide the patient with written notice 
of its decision. The decision must con-
tain the name of an ASC contact per-
son, the steps taken to investigate the 
grievance, the results of the grievance 
process, and the date the grievance 
process was completed. 

(b) Standard: Exercise of rights and re-
spect for property and person. (1) The pa-
tient has the right to— 

(i) Exercise his or her rights without 
being subjected to discrimination or 
reprisal. 

(ii) Voice grievances regarding treat-
ment or care that is (or fails to be) fur-
nished. 

(iii) Be fully informed about a treat-
ment or procedure and the expected 
outcome before it is performed. 

(2) If a patient is adjudged incom-
petent under applicable State health 
and safety laws by a court of proper ju-
risdiction, the rights of the patient are 
exercised by the person appointed 
under State law to act on the patient’s 
behalf. 

(3) If a State court has not adjudged 
a patient incompetent, any legal rep-
resentative designated by the patient 
in accordance with State law may exer-
cise the patient’s rights to the extent 
allowed by State law. 

(c) Standard: Privacy and safety. The 
patient has the right to— 

(1) Personal privacy. 
(2) Receive care in a safe setting. 
(3) Be free from all forms of abuse or 

harassment. 
(d) Standard: Confidentiality of clinical 

records. The ASC must comply with the 
Department’s rules for the privacy and 
security of individually identifiable 
health information, as specified at 45 
CFR parts 160 and 164. 

[73 FR 68812, Nov. 18, 2008] 
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