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(1) Sections 1861(o) and 1891 of the 
Act, which establish the conditions 
that an HHA must meet in order to 
participate in the Medicare program 
and which, along with the additional 
requirements set forth in this part, are 
considered necessary to ensure the 
health and safety of patients; and 

(2) Section 1861(z) of the Act, which 
specifies the institutional planning 
standards that HHAs must meet. 

(b) Scope. The provisions of this part 
serve as the basis for survey activities 
for the purpose of determining whether 
an agency meets the requirements for 
participation in the Medicare program. 

§ 484.2 Definitions. 

As used in subparts A, B, and C, of 
this part— 

Allowed practitioner means a physi-
cian assistant, nurse practitioner, or 
clinical nurse specialist as defined at 
this part. 

Branch office means an approved loca-
tion or site from which a home health 
agency provides services within a por-
tion of the total geographic area served 
by the parent agency. The parent home 
health agency must provide super-
vision and administrative control of 
any branch office. It is unnecessary for 
the branch office to independently 
meet the conditions of participation as 
a home health agency. 

Clinical note means a notation of a 
contact with a patient that is written, 
timed, and dated, and which describes 
signs and symptoms, treatment, drugs 
administered and the patient’s reaction 
or response, and any changes in phys-
ical or emotional condition during a 
given period of time. 

Clinical nurse specialist means an indi-
vidual as defined at § 410.76(a) and (b) of 
this chapter, and who is working in 
collaboration with the physician as de-
fined at § 410.76(c)(3) of this chapter. 

In advance means that HHA staff 
must complete the task prior to per-
forming any hands-on care or any pa-
tient education. 

Nurse practitioner means an individual 
as defined at § 410.75(a) and (b) of this 
chapter, and who is working in collabo-
ration with the physician as defined at 
§ 410.75(c)(3) of this chapter. 

Parent home health agency means the 
agency that provides direct support 
and administrative control of a branch. 

Physician is a doctor of medicine, os-
teopathy, or podiatric medicine, and 
who is not precluded from performing 
this function under paragraph (d) of 
this section. (A doctor of podiatric 
medicine may perform only plan of 
treatment functions that are con-
sistent with the functions he or she is 
authorized to perform under State 
law.) 

Physician assistant means an indi-
vidual as defined at § 410.74(a) and (c) of 
this chapter. 

Primary home health agency means the 
HHA which accepts the initial referral 
of a patient, and which provides serv-
ices directly to the patient or via an-
other health care provider under ar-
rangements (as applicable). 

Proprietary agency means a private, 
for-profit agency. 

Pseudo-patient means a person 
trained to participate in a role-play 
situation, or a computer-based man-
nequin device. A pseudo-patient must 
be capable of responding to and inter-
acting with the home health aide train-
ee, and must demonstrate the general 
characteristics of the primary patient 
population served by the HHA in key 
areas such as age, frailty, functional 
status, and cognitive status. 

Public agency means an agency oper-
ated by a state or local government. 

Quality indicator means a specific, 
valid, and reliable measure of access, 
care outcomes, or satisfaction, or a 
measure of a process of care. 

Representative means the patient’s 
legal representative, such as a guard-
ian, who makes health-care decisions 
on the patient’s behalf, or a patient-se-
lected representative who participates 
in making decisions related to the pa-
tient’s care or well-being, including but 
not limited to, a family member or an 
advocate for the patient. The patient 
determines the role of the representa-
tive, to the extent possible. 

Simulation means a training and as-
sessment technique that mimics the re-
ality of the homecare environment, in-
cluding environmental distractions and 
constraints that evoke or replicate 
substantial aspects of the real world in 
a fully interactive fashion, in order to 
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teach and assess proficiency in per-
forming skills, and to promote decision 
making and critical thinking. 

Subdivision means a component of a 
multi-function health agency, such as 
the home care department of a hospital 
or the nursing division of a health de-
partment, which independently meets 
the conditions of participation for 
HHAs. A subdivision that has branch 
offices is considered a parent agency. 

Summary report means the compila-
tion of the pertinent factors of a pa-
tient’s clinical notes that is submitted 
to the patient’s physician, physician 
assistant, nurse practitioner, or clin-
ical nurse specialist. 

Supervised practical training means 
training in a practicum laboratory or 
other setting in which the trainee dem-
onstrates knowledge while providing 
covered services to an individual under 
the direct supervision of either a reg-
istered nurse or a licensed practical 
nurse who is under the supervision of a 
registered nurse. 

Verbal order means a physician, phy-
sician assistant, nurse practitioner, or 
clinical nurse specialist order that is 
spoken to appropriate personnel and 
later put in writing for the purposes of 
documenting as well as establishing or 
revising the patient’s plan of care. 

[82 FR 4578, Jan. 13, 2017, as amended at 84 
FR 51825, Sept. 30, 2019; 85 FR 27627, May 8, 
2020] 

Subpart B—Patient Care 

SOURCE: 82 FR 4578, Jan. 13, 2017, unless 
otherwise noted. 

§ 484.40 Condition of participation: Re-
lease of patient identifiable OASIS 
information. 

The HHA and agent acting on behalf 
of the HHA in accordance with a writ-
ten contract must ensure the confiden-
tiality of all patient identifiable infor-
mation contained in the clinical 
record, including OASIS data, and may 
not release patient identifiable OASIS 
information to the public. 

§ 484.45 Condition of participation: Re-
porting OASIS information. 

HHAs must electronically report all 
OASIS data collected in accordance 
with § 484.55. 

(a) Standard: Encoding and transmit-
ting OASIS data. An HHA must encode 
and electronically transmit each com-
pleted OASIS assessment to the CMS 
system, regarding each beneficiary 
with respect to which information is 
required to be transmitted (as deter-
mined by the Secretary), within 30 
days of completing the assessment of 
the beneficiary. 

(b) Standard: Accuracy of encoded 
OASIS data. The encoded OASIS data 
must accurately reflect the patient’s 
status at the time of assessment. 

(c) Standard: Transmittal of OASIS 
data. An HHA must— 

(1) For all completed assessments, 
transmit OASIS data in a format that 
meets the requirements of paragraph 
(d) of this section. 

(2) Transmit data using electronic 
communications software that com-
plies with the Federal Information 
Processing Standard (FIPS 140–2, 
issued May 25, 2001) from the HHA or 
the HHA contractor to the CMS collec-
tion site. 

(3) Transmit data that includes the 
CMS-assigned branch identification 
number, as applicable. 

(d) Standard: Data Format. The HHA 
must encode and transmit data using 
the software available from CMS or 
software that conforms to CMS stand-
ard electronic record layout, edit speci-
fications, and data dictionary, and that 
includes the required OASIS data set. 

[82 FR 4578, Jan. 13, 2017, as amended at 85 

FR 70356, Nov. 4, 2020] 

§ 484.50 Condition of participation: Pa-
tient rights. 

The patient and representative (if 
any), have the right to be informed of 
the patient’s rights in a language and 
manner the individual understands. 
The HHA must protect and promote 
the exercise of these rights. 

(a) Standard: Notice of rights. The 
HHA must— 

(1) Provide the patient and the pa-
tient’s legal representative (if any), the 
following information during the ini-
tial evaluation visit, in advance of fur-
nishing care to the patient: 

(i) Written notice of the patient’s 
rights and responsibilities under this 
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