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NEW/REVISED MATERIAL--EFFECTIVE DATE: October 1, 2000

List of Appendices, thislist is revised to include the addition of new Appendices titles formerly
added in previous revisions.

Appendix A, Interpretive Guidelines and Survey Procedures—Hospital--Table of Contents, is
revised to correct the exclusion of 8482.45, Organ Tissue and Eye Procurement inadvertently |left
out in a previous revision.

Appendix B, Interpretive Guidelines for Home Health Agencies, updates current guidance for home
health surveys to include instruction for surveying the new Outcome and Assessment Information
Set (OASIS) regulations based on recommendations by State survey agencies, HCFA regional
offices, and other interested parties. Aspart of this update, G-tag 167 has been discontinued. A new
tag concerning drug review, G-337, is applicable to all patients serviced by the home health agency.
This update aso includes regulatory language and guidance that recently amended existing
conditions of participation for home health agencies as aresult of the July 3, 2000 publication of the
final rule for implementation of the prospective payment system for home health agencies. Thisrule
was effective October 1, 2000.

DISCLAIMER: The revison date and transmittal number only apply to the redlined
material. All other material was previously published in the manual and is
only being reprinted.
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APPENDICES

Survey Procedures for the Application of Conditions of Participation for Hospitals
Psychiatric Hospitals--Interpretive Guidelines and Survey Procedures

Sur\ég?/ Procedures for the Application of Conditions of Participation for Home
Health Agencies—Interpretive Guidelines

SuSr(\e/rey Procedures and Interpretive Guidelines for Laboratories and Laboratory
vices

Portable X-Ray Service—Interpretive Guidelines

Outpatient Physical Therapy or Speech Pathology Services—Interpretive Guidelines
Physical Therapistsin Independent Practice--Interpretive Guidelines

Rural Health Clinics—Interpretive Guidelines

Survey Procedures and Interpretive Guidelines for End Stage Renal Disease Facilities
Life Safety --Interpretive Guidelines

Survey Procedures and Interpretive Guidelines for Intermediate Care Facilities for
Persons with Mental Retardation

Comprehensive Outpatient Rehabilitation Facilities—Interpretive Guidelines
Ambulatory Surgical Services Interpretive Guidelines and Survey Procedures
Hospice—Survey Procedures and Interpretive Guidelines

Surveyor Procedures for Pharmaceutical Service Requirementsin Long-Term
Care Facilities

Vacant

Survey Protocol for Long-Term Care Facilities

Guidelines for Determining Immediate Jeopardy

Resident Assessment Instrument for Long-Term Care Facilities
Interpretive Guidelines for Mammography Suppliers
Interpretive Guidelines for Swing-Bed Hospitals



APPENDICES

U Surve%{ Procedures and Interpretive Guidelines for Re3ﬁonsi bilities of
M edicare Participating Religious Non-medical Healthcare Institutions

\ Interpretive Guidelines and Investigative Procedures for Responsibilities of Medicare
Participating Hospitals in Emergency Cases

w Survey Tasks and Interpretive Guidelines for Critical Access Hospitals (CAH)
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APPENDIX A

Interpretive Guidelines and Survey Procedures - Hospitals

Section Condition of Participation

Subpart A - General Provisions

482.2 Provision of emergency services by nonparticipating hospitals
Subpart B - Administration
48211  Compliance with Federal, State, and local laws

482.12  Governing body
482.13  Patient’srights

Subpart C - Basic Hospital Functions

482.21  Quality assurance

482.22 Medical staff

482.23 Nursing services

482.24 Medical record services
482.25 Pharmaceutical services
482.26  Radiologic services
482.27  Laboratory services
482.28 Food and dietetic services
482.30 Utilization review

482.41 Physical environment
482.42 Infection control

482.43  Discharge Planning
482.45  Organ Tissue and Eye Procurement

Subpart D - Optional Hospital Services

48251  Surgica servicesA-85
48252  Anesthesia services
48253  Nuclear medicine services
48254  Outpatient services
482.55 Emergency services
482.56  Rehabilitation services
48257  Respiratory care services

Subpart E - Requirements for Specialty Hospitals

482.66  Special requirements for hospital providers of
long-term care service ("swing-beds")

Rev. 21
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REGULATIONS

8482.2 Condition of Participation:

Provision of emergency services
by nonparticipating hospitals.

The services of an institution
that does not have an agree-
ment to participate in the
Medicare pro%ram may,
nevertheless, be reimbursed
under the program if--

(1) The services are emergency
services; and

(2) Theinstitution meets the
requirements of section
1861(e)(1) through (5)
and (7) of the Act. See
42 CFR 405.152, 405.157,
and 405.158 for provisions
regarding emergency services.

(b) Section 440.170(e) of this
chapter defines emergency
hospital services for
purposes of Medicaid
reimbursement.

INTERPRETIVE GUIDELINES - HOSPITALS

INTERPRETIVE GUIDELINES

8482.2Condition of Participation:

Provision of emergency services
nonparticipating hospitals.

(2) The statutory requirements
that a hospital must meet
are:

0 Thehospitdl is primarily
engaged in providing, by or
under the supervision o
physicians, to inpatients,
diagnostic services and
therapeutic services for
medical diagnosis,
treatment, and care of
injured, disabled or sick
persons, or rehabilitation
services for the injured,
disabled, or sick persons.

0 The hospital maintains
clinical recordson all
patients.

0 The hospital has medical
staff bylaws.

0 Thehospital hasa
requirement that every
Medicare patient must be
under the care of a physician.

SURVEY PROCEDURES

§482.2Condition of Participation: )
Provision of emergency services
nonparticipating hospitals.

(2) Document that the statutory
requirements are met.

10-00



APPENDIX B

SURVEY PROCEDURES FOR THE APPLICATION OF CONDITIONS
OF PARTICIPATION FOR
HOME HEALTH AGENCIES
INTERPRETIVE GUIDELINES



INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

APPENDIX B
Conditions of Participation: Home Health Agencies

PATIENT RIGHTS (42 CFR 484.10)

RELEASE OF PATIENT IDENTIFIABLE OASIS INFORMATION (42 CFR 484.11)
COMPLIANCE WITH FEDERAL, STATE, AND LOCAL LAWS, DISCLOSURE AND
OWNERSHIP INFORMATION, AND ACCEPTED PROFESSIONAL STANDARDS
AND PRINCIPLES (42 CFR 484.12)

ORGANIZATION, SERVICES, AND ADMINISTRATION (42 CFR 484.14)

GROUP OF PROFESSIONAL PERSONNEL (42 CFR 484.16)

ACCEPTANCE OF PATIENTS, PLAN OF CARE, AND MEDICAL SUPERVISION
(42 CFR 484.18)

REPORTING OF OASIS INFORMATION (42 CFR 484.20)
SKILLED NURSING SERVICES (42 CFR 484.30)
THERAPY SERVICES (42 CFR 484.32)

MEDICAL SOCIAL SERVICES (42 CFR 484.34)

HOME HEALTH AIDE SERVICES (42 CFR 484.36)

QUALIFYING TO FURNISH OUTPATIENT PHYSICAL THERAPY OR SPEECH
PATHOLOGY SERVICES (42 CFR 484.38)

CLINICAL RECORDS (42 CFR 484.48)

EVALUATION OF THE AGENCY'S PROGRAM (42 CFR 484.52)

COMPREHENSIVE ASSESSMENT OF PATIENTS (42 CFR 484.55)
The Interpretive Guidelines serveto interpret and clarify the Conditions of Participation for home
health agencies (HHAS). The Interpretive Guidelines merely define or explain the relevant statute
and regulations and do not impose any requirements that are not otherwise set forth in statute or
regulation.
Conduct the HHA survey in accordance with the appropriate protocols and look to the substantive
requirements in the statute and regulations to determine whether a citation of non-compliance is

appropriate. Base any deficiency on aviolation of the statute or regulations, which, in turn, isto be
based on observations of the HHA's performance or practices. (See §2712.)

Rev. 21 B-1






INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

REGULATION

GUIDANCE TO SURVEYORS

§484.10(a) Standard: Notice of rights

G102

(1_2 The HHA must provide the patient

with a written notice of the patient's rights

in advance of furnishing care to the ~
atient or during the initial evaluation visit
efore the initiation of treatment.

§484.10(a)(1) GUIDELINES:

In the stratified sample of clinical records selected for review, look for notations that a
statement of the Patlent's rights, including the statement concerning the collection and
reporting of OASIS information, has been given to the patient bé/ the HHA staff prior to care
being initiated. This written statement must have been provided during admission, the
patient's initial evaluation visit, or the patient's first professional visit.

The OASIS database is subject to the requirements of the Federal Privacy Act of 1974. The
Privacy Act allows the disclosure of information from a system of records without an
individual’s consent if the information is to be used for a purpose that is compatible with the
purposes for which the information was collected. However, under existing patient’s rights
refgulahqns, the HHA must provide thetpatlent with a written notice of this collection of
information, i.e., OASTS in advance of furnishing care to the patient.

Before comPrehensive assessments (that include collection of OASIS data items) are
conducted, the HHA must tell patients about OASIS and explain their rights with respect to
the collection and reporting of OASIS information. These rights include: 1) the right to be
informed that OASIS information will be collected and for what purpose; 2) the rght to have
the information kept confidential and secure; 3) the right to be informed that OASIS
information will not be disclosed except for Ie_gltlmategurpos_es allowed by the Privacy Act; 4)
the right to refuse to answer a SRecmc question; and 5) the right to see, réview, and request
changes on their assessment. A standard notice to patients that explains these rights in plain
language was published in the Federal Regster on June 18, 1999, (64 FR 32984)and is
avallable in English and Spanish on the OASIS website o .
(wvyw.hcfa.gov_med|ca|d/oa3|s/oaSjshmp.htm?. HHAs must present and explain this required
notice to beneficiaries before their initial OASIS assessment.

The documentation maintained by an HHA to show that the patient was informed of the
patient's rights might include a patient rights statement, signed and dated by the Rpa’uent or
some other documentation consistent with the HHA's policies and procedures. Review HHA
admission information to determine if the OASIS Statement of Patient Privacy Rights (for
Medicare/Medicaid patients) or the Notice about Privacy (for non-Medicare/non-Medicaid,
patients) is included concerning OASIS data collection and transmission. If a home visit is
made, the verification could also include a conversation with the patient and any material on
patient rights that the patient has received from the HHA. A notation in the clinical record
mlght also include a statement regarding any limitations the patient had in being able to
understand the information.

Rev. 21

10-00 B-15




INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
§484.10(a)(1) PROBE:
How do HHA employees, and staff used by the HHA under an arrangement or contract,
implement HHA procedures for informing patients of their rights?
What are the HHA’s admission policies concerning the OASIS Privacy Act Statement?
How does the HHA assure that the ?atierjt understands the OASIS Privacy Act Statement? Is
the patient given a copy of the OASIS Privacy Act Statement?
What is the HHA’s pc_)licy) and procedure for requests to see, copy, review, or change
assessment information’
Doe? tgg patient receive a written copy of the HHA’s response when a change request is not
granted?
G103 (2) The HHA must maintain
documentation showing that it has
complied with the requirements of this
section.
§484.10(b) Standard: Exercise of rights
and respect for property and person.
G104 g_) The patient has the right to exercise
is or her rights as a patient of the HHA.
Rev. 21 10-00 B-15.1




INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
§484.10(c) Standard: Right to be §484.10(c) Guidelines:
informed and to participate in planning . . ] ) o o . .
care and freatment. During home visits, discuss the services that the ﬁatlent is receiving specific to the medical
plan of care. Determine if the patient response shows that the HHA has offered specific
instructions in areas mentioned in the standard. For example, if the patient is recovering from
a fractured hip and has been receiving physical therapy services for several weeks, ask the
patient to show or explain to you what exercises he or she has been doing, how often they
G108 (1) The patient has the right to be are to be done, and what results are anticipated. Also, ask how often the physical therapist
informed, in advance, about the care to comes, when the therapist is expected next, and how plans for therapy have'changed as the
be furnished, and of any changes in the condition has changed. If the patient responds that he/she has written instructions telling him
care to be furnished. or her what to do, request to see them.

i) The HHA must advise the patient in Ask the patient how he or she participated in developing the plan of care to be furnished b
gévance of the disciplines that will the HHApand when he/she wasptold szou_t changes i?\ trge_ p_IaIrbm of care, The HHA may diSC{lSS
furnish care, and the frequency of visits changes with the patient by telephone prior to the HHA visit or at the time of the visit, but the
proposed to be fumisheg, patient should feel that he or she has time to consider the implications of the change(s) and

concur or object to them prior to implementation.
(ii)) The HHA must advise the patient in L . . .
advance of any change in the plan of Advance directives generally refer to written statements, completed in advance of a serious
care before thé change is made. illness, about how an individual wants medical decisions made. The two most common forms
of advance directives are a living will and a durable medical power of attorney for health care.
Section 1866(a)(1)(Q), as implemented by 42 CFR 484.1_0(0)(2+$i1i), requires HHAs to maintain
G 109 (2) The patient has the right to \|/_|vr|_||t'&en pO|I?IeS atnd_ hroceduretzstf re%ardlng 3dva?_ce d|rect|v??. L ets 2e82%r2 SL)urgmbent?t |
ici i i s must meet with respect to advance directives are set forth a , Subpart I,
participate in the planning of the care. Under these provisions, tr?e HHA must: 1) provide all adult individuals with written infoprmation
(i) The HHA must advise the patient in about their rights under State law to: (a) make decisions about their medical care; (b) accept
advance of the right to participate in or refuse medical or surgical treatment; and (c) formulate, at the individual’s option, an
planning the care or treatment and in advance directive; 2) inform patients about the HHA’s written policies on implementing
lanning changes in the care or advance directives; 3) document in the patient’s medical record whether he or she has
Freatment executed an advance directive; 4) not condition the provision of care or otherwise discriminate
) against an individual based on whether he or she has executed an advance directive; 5)
ensure compliance with the related State requirements on advance directives; and 6) provide
G 110 (ii) The HHA complies with the staff and community education on issues concerning advance directives.

requirements of $ ub{)art | of part 489 of
this chapter relating to maintaining
written policies and procedures
regarding advance directives. The HHA

This information must be furnished in advance of the individual coming under the care of the
1HA and may be provided during admission, the patient’s initial evaluation, or the patient’s
first professional visit.

Rev. 21
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INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
must inform and distribute written §484.10(c) Probes:
information to the patient, in advance, o o o i ) i
concerning its policies on advance (1) What documentation in the clinical records indicates that the HHA advised the patient, in
directives, including a description of advance, of his or her rléqht to parhmﬁate in planning the care or treatment to be provided*
applicable State law. The HHA may. What documentation indicates that the HHA informed the patient about the types of services
furnish advanced directives information to be provided, the disciplines involved, the frequency of the services, and the anticipated
to a patient at the time of the first home outcomes?
visit, as long as the information is ) ) ) o
furnished before care is provided. (2) How does the HHA inform the patient about changes in the plan of care and solicit the
patient’s participation in that care prior to the change being implemented?
(3) How does the a%(‘ancy advise patients of the need for the physician to agree with the plan
of treatment and with any changes to that plan?
(4) During home visits, ask the patients how theY would seek advice or care from their
physician, the HHA or its representatives if problems, concerns, or emergencies which are
part of the medical problems for which they are being treated by the HHA occur.
(5) How do HHA employees implement advance directives requirements?
§484.10(d) Standard: Confidentiality of §484.10(d) Guidelines:
medical recérds. - ] ) ) o o
For specific requirements concerning the confidentiality of OASIS data, see the guidelines at
G111 Thef%ati?_ntl_thasftPhe rig?_ht_ toI g §484.11.
confidentiality of the clinical records
maintained by the HHA. §484.10(d) Probes:
(1) How does the HHA ensure the confidentiality of the patient’s clinical record?
G112 The HHA must advise the patient of the

agency’s policies and procedures
regarding disclosure of clinical records.

%2) If the HHA leaves a portion of the clinical record in the home gsuch as in some high
echnology situations when frequent clinical entries are important), how does the HHA instruct
the patient or caretaker about protecting the confidentiality of the record?

(3) What documentation in the clinical record indicates that the HHA informed the patient of
the HHA'’s policies and procedures concerning clinical record disclosure?

ev. 21
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INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
§484.10(e) Standard: Patient liability for o
payment. §484.10(e) Guidelines:

G113 1) Th tient has the rightto b During home visits, ask the patient whether the HHA has notified him or her of covered and
g(}vise%f’ﬁe'?o”re caasre i(sa {Htiatgd, %f the noncc?v_ered services. AIso,%iscuss whether the HHA has described any services for which
extent to which payment for the HHA the patient might have to pay and how payment sources might change (or have changed)
services may be expected from Medicare | during the course of care. ain, considér the patientlls ability to understand and retain
or other sources, and the extent to which payment information. The su {ect of payment for home care services is often complex and
payment may be required from the confusmgt;, particularly early in the course of treatment when the patient’s iliness or limitations
pa%ent. appears to be the more préssing problem.

Look for a written statement in the home that might serve as a resource or reminder to the
patient about the information the HHA has presented. Also, note whether there are
subsequent written statements about payments for items or services of which the HHA has
become aware.

G114 Before the care is initiated, the HHA must . ; : . . . .
i i nd i iti _ | In your evaluation of compliance with this standard, consider whether the HHA is making a
|_nform the patient, orally and in writing, of regsonable attempt to helg the patient understand how the charges for HHA services wiﬁ be

covered or not covered over the course of treatment. Based onthe information provided b
(i) The extent to which payment may be the HHA, do you believe that the patient has a reasonable understanding of how payment for
expected from Medicare, Medicaid, or home care sérvices will likely occur and can make reasonable, informed decisions about
any other Federally funded or aided financial matters related to the HHA’s care and treatment of him or her.
program known to the HHA; Do NOT ftry to advise the patient about financial, coverage, or payment issues.
ii) The charges for services that will not :
E}g covered gy Medicare; and §484.10(e) Probes:
indivi 1. What process is followed by the HHA to inform the patient of home care charges and
'g)\,y@g‘ Sggrges that the individual may probable %a ment sources, patient’s payment liability (if any), and of changes ingpayment
: sources and patient liabilities?
G115 (2) The patient has the right to be advised 2. What documentation in the clinical record indicates that the HHA informed the patient of

orally and in writing of any changes in the
information provided in accordance with
paragraph (?_?(1& of this section when they
occur. The HHA must advise the patient
of these changes orally and in

Federally-funded or aided covered and noncovered services?

Rev. 21
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INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

REGULATION

GUIDANCE TO SURVEYORS

writing as soon as possible, but no later
than 30 calendar days from the date that
the HHA becomes aware of a change.

G116

484.10(f) Standard: Home health
otline.

The patient has the ri{ght to be advised of
the availability of the foll-free HHA hotline
in the State. When the agency accepts
the patient for treatment or care, the HHA
must advise the patient in writing of the
telephone number of the home health
hotline established by the State, the
hours of its operation, and that the
purpose of the hotline is to receive
complaints or questions about local

HAs. The patient also has the right to
use this hotline to lodge complaints
concerning the implementation of the
advanced directives requirements.

§484.10(f) Guidelines:

During home visits, ask the patient for the number of the HHA State hotline, when he/she
would use it, and what he/she would expect as a result of its use. If the patient has difficulty
answer|r|1_ﬂ_| uestions about the hotline, ask the patient for a copy of the written information
that the has provided.

Federal facilities are not required to participate in the HHA State hotline.

Rev. 21
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INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
G310 E484.11 Condition of Participation: §484.11 Guidelines:
elease of patfient identifiable OASIS
information
. Protection of confidentiality of OASIS information is two-fold; the HHA has a responsibility to

The HHA and agent acting on behalf of keep OASIS information confidential and HCFA has a responsibility to keep it confidential,

the HHA in accordance with a written once it has been transmitted to the OASIS State system.

contract must ensure the confidentiality of ) . L . ) o ) o

all patient identifiable information . Under this condition of participation, the HHA is required to maintain the confidentiality of

contained in the clinical record including OASIS data while it is being used for patient care and may not release it without the consent

OASIS data, and may not release patient | of the Patlent for any reason other than for what it is intended, which is to appro&nately deliver

identifiable information to the public. patient care. HHAs must have policies andcfrqcedures for limiting access to OASIS
information to only those persons the HHA designates.
If the HHA contracts with a vendor for transmission of its OASIS data, a written agreement
that addresses the confidentiality of that data must be in place. Violations of data
confidentiality by an entity contracted by the HHA are still the responsibility of the HHA and
would constifute condition-level non-compliance; therefore the HHA is ultimately responsible
for compliance with the confldentlallt%/ requirements and is the responsible party if the
requirements are not met by the confractor.
For privacy and security reasons, communication of OASIS information (from branch to
branch, branch to parent, parent to vendor, etc.) must be done in accordance with HCFA
policies on the communication of patient-identifiable information. HHAs must have processes
in Place to assure that access to and transfer and delivery of OASIS information is limited to
only authorized personnel.

Rev. 21 10-00 B-20.1




INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

REGULATION

GUIDANCE TO SURVEYORS

§484.11 Guidelines (continued):

The other step in assuring confidentialitX of the OASIS data is at the Federal level and
involves the Federal Privacy Act of 1974. Coverage under the Federal Privacy Act begins
when the data reaches the State agency. The Privacy Act requires that policies and o

rocedures related to the collection of information be’made available to the_lpubllc describing
the reasons for collecting OASIS data, what will be done with it, and who will have access to it
in an identifiable format.” The Privacy Act puts into place certain processes that protect
patient identifiable data from unauthdrized use and disclosure. Provisions of the Privacy Act
as they relate to the collection of OASIS data are described in detail on the OASIS Statement
of Patient Privacy Rights (See 484.10(a)).

Onsite Activity - Verify that the HHA has established a mechanism to ensure confidentiality of
ata. Interview the administrator and staff regarding:

o Protecting confidentiality of OASIS data (written and/or electronic).

o Assignment and maintenance of secure passwords for data encoding and
transmission.

Determine how OASIS data, whether in hard copy or electronic format is kept confidential
before and after transmission to the State agency.

Interview the HHA administrator or system administrator for:

8 {(nowledge and application of rights to add, edit, or otherwise modify encoded OASIS
ata;

o Assignment of passwords;
o Assurance that only specified staff have contact with assessment information; and

o Actions taken when an employee with access to the system leaves the HHA’s
employment.

If possible, observe security of the OASIS data-entry location. Observe if the computer
screen is logged off or password protected when not attended.

If applicable, review vendor contracts for provisions protecting confidentiality of OASIS data
and determine what systems are in Place to assure confidentiality throughout the transmission
process. Vendors must be aware of the requirements and security policies of the HHA.

If questions are raised through interview or record review, review HHA’s policies regarding
confidentiality of patient information.

Rev. 21
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INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS

§484.11 Probes:

How does the HHA assure that only specified personnel have access to OASIS assessment
information?

How is the security of passwords maintained?
What policies and procedures address password assignment and use?

How does the HHA assure that the computer is “logged off” or password protected when the
data entry operator is away from the computer, i.e., at lunch or break times?

Who in the HHA has the password information needed to electronically report OASIS data to
the State agency? At least two staff persons should have the password.

If the HHA has branches, how is OASIS data protected and kept secure during transfer from
the branch to the parent agency?

If the HHA contracts out OASIS encoding and reporting, what systems are in place to assure
that the contracted vendor maintains confidentiality of OASIS data?

G117 %484.1_2 Condition of Participation:

ompliance with Federal, State and local
laws, disclosure and ownership
information, and accepted protessional
standards and principles.

Rev. 21 10-00 B-20.3



INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
G141 §484.14(e) Standard: Personnel §484.14(e) GUIDELINES:
policies. - ) . ) o
) ) The numbers and qualifications of personnel available to provide services must be sufficient to
Personnel practices and patient implement the plans of care and the medical, nursing, and rehabilitative needs of the patients
care are supported by appropriate, admitted by the HHA.
written personnel policies.
. §484.14(e) PROBES:
Personnel records include . . o .
qualifications and licensure that 1- What does the HHA include in the personnel records about the qualifications and licensure of
are kept current. its employees?
2- If the HHA does not keep dualicate personnel records of staff hired under arrangement, how
does it ensure that records are kept current?
G142 §4g4.1r4]‘r(f) IStandard: Pterso?nelt §484.14(f) GUIDELINES:
uncer hourly or per vist contracs. If an HHA, which has been established as hospital-based for Medicare payment purposes, has
If personnel under hourly or per arranged with the hospital to provide the second qualifying service or other HHA services (see 42
visit contracts are used by the CFR 484.14(a)) through hospital employees, the HHA would not be required to have an hourly or
HA, there is a written contract per visit contract with these hospital employees. The HHA should identify in its records the
between those personnel and the names of these employees and the amount of time they spend at the HHA. However, if these
agency that specifies the hospital emlployees rovide services to the HHA outside of their own usual working hours or shifts
fo%wing; (i.e., "moonlight" as HHA employees, as opposed to working overtime for the hospital), a contract
as specified in standard (f) applies.
(1 )I Pgtigfﬂts are acce I_tleAd for care
only by the primary RFA. §484.14(f) PROBES:
2)Th i t furnished.
(2) The services to be furnished 1- How does the HHA orient contractual personnel to HHA objectives, policies, procedures, and
(3) 'llfhebr|1ecessity to clpr]form to all programs?
ﬁ]%?u'gﬁ]gepg?seo”ncﬁ’e?aJ;{ﬁf?éauons_ 2- How does the HHA evaluate whether contractual personnel inform the patient of his/her rights
prior to the beginning of care or when there are changes in care?
(4) The responsibilit){ for . , : ;
rticipating i i [ f | 3- How are contractual personnel monitored by the HHA to confirm that the care provided is
Egre'?'pa ing in developing plans o consistent with the planrs) of care and that theiryservices meet the terms of the contract?
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(5_?|The manner in which services
Wi

be controlled, coordinated, and

evaluated by the primary HHA.

(6) The procedures for submitting
clinical and progress notes,
scheduling of visits, periodic
patient evaluation.

#7) The procedures for payment
or services furnished under the
contract.

§484.14(g) Standard: )
Coordination of patient services.

G143

All personnel furnishing services
maintain liaison to ensure that
their efforts are coordinated
effectively and support the
objectives outlined in the plan of
care.

G144

The clinical record or minutes of
case conferences establish that
effective interchange, reporting,
and coordination of patient care
does occur.

G145

A written summar% report for each
patient is sent to the attending
physician at least every 60 days.

4- Who reviews the recertification requests to determine if continuing patient care is indicated as a

probable medical necessity?

§484.14(q) PROBES:

1- What is the HHA's policy related to facilitating exchange of information among staff?

2- How does coordination of care among staff and/or contract personnel providing services to

individual patients occur?

3- How does the HHA ensure that patients' written summary reports sent to attending physicians
every 60 days meet the regulatory requirements of §484.27

Refer to §484.48 regarding guidelines for the attending physician's written summary report.

Rev. 21

10-00

B-30



INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

REGULATION

GUIDANCE TO SURVEYORS

timing. Other costs related to
capital expenditures include title
fees, permit and license fees,
broker commissions, architect,
legal, accounting, and appraisal
fees; interest, finance, or carrying
charges on bonds, notes and™
other costs incurred for borrowing
funds. .

#_n) If the anticipated source of
man_cm? is, in any part, the
anticipated payment from title V

Maternal and "Child Health and

_rippled Children's Services) or
title XVIII (Medicare) or title XIX

Medicaid) of the Social Security

ct, the plan specifies the
following: )
(A) Whether the proposed capital
expenditure is required to )
conform, or is likely to be required
to conform, to current standards,
criteria, or plans developed in
accordance with the Public Health
Service Act or the Mental
Retardation Facilities and
Community Mental Health Centers
Construction Act of 1963.

Whether a capital expenditure

{)roposal has been submitted to
he designated planning agency
for approval in accordance with
section 1122 of the Act &42 U.S.C.
1320a-1) and implementing
regulations. )

C) Whether the designated
planning agency has approved or
disapproved the proposed capital
expenditure if it was presented to
that agency.

Rev. 21
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G148

3) Preparation of plan and
udget. The overall plan and
budget is prepared under the
direction of the governing body of
the HHA by a committee’
consisting of representatives of
the governing bOdf)r{’ the
administrative staft, and the
medical staff (if any) of the HHA.

G149

E)4) Annual review of plan and
udget. The overall plan and

u ?e is reviewed and updated at
least annually by the committee
referred to in"paragraph (i)(3) of
this section under the direction of
the governing body of the HHA.

§484.14(j) Standard: Laboratory
Services.

G150

(1) If the HHA engages in
laboratory testing outside of the
context of assisting an individual in
self-administering a test with an
appliance that has been cleared
for that purpose by the FDA, such
testing must be in compliance with
all applicable requirements of part
493 of this chapter.

§484.14())(1) Guidelines:

Determine if the HHA is providing laboratory testing as set forth at 42 CFR 493, If the HHA is
perfor_mln? testing, request to see the CLIA certificate for the level of testing being performed, i.e.,
a certificate of walver, certificate for prowder-?erformed microscopy procedures, certificate of
accreditation, certificate of registration, or certificate of compliance’(issued upon the determination
of compliance after an on-site survey.)

HHAs holding a certificate of waiver are limited to performing[ only those tests determined to be in
ftheI V\éalved category. Some tests that an HHA may performthat Tall into the waived category
include:

o Dipstick/tablet reagent urinalysis; . . .
0_Blood glucose by glucose monitoring devices cleared by the Food and Drug Administration
(FDA) specifically for home use;

0 Some prothrombin time tests; and

o Some glycosolated hemoglobin tests.

For a complete listing of waived tests, refer to HCFA’s website at www.HCFA.gov.
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§484.14())(1) Guidelines (continued):

HHAs holding a certificate for provider-performed microscopy procedures are limited to
performing only those tests determined to be in the provider-performed microscopy procedure
category or in combination with waived tests:

The tests in the provider-performed microscopy procedures category (e.g., wet mounts, urine
sediment examinations, and nasal smears for granulocytes) are not typical of those
performed in an HHA; however, if they are conducted b%/ HHA staff under a certificate for
provider-performed m,mroscogy procedures, th.ea/ must be performed by a practitioner as
specified at ﬁ493.19 ie., adp ysician, nurse midwife, nurse practitioner, physician assistant,
or dentist). If not performed by these personnel, the HHA would require a registration
certificate (which allows the pérformance of such testing until a determination of compliance
is made), certificate of accreditation, or certificate of compliance.

For a comglete listing of provider-performed microscopy procedures, refer to HCFA’s website
at www.HCFA.gov.

If the HHA performs any other testing procedures, (i.e., moderate or high complexity testing),
it would require a registration certificate, a certificate of accreditation, or a certificate of
compliance. While some prothrombin testing is in the waived catego(rjy, as mentioned above,
other prothrombin testing Is considered moderate complexity testing depending on the skill
level required to operate the instrument.

For a complete listing of moderate and high complexity tests, refer to HCFA’s website at
www.HCFA.gov.

Assisting individuals in administering their own tests, such as fingerstick blood glucose or
rothrombin testing, is not considered testing subject to the CLIA regulations. However, if the
HA staff is actua I¥ responsible for measuring the blood glucose level or_{)rothrombln times

of patients with an FDA eapproved blood glucose or prothrombin time monitor, and no other

tests are _beln% performed, request to see the facility's certificate of waiver, since glucose
testing with a blood qlucose meter (approved by the FDA spemﬂcallg for home use) and some

prothrombin time tests are waived tests under the provisions at 42 CFR 493.15.

If the facility does not possess the a?propriate CLIA certificate, inform the facilit){ that it is in
violation of CLIA law and that it must apply immediately to the State agency for the
appropriate certificate. The facility is out of compliancé with 42 CFR 484.14(j). Also, refer
this facility's non-compliance to the department within the State agency responsible for CLIA
surveys.

Rev. 21

10-00 B-35



INTERPRETIVE GUIDELINES - HOME HEALTH AGENCIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
(2) If the HHA chooses to refer §484.14(j)(2) Guidelines:
specimens for laboratory testing to . . .
another laboratory, the referral Taboratory | If the HHA refers specimens for Iaborator?i'testmg to an outside laboratory, the referral
must be certified in the aplp_roprlate ] IaboratoR/ must be CLIA-certified. The HHA should have a copy of the referral laboratory’s
specialties and subspecialties of services | CLIA cerfificate in its administrative records.
in accordance with the applicable
requirements of part 493 of this chapter.
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G151 §484.16 Condition of §484.16 GUIDELINES:
Participation: Group of o i )
professional personnel. gan I-Ilql(-IA)has a branch(es), the annual review includes services delivered through the
ranch(es).
The parent agency's group of professional personnel or a subcommittee of the qroup may also
G152 A group of professional personnel, serve as the subunit's group of professional personnel or the subunit may establish its own group.
which includes at least one . N .
physician and one registered If the HHA is part of a larger organization (e.gt;., a State coun;(_)( hospital) and the parent
nurse (preferably a public health organization's policies aré mostly applicable Yo the HHA, the HHA does not have to develop new
nurse), and with’appropriate policies. Rather, the HHA should review and revise patient policies to accommodate the
representation from other conditions of participation, the patient care needs of the HHA and the quality of services to be
professional disciplines, provided.
G153 establishes and annually reviews
the agency's policies governing
scope of services offered,
admission and discharge policies,
medical supervision and plans of
care, emergency care, clinical
records, personnel qualifications,
and program evaluation. At least
one member of the group is
neither an owner nor an employee
of the agency.
§484.16(a) Standard: §484.16(a) PROBE:
Advisory and evaluation . ) ) ) i )
function. What documentation is there of advice concerning professional issues, evaluation of the
Frofesswna_l service program, or assistance in maintaining liaison with other community groups by
he professional group?
G154 The group of professional

personnel meets frequently to
advise the agency on proféssional
issues, to participate in the
evaluation of the agency's
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§484.18(a) Probes:
1. How does an HHA evaluate whether the plan of care, and the coordination of services,
help the patient attain and maintain_his or her highest practicable functional capacity based
on medical, nursing, and rehabilitative needs?
2. How does the HHA monitor the delivery of services, including those provided under
arrangement or contract, to ensure compliance with the specificity and frequency of services
ordered in the plan of care?
3. Ifa r_anlge of visits is ordered, how does the HHA ensure that the frequency of visits meets
the clinical’ needs of the patient?
§484.18(b) Standard: Periodic review of §484.18(b) Guidelines:
plan of care~. ] ] » ) )
Changes in the patient’s condition that reguwe a change in the plan of care should be
documented in the patient’s clinical record.
When a Medicare beneficiary elects to transfer to a different HHA or is discharged and
returns to the same HHA, it warrants a new clock for purposes of\ﬁayment, )
assessment, and physician certification of the new plan of care. When a new 60—daY episode
begins, the original 60-day episode payment is proportlonaII%/ adjusted to reflect the length of
time the beneficiary remained under the HHA's care before the intervening event. The
G163 The total plan of care is reviewed by th? proportional paymeént is the Partial Episode Payment (PEP) adjustment.
ttendi hysici d HHA
gs%rlltelﬂgag t%glgg\?e?i?y of the %%rt?é’rﬁ‘tr"se A Significant Change In Condition (SCIC) adjustment occurs when a Medicare beneficiary
condition requires, but at least once every | experiences a significant change in condition during a 60-day episode that was not
0 days or more frequently when there is envisioned in the original plan of care. In order to receive a new case-mix assignment for
a benéficiary elected transfer; a purposes of SCIC gayment during the 60-day episode, the HHA must complete an OASIS
significant C%ange in condition resulting in | assessment and obtain the necessary physician change orders reflecting the significant
a change in the case-mix assignment: or | change in treatment approach in the patient’s plan of care. Refer to current policy for the use
a discharge and return to the same HHA of the OASIS assessment for SCIC adjustments.
during the 60-day episode.
G164 Agency professional staff promptly alert
the physician to any changes that
suggest a need to alter the plan of care.
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§484.18(c) Standard: Conformance with | §484.18(c) Guidelines:
physician orders. i . . o o .
Review HHA policies and procedures in regard to obtaining physician orders, changes in
orders, and verbal orders.” All physician orders must be includéd in the patient’s clinical
record. Plans of care must be signed and dated by the physician.
G165 Drugs and treatments are administered Orders must be obtained prior to any reduction or termination of services. Verbal orders must
by agency staff only as ordered by the be countersigned by the physician as soon as possible. Ask HHAs, whose pattern of
physician. obtaining sighed physicians’ orders exceeds the HHA'’s policy or State law, to clarify or
explain what circumstances created the time lapse, and how they are approaching a
resolution to the problem.
gtthter degi ngtedIIIIHA p%rsonnleltwho acc(:jem_| \Aerball_l ord(\e/rs tt;)nllet go soin q[ctc):orqancg witg
i iti ate and Federal law and regulations an olicy. Verbal orders must be signed an
G108 \S/iggbeadl g;ddeasataé'g \?Vﬁ%l?h\’evrgéqg SP Seceipt dated by the registered nursegor ualified t|herapigt w_r¥(_)_is furnishing or supervisingg the
by the registered nurse or qualified ordered service. Itis the RN’s or therapist's responsibility to make any necessary revisions to
tq]era is)t as deﬁnﬁd .i:n §f484:4hof this the plan of care based on that order.
chapter) responsible for furnishing or )
supgrvising Fhe ordered services.g §484.18(c) Probes:
How does the HHA secure the physician’s signature on verbal, change, or renewal orders?
How does the HHA ensure that verbal orders are accepted, co-signed by the nurse or

See §484.55(c) therapist, and countersigned by the physician appropriately?

Tag 167 expired on 6/1/99. A new ta

conqermnq_dru? review is found at G337

and is applicable to all patients serviced

by the HHA.

G300 Verbal orders are only accepted by
personnel authorizedto do so b
applicable State and Federal laws and
regulations, as well as by the HHA'’s
internal policies.
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G320

484.20 Condition of participation:
eporting OASIS information.

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

§484.20 Guidelines:

HHAs must, at least monthly, electronically report OASIS data on all applicable patients in a
format that meets HCFA electronic data and edit specifications. For purposes of this
requirement, the term “reporting” means electronic reporting.

OASIS data on non-Medicare/non-Medicaid patients receiving skilled services are reported
when the requirement to mask non-Medicare/non-Medicaid OASIS data is effective so that
their personally identifiable information remains unidentifiable except to the reporting HHA. At
that time, HHAs using software developed by private vendors must use software that is
appropriately masking non-Medicare/non-Médicaid records for all assessments in a similar
manner to the functionality provided by the Home Assessment Validation Entry (HAVEN)
sHoftwaredand be able to cross-reference a masked code to the name of the patient, as

oes.

HHASs or contracted entities acting on behalf of the HHA can report OASIS data to the State
agency usm? the HAVEN software HCFA provides free of charge or b usngHAVEN—Ilke
software that conforms to the same specifications used to develop HAVEN. "Reported OASIS
data will be analyzed and findings made available to HHAs by way of reports that will help
HHAs identify their performance level in the provision of care’to the patient population they
serve as compared with other HHAs on either a national, State or local level.

As part of the ongoing survey process, State agencies may establish policies in keeping with
unannounced surveys that include the ongoing request, at specified intervals, for the
submissijon of a current census (number) of patients being serviced by the HHA. Census
information should include onl/y a count of non-Medicare/non-Medicaid patients. Since
OASIS data on non-Medicare/non-Medicaid patients will be received by the OASIS State
system in an unidentifiable format, names of non-Medicare/non-Medicaid patients on the
census are not appropriate.

With this information, surveyors can conduct a qros_s comparison of patient counts to data
from the OASIS State system and monitor, offsite, if required OASIS data are being
transmitted to the State.

G321

§484.20(a) Guidelines:

g4?4.20(a) Standard: Encoding OASIS
ata.

The HHA must encode and be capable of

transmitting OASIS data for each agency
atient within 7 days of completing an
ASIS data set.

After OASIS data are collected and completed by the qualified clinician as part of the
comprehensive assessment at the required time points (i.e., start of care, resumption of care,
follow-up, transfer to inpatient facility with or without discharge, discharge to community, and
death at home), HHAs may take up to seven calendar days after the date of completion of the
con\wf)rehenswe assessment to enter (encode) the OASIS data into their computers using
HAVEN or HAVEN-like software. The day the clinician completes the assessment is day zero
for purposes of calculating the 7-day window. Encoding of all OASIS data items must be
complete, i.e., locked, in order to accurately compute the information (health insurance
Frospectlve payment system or HIPPS code) necessary for billing Medicare patients under
he prospective payment system.
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§484.20(a) Guidelines (continued):

Pre-Survey Activity - Check with the State OASIS Education or Automation Coordinator
and/or review OASIS data management re?orts to determine if encoding is completed within
7 days after completing the OASIS data set.

Onsite Activit¥ -Check to see if the HHA is transmitting its own data or has an arrangement

with an outside entity acting on behalf of the HHA to electronically submit OASIS data to the
State agenc;){{ If so,"'make sure a written contract exists that describes the arrangement the
HHA has with the outside entity to enter and transmit OASIS data on behalf of the HHA.

tl%etesrtmtine the process for encoding and locking OASIS data being readied for transmission to
e State.

If questions are raised through interview or record review, review the HHA'’s policies regarding
encoding time frames.

Initial Survey - New HHAs seeking initial certification must apply for appropriate State and
Federa HHX identification and passwords and be able to demonstrate compliance with
collecting, completing, encodlng and reporting OASIS data for all applicable patients in an
electronic format that meets HCFA specifications prior to the initial survey. Check with the
OAaSIS Autorgatlon Coordinator for information on assignment of test identification numbers
and passwords.
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G322

§484.20 b& Standard: Accuracy of
encoded OASIS dafa.

The encoded OASIS data must
accurately reflect the patient’s status at
the time of assessment.

§484.20(b) Guidelines:

Check to see how the HHA monitors the accuracy of their data to ensure the data collected,
encoded, and reported accurately reflects the pafient’s status at the time of the assessment.
Some tips for establishing a pro%ram to monitor the quality and accuracy of OASIS data are
found in Chapter 12 of the OASIS Implementation Manual — Data Quality Audits.

Onsite Activity - When reviewing the clinical records, determine that a visit was made to
conduct the assessment, as applicable. Also, determine that other clinical information in the
patlert1t (rjecord does not contradict OASIS data collected during the assessment, encoded or
reported.

New patient admission: If possible, include a home visit for a newly admitted patient who is
scheduled to have a comprehensive assessment done. Determiné that the OASIS data
collected accurately reflects the patient’s status at the time of the assessment.

Patient currently on service: If a home visit is made on a patient for whom an assessment
has already beén conducted and is not now scheduled to have one conducted, review the
most current assessment and compare it with your observation of patient status, keeping in
mind the patient’s progress/decline and the normal progression of the clinical condition.
Determine that other clinical information in the patient record does not contradict OASIS data.
§484.20(b) Probes:

How does the HHA conduct clinical and data entry audits to verify that collected OASIS data
is consistent with reported OASIS data?

How does the HHA assure consistency?
How does the HHA review the final validation reports for accuracy purposes?

Has the HHA identified any discrepancies in data collected and reported? If so, how were
discrepancies addressed?

How does the HHA handle the correction of errors?

ev. 21

10-00 B-40.




INTERPRETIVE GUIDELINES — HOME HEALTH AGENCIES

REGULATION

GUIDANCE TO SURVEYORS

§484.20(c) Standard: Transmittal of
OASIS data.

The HHA must-

(1) Electronically transmit accurate
completed, encoded and locked OASIS
data for each patient to the State agency
or HCFA OASIS contractor at least
monthly;

§484.20(c)(1) Guidelines:

By the last day of the current month, HHAs must electronically transmit all OASIS data
collected, encoded, and locked in the previous month for each patient (as applicable), to the
State agency or HCFA OASIS contractor. At a minimum, HHAs must transmit OASIS data at
least monthly; HHAs may transmit OASIS data mare frequently, if desired, and are free to
develop schedules for transmitting data to best suit their needs.

Rejected data that requires correcting and re-transmitting must be received by the OASIS
State S(Ystem within the same required time frame. Submission of data with identified fatal
errors does not justify extending the required time frame. While overdue assessments will be
accepted, HHAs (or their contracted vendors) may not wait until the end of the month to
transmit their OASIS data in case errors are identified that require re-transmittal or system
problems develop that prevent transmission.

Entities submitting OASIS data to the State agency or HCFA OASIS contractor on behalf of
the HHA, i.e., corporate offices or vendors under contract, must share the feedback reports
with the HHA in order for them to monitor their encoding and transmission process.

Pre-Survey Activity - Check with the State OASIS Education or Automation Coordinator
and/or review OASIS data management reports to determine if OASIS data are being
transmitted as required.

Onsite Activity - Ask the HHA to demonstrate how it creates, saves and transmits OASIS data
o the State agency. Randomly select patient assessments and ask the HHA for the final
validation report to demonstrate that they were received by the State.

§484.20(c)(1) Probes:

Is the HHA successfully transmitting OASIS data at least once a month?

Review the HHA’s OASIS validation reports. If the HHA’s corporate office or contracted
vendor submits OASIS data on its behalf, are feedback reports being shared with the HHA?

What is the HHA'’s back-up plan if it is unable to submit OASIS data to the State agency?
If questions arise, review HHA policies and procedures regarding OASIS data transmission.
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(2) For all assessments completed in the
revious month, transmit OASIS data in a
ormat that meets the requirements of

paragraph (d) of this section:

§484.20(c)(2) Guidelines:
Determine that all required OASIS assessments are being transmitted.

Certain missing information or inconsistencies will cause a record to be completely rejected

requiring correction by the HHA and retransmission. These are called fatal errors: An

example of a fatal error js when a record is submitted without the HHA’s State-assigned

identitication number, without the patient’s last name, or the record is a duplicate of one
reviously received. A complete listing of current record regectlon criteria is available on the
ASIS website (www.hcfa.gov/medicaid/oasis/oasishmp.htm).

HHAs may correct mistakes to records that have been transmitted to the State agency or
HCFA OASIS contractor. Until the system to completely automate correction of errors’is
available to HHAs, non-key fields may be updated and re-transmitted to the OASIS State
system. Corrections to key fields must be communicated to the State agency and manually
made there. A description of key fields vs. non-key fields is available onthe OASIS website
(www.hcfa.gov/medicaid/oasis/oasishmp.htm).

§484.20(c)(2) Probes
What kind of errors is the HHA finding and correcting?

How is the HHA responding to identified fatal errors?
How does the HHA verify that assessment data is consistent with the required format?

What are the established times of OASIS data transmission to the State? (They must be at
least monthly.)

Are all required OASIS assessments that are locked in the previous month, transmitted during
the next month?

Who is assigned to transmit OASIS data?

If questions arise during interview and record review, review the HHA policies on OASIS data
transmission.
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G325 3) Successfully transmit test data to the

beginning 3
4/296/99. J

tate a_genc/\é

or HCFA OASIS contractor
6/99 and no later than

§484.20(c)(3) Guidelines:

The purpose of making a test transmission to the State agency or HCFA OASIS contractor is

to establish connectivity. Once the test has been successfully completed, HHAs must not

ao%tmely use the test function to prepare their submission of production (required) OASIS
ata.

Initial Survey - New HHAs seeking initial certification must apply for State and Federal HHA
identification numbers and passwords in order to demonstrate Compliance with the OASIS
submission requirements prior to Medicare approval.

HHAs must demonstrate connectivity to the OASIS State system by--

1) making a test transmission of any start of care or resumption of care OASIS data that
passes HCFA edit checks; and

2) receiving validation reports back from the State confirming transmission of data.

NOTE: The OASIS system is not authorized to maintain unmasked OASIS information on
non-Medicare/non-Medicaid patients receiving skilled services. If the HHA has indicated at
MO0150 that the patient is a non-Medicare/non-Medicaid patient, the data should be masked
when the requirement to mask non-Medicare/non-Medicaid data is effective. Unmasked data
on rt10n-Med|care/non-Medlca|d patients receiving skilled services are rejected by the State
system.
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G326 (4) Transmit data using electronic §484.20(c)(4) Guidelines
communications software that provides a ) o
direct telephone connection from the HHA | HHAs must have a computer system that supports dlal-% communications for the
to the State agency or HCFA OASIS transmission of OASIS data to the State agency or HCFA OASIS contractor, transmits the
contractor. exBor_t files, and receives validation information. Corporate offices or contracted vendors
submitting OASIS data on behalf of the HHA must provide the HHA with either an electronic
copy of the validation information received from the State agency or HCFA OASIS contractor,
or a summary of that information.
All HHAs must use of the Medicare Data Communication Network (MDCN) to connect to the
State agency for submission of OASIS data. When incorporation is complete, OASIS data
from branch’locations may be submitted directly by the branch as long as the appropriate
user identification and passwords have been obtained.
G327 §484.20(d) Standard: Data format. §484.20(d) Guidelines:

The HHA must encode and transmit data
using the software available from HCFA
or software that conforms to HCFA
standard electronic record layout, edit
specification, and data dictionary, and
thagt includes the required OASIS data
set.

Reasons for non-submission include lack of compliance with the requirement to electronically
transmit OASIS data by the HHA, or transmission using an improper format. HHAs must
encode and transmit data usm%the HAVEN software available from HCFA or HAVEN-like
software that conforms to all HCFA data transmission specifications available on the OASIS
website. The software must also include the most current version of the OASIS data items
which are available on the OASIS website at all times.

Pre-Survey Activity - Review any OASIS State system data management reports to determine
if there are indications of problems with OASIS data transmission,” Check with the State

Education or Automation coordinator to see if he/she has identified a problem with
OASIS data transmission.

Onsite Activity - If problems with OASIS data transmission were determined durin? pre-survey
ac |V|_fy, on survey, interview the appropriate staff to assess the extent of the problem, and to
identify steps the'HHA is taking to correct any transmission problems.

§484.20(d) Probes:

What steps did the HHA take to correct transmission ﬁroblems, i.e., change in software
vendor, notifying the State, or using HAVEN as a backup software program?
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Subpart C--Furnishing of Services
G168 §484.30 Condition of Participation: Skilled
nursing services.
G169 The HHA furnishes skilled nursing
services by or under the supervision of a
registered nurse; and
G170 in accordance with the plan of care.
§484.30(a) Standard: Duties of the
registered nurse. §484.30(a) Guidelines:
. o An RN is required to make the initial evaluation visit except in those circumstances where the
G171 The registered nurse makes the initial physician has ordered only therapy services. If the physician orders only therapy services, it
evaluation visit, would be acceptable for the approprlate therapist (physical therapist or speech-lanquage
pathologist) to perform the initial evaluation visit. This does not mean that an HHA'Is )
precluded from having the RN perform all initial evaluation visits if the HHA believes that this
T promotes coordinated patient care, and/or if this is part of the HHA’s own policies,
G172 aegﬁsz_lraqgr]I);1 gee-g;/aluates the patient’s procedures, and particular approach to patient care services.
ursi ,
Review a case-mix, stratified sample of clinical records according to the HHA survey and
certification process, and make home visits to determine if RNs perform their responsibilities
G173 initiates the plan of care and necessary within the State’s nurse Bractlce act and in compliance with the plan of care. (See
revisions, §484.12(c).) See §§2200 and 2202 of the SOM.
ev. 21 10-00 B-41
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G174 furnishes those services requiring . §484.30(a) Probes:
substantial and specialized nursing skill, ) ) . o . ) )
How does the HHA confirm that services requiring specialized nursing skills are furnished by
individuals with the appropriate qualifications?
G175 initiates appropriate preventive and
rehabilitative nursing procedures,
G176 prepares clinical and progress notes,
coordinates services, informs the
physician and other personnel of changes
in the patient’s condition and needs,
G177 counsels the patient and family in
meeting nursing and related needs,
G178 participates in in-service programs, and
supervises and teaches other nursing
personnel.
484.30(b) Standard: Duties of the §484.30(b) Guidelines:
icensed pracftical nurse. . } ) . . i )
Determine if services are provided in accordance with the HHA'’s professional practice
standards and with guidance and supervision from RNs. Make the same comparisons set
G179 The licensed practical nurse furnishes forth in the §484.30(a) probe when reviewing duties of the LPN.
services in accordance with agency
policies,
G180 prepares clinical and progress notes,
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G303

The HHA must inform the attending
physician of the availability of a discharge
summar%/. The discharge summary must
be sent fo the attending physician upon
request and must include the patient’s
medical and health status at discharge.

Forms HCFA-486 (and HCFA-487, if necessary) maP/ be used as a progress note and/or a
summary report. Notations shquld be appropriately labeled and should provide an overall,
comprehensive view of the patient’s total progress and/or current summary report includin
social, emotional, or behavioral adjustments relative to the diagnosis, treatment, rehabilitation
potential, and anticipated outcomes toward recovery or further debilitation.

The regulation does not dictate the frequency with which progress notes must be written. If
necessary, r;[ewew the HHA'’s policies and procedures concerning the frequency of preparing
progress notes.

The discharge summary need not be a separate piece of paper and may be incorporated into
the routine summary reports already furnished to the physician.

§484.48 Probes:
1. Are there patterns in the clinical records that are of concern?

2. Do clinical records document patient progress and outcomes of care based on changes in
the patient’s condition?

3. How does the HHA inform the attending physician of the availability of a discharge
summary?

4. How does the HHA ensure that the discharge summary is sent to the attending physician
upon his/her request?

§484.48(a) Standard: Retention of
records.

G237

Clinical records are retained for 5 years
after the month the cost report to which
the records appl?/ is filed with the
intermediary, unless State law stipulates
a longer period of time. Policies provide
for retention even if the HHA discontinues
operations.

§484.48(a) Guidelines:

An HHA may store clinical and health insurance records electronically (i.e., on disk, on
microfilm, or on optical disk imaging systems.) This includes the storage of OASIS
information. All material must be available for review by HCFA, the intermediary, Department
of Health and Human Services, or other specially desighated components for bill review,
audit, or other examination during the retention period.

With respect to a State agency or Federal survey to ensure compliance with the Conditions of
Partlcg)anon, clinical records rfequested by the surveyor, along with the equipment necessary
to read them, must be made available during the course of the unannounced survey.
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NUMBER
G238 If a Patien_t_is transferred to another
health facility, a cpﬁy of the record or
abstract is sent with'the patient.
§484.él8(b) Standard: Protection of §484.48(b) Probes:
records.
1. I;)Iow are clinical records stored to protect them from physical destruction and unauthorized
use?
G239 Clinical record information is 2. What written policies and procedures govern the use, removal, and release of clinical
safegtHarde% against loss or records?
unauthorized use. 3. How does the HHA make the records available for all personnel furnishing services on
behalf of the HHA?
G240 Written procedures govern use and
removal of records and the conditions for
release of information.
G241 Patient’s written consent is required for
Irelease of information not authorized by
aw.
G242 E484.52_ Condition of Participation: §484.52 Guidelines:
valuation of the agency’s program. ) . )
All aspects of the HHA’s evaluation are not required to have been done at the same time or
by the same evaluators. For example, fiscal, patient care, and administrative policies may be
evaluated by different members or committees of the group responsible for performing thé
evaluation at different times of the year. Patient care Services should have been evaluated by
providers and consumers.
G243 The HHA has written policies requiring
an overall evaluation of the agency’s
total program
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G251

There is a continuing review of clinical
records for each 60—daK period that a
patient receives home health services to
determine adequacy of the plan of care
and appropriateness of continuation of
care.

If the survey reveals that one (or more) approved services are never, or rarely, provided
either for Medicare/Medicaid patients or non-Medicare/Medicaid patients, undertake the
Egﬂr%\ang)gctlons to determine whether the HHA is complying with the patients’ plans of care
o Review the HHA'’s policies relevant to the evaluation of patient care needs.

o Review HHA contracts for unserved or underserved services, if they are provided under
contract or arrangement.

o . Review plans of care to determine if the services were ordered by a physician but not
delivered.

o Ask the HHA under what circumstances it would contact the patient’s physician to
request modification of a patient’s plan of care.

§484.52(b) Probes:
1. What patterns or problems does the summary report of the clinical record reviews identify?

2. What is the HHA'’s plan of correction? Are time frames for implementation and another
evaluation review planned?

3. How does the HHA select the clinical records to be reviewed?
4. How do the procedures for review ensure that the review will ascertain whether:
o HHA policies and procedures are followed?

o _ Patients are being helped to attain and maintain their highest practicable functional
capacity?

o Goals or anticipated patient outcomes are appropriate to the diagnosis(es), plan of
care, services provided, and patient potential?
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G330 §484.55 Condition of participation: §484.55 Guidelines:

Comprehensive assessment of patients.

Each patient must receive, and an HHA | The comprehensive assessment includes the collection of OASIS data items for most

must provide, a patient specific, patients, as described below, by a qualified clinician, i.e., an RN, physical therapist,

comprehensive assessment that occupational therapist, or speech language pathologist. For Medicare patients, there are

accurately reflects the patient’s current some additional requirements. For patients to whom the collection of OASIS data items does

health status and includes information not apply, refer to the requirements at §484.18 to determine compliance with patient

that may be used to demonstrate the comprehensive assessments. HHAs are expected to conduct an assessment that accurately

patient’s progress toward achievement reflects the patient’s current health status and includes information to establish and monitor a

of desired outcomes. The plan of care. The plan of care must be reviewed and updated at least every 60 days or as

comprehensive assessment must often as the severity of the patient’s condition requires, per the requirements at 42 CFR

identify the patient’s continuing need for | 484.18 (a) and (b).

home care and meet the patient’s ) ) .

medical, nursing, rehabilitative, social, The requirement to conduct a drug regimen review at §484.55(c) as part of the

and discharge ? anning needs. For comprehensive assessment applies to all patients serviced by the HHA.

Medicare beneficiaries, the HHA must ) ) . . ) )

verify the patient’s ehﬁlblllty forthe Patients for which OASIS applies: The regulations require a comprehensjve assessment

Medicare home health benefit including with OASIS data items infegrated, for all patients who receive skilled services from an HHA

homebound status, both at the time of meeting Medicare’s home health conditions of participation, except for those patients who

the initial assessment visit and at the are--

time of the comprehensive assessment.

The comprehensive assessment must e Underage 18; ]

also incorporate the use of the current «  Receiving maternity services; .

version of the Outcome and Assessment | ¢  Receiving housekeeping or chore services only; or

Information Set (OASIS) items, using the | ¢  Receiving only personal care services until further notice.

language and %_rouplngt;s of the OASIS o . o . )

items, as specitied by the Secretary. This includes Medicare, Medicaid, managed care, and_prlvatecfay patients accepted by the

HA. It also includes Medicaid patients receiving services under a waiver program or
demonstration to the extent they do not fall into one of the exception categories listed above,
who are receiving services subject to the Medicare conditions of participation.
Under this condition, in addition to an initial assessment visit, the HHA must also conduct a
start of care assessment with OASIS data items integrated on patients to whom the
requirements are applicable. Subsequent comprehensive assessments (updates) must be
conducted at certain time points durln%the admission. These updates must include certain
data items, i.e., those in the current OASIS data set.
OASIS data items are not meant to be the only items included in an HHA’s assessment
E'rocess. They are standardized health assessment items that must be incorporated into an
HA’s own comprehensive assessment tool. For therap%/-only cases, the comprehensive
assessment should incorporate OASIS data items with other assessment data the HHA
cuarently collects for therapy patients, as opposed to simply adding them at the beginning or
end.
Medicare patients: For Medicare patients, the HHA must include a determination of the
patient’s eligibility for the home health benefit, including homebound status.
ev. 21 10-00 B-6
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§484.55 Guidelines (continued):

Eligibility for the Medicare home health benefit is defined in the Medicare Home Health
Agency Manual, HCFA-Pub.11 at §204 (see www.hcfa.gov/pubforms/progman.htm) and
includés conditions patients must meet to qualify for coverage, such as:

e Patient is confined to the home; ) .

e Services are provided under a ﬁlar] of care established and approved by a physician;

e Patient is under the care of a physician; and ) )

e Patient needs skilled nursing care on an intermittent basis or physical therapy or speech
therapy services or has continued need for occupational therapy.

Incorporating OASIS items: HHAs must incorporate the OASIS data jtems into their own
assessment instrument using the exact language of the items, replacing similar
items/questions on their existing assessment tool as opposed to simply adding the OASIS
items at the beginning or end.

G331

§484.55(a) Standard: Initial assessment

§484.55(a)(1) Guidelines:

Visit.

(1) A registered nurse must conduct an
initial assessment visit to determine the
immediate care and support needs of the
patient; and, for Medicare patients, to
determine eligibility for the Medicare
home health benefit, including
homebound status.

The initial assessment visit is conducted to determine the immediate care and support needs
of the patient, and in the case of Medicare patients, to also determine eligibility for the home
health benefit, including homebound status.

For Medicare patients, the initial assessment visit must include a determination of the
patient’s eligibility for the home health benefit, including homebound status. Verification of a
patient’s eligibility for the Medicare home health benefit including homebound status does not
apply to Medicaid patients, beneficiaries receiving Medicare outpatient services, or private
pay patients. The required initial assessment visit at §484.55 (a)(1) and the “initial evaluation
visit” at §484.30(a) may be completed during the same visit.

See the guidelines at §484.55 above for Medicare eligibility requirements.

For patients receivinﬁ]only nursing services or both nursing and therapy services, a registered
nurse must conduct the initial assessment visit.

ev. 21
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§484.55(a)(1) Guidelines (continued):

Review a case-mix, stratified sample of clinical records and make home visits according to
the survey process (see §§2200 and 2202 of the State Operations Manual) to determine
compliance with this requirement.

§484.55(a)(1) Probes:

What are the HHA'’s policies for conducting the initial assessment?

How is Medicare eligibility and homebound status determined?

G332 The initial assessment visit must be held §484.55(a)(1) Guidelines:
either within 48 hours of referral, or within

48 hours of the patient’s return home, or In the absence of a physician-specified start of care date, the initial assessment visitis
on the physician-ordered start of care conducted within 48 hours of the referral. If the physician specified a start of care date, this
date. supersedes the 48-hour time frame. Check the intake or clinical record for documentation of

a specified start of care date.

For Medicare patients, if the initial assessment indicates that the patient is not eligible for the

Medicare home health care benefit, i.e., the tpatlent is not homebound, has no skilled need,

etc., and the HHA does not admit the patient, then there is no indication for the HHA to

%ct)ntduct a comprehensive assessment or to collect, encode, or transmit OASIS data to the
ate.

§484.55(a)(1) Probes:
How does the HHA assure that initial visits are conducted within the required time frames?

_Cp_mPa_re the date of the physician referral and the date of the initial assessment visit. If the
initial visit is later than 48 hours or later than the physician-ordered start of care date, check
the individual patient’s clinical record. Sometimes a patient requests that a visit not be made
until a more convenient time. That request must be documented in the clinical record as well
as a notation that the physician was notified of and approves the patient’s request for a
delayed start of care.

If the physician orders start of care to begin after the 48-hour time frame specified in the
regulations, is there an order in the patient’s chart specifying this start of care date?
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2) When rehabilitation therapy service
speech language ?_athology, physical
therapy, or occupational thérapy) is the

only sérvice ordered by the physician,
and if the need for that service o
establishes prpgtram eligibility, the initial
assessment visit may be made by the
appropriate rehabilitation skilled
professional.

§484.55(a)(2) Guidelines:

For non-Medicare patients, if the need for a single therapy service establishes initial home
health eligibility, the corresponding practitioner, (mcludmg aPhyS!ca! therapist, speech-
language pathologist, or occupational therapist) can conduct the initial assessment visit.

For the Medicare home health benefit, occupational therapy services provided at the start of
care alone do not establish eligibility; therefore, occupational therapists may not conduct the
initial assessment visit under Medicare. Patients needing only occupational therapy services
on admission to the agency may qualify for eligibility under programs other than Medicare.

These instructions are consistent with the guidance at §484.30$a) which states, “If the
hysician orders only therapy services, it would be acceptable for the ,a?proprlat.e therapist
physical therapist of speech-language pathologist) to perform the initial evaluation visit.”

Review a case-mix, stratified sample of clinical records and make home visits according to
the survey process (see §§2200 and 2202 of the State Operations Manual) to determine
compliance with this requirement. For a sample of patients, determine who conducted the
initial assessments, if the homebound status for Medicare was identified, and the dates of the
referral and initial assessments.

NOTE: A patient who requires short term nursing determined at the start of care in addition to
ongoing therapy is not considered a therapy-only case, i.e., a one-time visit by a nurse
scheduled to remove sutures. Therefore, the initial assessment must be done by the RN.
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§484.55(a)(2) Probes:

How does the HHA assure that initial visits are conducted within the required time frames?

Compare the date of the physician referral and the date of the initial assessment visit. If the
difference is greater than 48 hours or later than the physician ordered start of care date, )
check the individual patient’s clinical record. If a patient requests that a visit not be made until
a more convenient time, the request should be documented in the clinical record.

Review patient records in which ther_aPy (occupational theraBy, physical therapy, or speech
language patholog)g was the only skilled service provided. Determine if the appropriate
disCipline completed the initial assessment. According to State law, some HHAs may use
RNs for initial assessments in therapy-only cases.

Interview staff to determine how therapy-only initial assessment visits are conducted.

How does the HHA ensure that the skilled disciplines completing the initial assessment are
performing this task accurately?

If questions are raised through interview and record review, review the HHA'’s policies
regarding conducting and completing an initial assessment visit.
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G334

§484.55(b) Standard: Completion of the

§484.55(b)(1) Guidelines:

comprehensive assessment.

1) The comprehensive assessment must

e completed in a timely manner,
consistent with the patiént’'s immediate
needs, but no later than 5 calendar days
after the start of care.

For patients to whom OASIS apP!ieS, when a patient is admitted to the HHA, a start of care
comprehensive assessment that includes certain required OASIS data items, must be
completed no later than 5 calendar days after the start of care date.

Pre-Survey Activity - Review OASIS data management reports, as available, to determine if
start of care comprehensive assessments are completed within the required time frame.

Onsite Activity - I_dentif;athe start of care date. For all practical purposes, the start of care
ateis the first billable home visit. For payers other than Medicare, the first billable visit might
be a visit made by a home health aide.

Review any reasons r::resent.ed for not completing the start of care comprehensive
assessments within the required time frame (i.e., the HHA planned to complete the
assessment within the required time frame but the patient refused the visit.). Document
?xplafnatlons for start of care comprehensive assessments completed outside of the required
ime frame.

MO0O090 on the OASIS data set reflects the final date the qualified clinician completed the
actual patient assessment. This is usually the date of the last home visit made to complete
the comprehensive assessment but may reflect a date subsequent to the onsite visit when the
qualified clinician needs to follow up, offsite, with the patient’s family or physician in order to
complete an OASIS clinical data item. Compare the start of care date at MO030 with the date
the assessment was completed (M0090). M0090 should be no more than 5 days later than

M .. The HHA has 7 additional days from the date the patient assessment is completed
(M0090) to encode ﬁd.ata-ent_er_), edit, and ensure the accuracy of the OASIS data and to
consult with the qualified clinician who conducted and completed the comprehensive
assessment for purposes of clarification or to complete missing OASIS data items such as
diagnosis codes
(See §484.20(a)).

§484.55(b)(1) Probes:

Was the start of care comprehensive assessment completed within 5 calendar days after the
start of care date?

etc., and to lock (export) the data for future submission to the State agency.

Did the HHA provide acceptable explanations for start of care comprehensive assessments
completed outside of the required time frame?
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G335 223 Except as provided in paragraph §484.55(b)(2) Guidelines:
b)(3) of this section, a registered nurse ] . ] ] ]
must complete the comprehensive For patients receiving skilled nursing services, an RN must conduct and complete the
assessment and for Medicare patients, comprehensive assessment, and for Medicare patients confirm eligibility, including
determine eligibility for the Medicare homebound verification, for the Medicare home health benefit. See the guidelines at §484.55
home health benefit, including for Medicare eligibility requirements.
homebound status. ] ]
When nursing and therapy are both ordered at the start of care, the registered nurse performs
the start of care comprehénsive assessment. Either discipline may perform subsequent
assessments if the discipline is still actively providing skilled services to the patient.
§484.55(b)(2) Probes:
Is the appropriate clinician conducting the comprehensive assessments, i.e., RN, physical
therapist, occupational therapist, or speech-language pathologist? Check the signature of the
clinician who completed the start of care assessment, and verify that it is a qualified clinician.
G336 §484.55(b)(3) Guidelines:

(3) When ph%/sical therapy, speech-
language pathology, or occupational
therapy is the only service ordered by the
Physmlan, a physical therapist, speech-
anguage pathologist or occupational
therapist may complete the
comprehensive assessment, and for,
Medicare patients, determine ellfglblllty for
the Medicare home health benefit,
including homebound status. The
occupational therapist may complete the
comprehensive assessment if the need
for occupational therapy establishes
program eligibility.

For a therapy-only case, it is acceptable for a thsicaI therapist or speech language
Elathol%glst to conduct and complete the comprehensive assessment at admission to the
HA. Occupational theragl_sts may conduct and complete the assessment when the need for
occupational therapy establishes program eligibility.
NOTE: Occupational therapy alone does not establish eligibility for the Medicare home health
benefit at the start of care; however, occupational therapy services only may qualify for
eligibility under other programs, such as Medicaid. Theréfore, occupafional therapists may
not conduct the start of care comprehensive assessment under Medicare. In contrast, the
Medicare home health patient receiving services of multiple disciplines, i.e., skilled nursing, .
physical therapy, and occupational therapy, during the epsode of care, can retain eligibility if
over time, occupational therapy is the only remaining skilled discipline providing care. At tha
time, an occupational therapist can conduct OASIS assessments, i.e., resumption of care,
follow-up, transfer, and discharge assessments.

For Medicare patients, at start of care, after the eligibility of the patient has been confirmed
and the need for the qualifying service is_established then the sequence of therapy services
provided is irrelevant.” Therefore, if physical, occupational and/or speech therapies are
ordered, the order in which services are delivered is at the HHA's discretion based on the
patient's plan of care. Since the need for occupational therapy alone does not constitute
eligibility under Medicare, the HHA must provide the qualifying service, i.e., physical or
speech therapy, prior to transfer or discharge.
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§484.55(b)(3) Guidelines (continued)

A qualified therapist may conduct and complete the comprehensive assessment, and for
Medicare patients confirm _ehq_lbmty, mcludmg homebound verification, for the Medicare home
health benefit. See the guidelines at §484.55 for Medicare eligibility requirements.

For patients receiving services from multiple skilled disciplines, the comprehensive
assessment, including OASIS items, may be completed by different disciplines such as a
registered nurse, physical therapist or speech Iangua?e pathologist at subsequent time
points. The same discipline is not required to complete the comprehensive assessment at
every required time point.

If an RN’s entry into the case is known at start of care (i.e., nursing is scheduled, even if only
for one skilled nurse visit), then the case is NOT considered to be therapy-only, and the RN
must conduct the start of care comprehensive assessment. If the order for nursing is not
known at start of care and originates from a verbal order after start of care, then the case is
considered therapy-only at start of care, and the therapist can perform the start of care
comprehen?lve assessment. Either discipline may perform subsequent comprehensive
assessments.

If it is the HHA'’s policy for the RN to perform a comprehensive assessment before the
therapist’s start of care visit, the nurse could perform a comprehensive assessment on or
after the therapist’s start of care date or the therapist could perform the start of care
comprehensive assessment if this is a therapy only case. A comprehensive assessment
performed BEFORE the start of care date (idéntified generally as being the first billable visit)
cannot be entered into HAVEN (or HAVEN-like software).

§484.55(b)(3) Probes:

Are the appropriate clinicians conducting the comprehensive assessments, i.e., RN, physical
therapist, occupational therapist, speech-language pathologist? Check the signature of the
clinician who completed the start of care assessment (only one clinician takes responsibility
for an assessment, although more than one may collaborate.)

What is the HHA'’s policy regarding start of care visits in therapy cases? If the therapist does
the start of care assessment, review the therapy start of care assessment record.

Does the therapy assessment incorporate the required start of care OASIS data items?
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§484.55(c) Standard: Drug regimen
review.

The comprehensive assessment must
include a review of all medications the
patient is currently using in order to
identify any potential adverse effects and
drug réactions, including ineffective drug
therapy, significant side effects,
significant drug interactions, duplicate
drug therapy, and noncompliance with
drug therapy.

§484.55(c) Guidelines:

This requirement applies to all patients being serviced by the HHA, regardless of whether the
specific requirements of OASIS apply. For patients to whom OASIS does not %pg)ll?y the drug
regimen review must be conducted in conjunction with the requirements at 42 484.18,
Condition of Participation: Acceptance of patients, plan of care, and medical supervision.

The drug regimen review must include documentation of medications the patient is taking.
Review medications on the recertification plan of care (Form HCFA-485) and in clinical record
notes to determine the accuracy of the medication regimen. This may be included as part of
the case-mix, stratified sample of clinical records.

Determine if clinical record documentation includes medication review, etc. In therapy-only
cases, determine the HHA'’s policy for medication review.

Drugs and treatments ordered by the patient’s physician and not documented on the care
plan should be recorded in the clinical record. This includes over-the-counter drugs. If the
qualified clinician (RN or therapist) determines that the patient is experiencing problems with
hIS/htet; meldlg[:a(tjlons or identifies any potential adverse effects and/or reactions, the physician
must be alerted.

The label on the bottle of a prescription medication constitutes the pharmacist’s transcription
or documentation of the order. Such medications are noted in the patient’s clinical record and
listed on Form HCFA-485. This is consistent with acceptable standards of practice. Federal
regulations do not have additional requirements.

If questions are raised through interview or record review, examine the HHA’s policies on
drug review and actions.

Onsite Activity - Interview clinical staff, asking them to describe their process of drug review
including:

e How are potential adverse effects and drug reactions identified?

e What steps does the HHA require its personnel to take?

e What process is followed when a patient is found to be noncompliant?

e How is the drug review completed if the patient is receiving only therapy services?

e How are drugs reviewed when medication orders are modified or changed after the start of
care comprehensive assessment in multi-discipline cases and in therapy-only cases?
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§484.55(c) Probes:
What is the HHA'’s policy for medication review?
How does the HHA respond to medication discrepancies and prescriptions from physicians
other than the physician responsible for the patient’'s home health care?
If HHA Rersonnel_ identify patient sensitivity or other medication problems, what actions does
the HHA require its personnel to take?
G338 §484.55(d) Standard: Update of the §484.55(d) Guidelines:
comprehensive assessment. ] ] . ) ) ) )
] The term “major decline or improvement in the patient’s health status” is the impetus for

The comprehensive assessment must be | collecting and reporting OASIS data in the following situations:

updated and revised gncludlng the i

administration of the OASIS) as e as defined by the HHA (reason for assessment 5, other follow-up);

frequently as the patient’s condition ] ] ] - o )

warrants due to a major decline or e to assess a patient on return from an inpatient facility, other than a hospital, if the patient

upg{rovement in the patient’s health was not discharged upon transfer (resumption of care); and

status,
e as determined by HCFA.
In the event an HHA determines that a patient’s condition has improved or deteriorated
beyond the HHA’s expectations, the HHA may choose to collect and report additional
assessment information. HHAs must code this as “Other follow-up”. The start of care date
does not change when an HHA conducts this optional assessment.
The comprehensive assessment updates must include the appropriate OASIS data items as
indicated on the current OASIS data set. The current OASIS data set is available on the
HCFA OASIS website at:

http://www.hcfa.gov/medicaid/oasis/oasishmp.htm
§484.55(d) Probes:
When the HHA uses the “Other Follow-up” comprehensive assessment, how does it define a
major decline or improvement that would require a new comprehensive assessment? Within
the sample records reviewed, look for/gahents who have had a major decline or improvement
in health status, as defined by the HHA. Determine if an OASIS assessment (reason for
assessment 5, other follow-up) was completed.
ev. 21 10-00 B-7
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but not less frequently than:
g) The last 5 days of every 60 days

eginning with the start-of-care date,
unless there is a:

(i) Beneficiary elected transfer;

(i) Significant change in condition resulting
In'a new case-mix assignment; or

(i) Discharge and return to the same HHA
during the 60-day episode.

§484.55(d)(1) Guidelines:

The follow-up comprehensive assessment is conducted by the qualified clinician to identify
the patient’s current health status and continued need(s) for home health services. The
follow-up comprehensive assessment must be performed within the last 5 days of the current
60-day certification period, i.e., between and including days 56-60.

In HHAs that do not transmit any OASIS data for a month, verify that the HHA understands
the transmission process and required comprehensive assessment time points. Review any
validation reports the HHA has received from previous OASIS submissions to their respective
State agency, i.e., OASIS initial feedback and final validation reports.

As part of the case-mix, stratified sample of clinical records, review patient records to
determine that follow-up comprehensive assessments with OASIS data are conducted,
collected, and completed within the required time frames.

When a Medicare beneficiary elects to transfer to a different HHA or is discharged and returns
to the same HHA, it warrants a new clock for purposes of payment, OASIS assessment, and
physician certification of the new plan of care.

A Significant Change In Condition (SCIC) adjustment occurs when a Medicare beneficiary
experiences a significant change in condition during a 60-day episode that was not
envisioned in the original plan of care. In order to receive a new case-mix assignment for
purposes of SCIC payment during the 60-day episode, the HHA must complete an OASIS
assessment and obtdin the physician change orders reflecting the significant chanqe in
treatment aPProach in the patiént’s plan of care. Refer to current policy for use of the OASIS
assessment for SCIC adjustments.

§484.55(d)(1) Probes:

How does the HHA determine when the follow-up comprehensive assessment is due? Ask
clinical staff to describe their process.

Does the M0090 item (date assessment completed) fall within the time frame required for the
follow-up comprehensive assessment?

How are follow-up comprehensive assessments completed if a skilled service is not projected
at the time when the follow-up assessment is due? Are they incorporated into an aide
supervisory visit, for example?

ev. 21
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G340 (2) Within 48 hours of the patient’s return | §484.55(d)(2) Guidelines:
to the home from a hospital admission of
24 hours or more for any reason other As part of the case-mix, stratified sample of clinical records, review patient records to
than diagnostic tests; or determine if comprehensive assessments with OASIS data items integrated are collected at
required time ﬁplnts. Evaluate the validity of any reasons why an assessment was not
completed within the required time frame.

Updated comprehensive assessments are required:

° Within 48 hours of (or knowledge of) the patient’s return home from a hospital stay of 24
hotL;rs o&more for any reason except diagnostic tests (resumption of care OASIS data
set); an

° Within 48 hours of (or knowledge Oft) the patient’s return home from an inpatient stay
(resumption of care OASIS data sef).

§484.55(d)(2) Probes:

Does the M00Q90 item (date assessment completed) fall within the time frame required for the

resumption of care comprehensive assessment?

G341 (3) At discharge. §484.55(d)(3) Guidelines:

Updated comprehensive assessments are required:

° Within 48 hours of (or knowledge of) transfer to any inpatient facility (transfer to an
inpatient facility comprehensive assessment with OASIS data items integrated, with or
without agency discharge); and

° Within 48 hours of (or knowledge of) discharge to the community or death at home
(discharge OASIS assessment with" OASIS data items integrated).

Review patient clinical records to determine if OASIS data are collected at the required time

points for discharge. Discharge assessments are required.
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§484.55(d)(3) Probes:
How does the HHA readmit patients after transfer (“on hold” or “discharge”) and determine
next assessment dates?
Interview HHA staff and review the HHA'’s policy for inpatient facility admission. Does the
HHA place the patient on hold or does the HHA discharge the patiént for any inpatient facility
admission?
Does the M0090 item (date assessment completed) fall within the time frame required for the
transfer (with or without agency discharge, discharge to the community or death at home
comprehensive assessment?)
What does the HHA do for unanticipated patient discharges?

G342 §484.55(e) Standard: Incorporation of §484.55(e) Guidelines:

OASIS data items.

The OASIS data items determined by the
Secretary must be incorporated into the
HHA'’s own assessment and must
include: clinical record items, o
demographics and patient history, living
arrangements, s_uPpor’uve assistance,
sensory status, integumentary status,
respiratory status, elimination status,
neuro/emotional/behavioral status,
activities of daily living, medications,
equipment management, emergent care,
and data items collected at inpatient
facility admission or discharge only.

HHAs must incorporate the OASIS data items into their own assessment instrument using the
exact language of the items, repla0|n%3|mllar items/questions on their existing assessment
tool as opposed to simply adding the OASIS items at the beginning or end.

Review the HHA’s comprehensive assessments to determine that required OASIS data items
have been integrated into its comprehensive assessment tool. The comprehensive
assessment forms (nursing or therapy) must include all required OASIS data items for each
time point indicated. All comprehensive assessment forms, including those provided by
vendors must be reviewed to ensure compliance with this standard. "Appendix D of the
OASIS Implementation Manual contains a checklist to assist HHAs in incorporating the
appropriate OASIS items for each required assessment time point. Appending the OASIS
data set to an HHA'’s existing assessment form is not appropriate.
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§484.55(e) Guidelines (continued):

Initial Surveys and Recertification Surveys after an OASIS Modification - For new HHAs
seek,mt{; initial certification, or the first HHA survey after the July 19, 1999, effective date, or
the first HHA survey after a required change to the OASIS data set, randomly select
approximately 8 OASIS items and compare them to the HHA’s comprehensive assessment.
Include items that have skip patterns and multiple responses. Dur|n_<f:) recertification surveys
after an OASIS modification, review data items that have been modified.

§484.55(e) Probes:
Does the HHA have the required OASIS data items integrated into its comprehensive

atstswessn]?ents, i.e., start of care, resumption of care, follow-up, transfer, discharge and death
at home?

Is the OASIS data set appended at the beginning or end of the HHA’s assessment form,
rather than integrated into the HHA’s own comprehensive assessment tool?

ev. 21 10-00 b- /Y
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