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is included at Section VI.C.1. We
strongly believe that the benefits
associated with the use of OASIS data
will far outweigh its costs. As discussed
in detail above, OASIS data will
improve the delivery of quality care in
the nation’s HHAs in several ways.
HHAs will find the information helpful
in organizing their care planning. The
increased specificity in patient
assessment will assist agency staff to
uniquely tailor a treatment plan to each
individual patient.

On a more global scale, once data
from the OASIS are available in the
form of standardized outcome reports,
consumers, purchasers, providers, and
HCFA will be able to use information to
evaluate quality of care across the full
spectrum of HHAs. The home health
industry can use the data for
comparative performance assessment.
HCFA and the State survey agencies
will be able to use the data on a
continuous basis to identify providers
that are not performing to the norm.
This use will allow us to further
progress in our efforts to develop a more
efficient and targeted survey approach.

As we discussed above, these
proposed regulations would require that
each HHA use a standard core
assessment data set as part of its
assessment of most adult patients. The
impact of these proposed regulations
would vary from HHA to HHA
depending upon an HHA'’s current
assessment process. The additional
impact on HHA workload centers
around collection of information and
paperwork burden and is discussed in
detail in the “Collection of Information
Requirements” section of this preamble.
There are no other requirements that
would impact HHAs in these proposed
regulations.

B. Rural Impact Statement

Section 1102(b) of the Social Security
Act (the Act) requires us to prepare a
regulatory impact analysis for any
proposed rule that may have a
significant impact on the operation of a
substantial number of small rural
hospitals. Such an analysis must
conform to the provisions of section 604
of the RFA. For purposes of section
1102(b) of the Act, we define a small
rural hospital as a hospital that is
outside of a Metropolitan Statistical
Area and has fewer than 50 beds. We are
not preparing a rural impact statement
since we have determined that this
proposed rule would not have a
significant impact on the operations of
a substantial number of small rural
hospitals.

C. Review by the Office of Management
and Budget

In accordance with the provisions of
Executive Order 12866, this proposed
regulation was reviewed by the Office of
Management and Budget.

V. Response to Comments

Because of the large number of items
of correspondence we normally receive
on Federal Register documents
published for comment, we are not able
to acknowledge or respond to them
individually. We will consider all
comments we receive by the date and
time specified in the DATES section of
this preamble, and, if we proceed with
a subsequent document, we will
respond to the comments in the
preamble to that document.

VI. Collection of Information
Requirements

Under the Paperwork Reduction Act
of 1995, agencies are required to provide
60-day notice in the Federal Register
and solicit public comment before a
collection of information requirement is
submitted to the Office of Management
and Budget (OMB) for review and
approval. In order to fairly evaluate
whether an information collection
should be approved, section
3506(c)(2)(A) of the Paperwork
Reduction Act of 1995 requires that we
solicit comment on the following issues:

* Whether the information collection
is necessary and useful to carry out the
proper functions of the agency;

e The accuracy of the agency’s
estimate of the information collection
burden;

e The quality, utility, and clarity of
the information to be collected; and

¢ Recommendations to minimize the
information collection burden on the
affected public, including automated
collection techniques. Therefore, we are
soliciting public comment on each of
these issues for the proposed
information collection requirements
discussed below.

The proposed regulations at § 484.55
and §484.65 would require HHAS to use
the OASIS as part of a comprehensive
assessment of the patient. The burden
from requiring HHAS to collect the
OASIS data can be divided into two
categories. The first category
encompasses activities that are required
for startup. These activities include
incorporating the OASIS data into an
HHA's clinical records, initial
acclimation to the OASIS, and training
agency staff to use the OASIS data. After
these initial startup activities, the
second burden arises from the collection
of the OASIS data on an ongoing basis.

A. Startup Activities: Time and Cost

We expect HHASs to incorporate the
OASIS data into their clinical records
both to minimize the documentation
burden (for example, by not having to
complete different forms with similar
guestions), and to increase the precision
of patient assessments. Once the data
items are incorporated into the clinical
records, information can easily be
collected at start of care and at each
followup time point (that is, every 57 to
62 days; within 48 hours after the return
home from a hospital admission; and at
discharge).

The time required to revise clinical
records to include OASIS items will
vary for each agency, depending on the
nature of their current documentation.
For example, HHAs that have developed
their own forms using word processing
software may find it easier to merge or
replace items than those agencies
without that capability. Most HHAs are
accustomed to revising patient
assessment instruments periodically, as
new assessment protocols become
available or as new requirements by
accrediting bodies or regulators are
implemented. Once OASIS items are
included in clinical record forms, HHAs
should have only minor subsequent
revisions to make with any future
OASIS releases. The following estimates
are based on the actual experience of the
HHASs that participated in the
development of the home health quality
indicators.

1. Inclusion of OASIS Elements Into
Assessment Forms

We define an average-size HHA as
having 18 nurses and other service
providers and 486 admissions per year.
We estimate that the time required by an
average-size HHA to revise assessment
forms to accommodate the OASIS is
approximately 8 hours for revision of
the initial assessment forms. The HHA
will also require an additional 4 hours
for revision of clinical record forms at
the 57 to 62 day assessment, and for the
assessment within 48 hours after a
return to home from a hospital
admission. Many items in the discharge
follow up are identical to these 2 follow
up points, but there are several
additional data elements associated
with discharge that will result in an
additional 4 hours for revisions of
discharge forms. Thus, the total impact
for clinical record forms revision is
estimated to be 16 hours per agency for
integration of OASIS items for all data
collection time points. This estimate
includes time associated with pilot
testing the revised forms and
subsequent revisions as necessary.
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We do not believe that nursing staff
need to complete the integration of
OASIS data elements into an HHA's
assessment forms. Therefore, we
estimate that the cost for an average-size
HHA to revise the clinical records will
be $200, based on an hourly rate of
$12.50 of clerical time. The total
national hours for revisions of patient
assessment forms is projected to be
146,992 hours for 9,187 HHAs (the
number of certified facilities as of March
1996), with an associated national cost
of $1.8 million.

2. Staff Training

We are assuming a total of 3.5 hours
per nurse or other service provider
within each HHA for purposes of
estimating staff training time for the
new OASIS recordkeeping. The Center
for Health Services Research at the
University of Colorado has written a
guide, “Item-by-Item Tips,” for HHA
use in training staff. This guide includes
responses for frequently asked questions
about OASIS items, and should be
helpful to HHAs in the training of staff.
Based on research conducted by the
University of Colorado, training for data
collection for initial assessments will
require about 2 hours. Training for data
collection for recertification assessments
at the follow up points (that is, 57 to 62
day data collection and assessments
within 48 hours after the return home
from a hospital admission for any
reason except diagnostic testing,
includes a subset of admission items,
but will require an additional 20
minutes of training. Collecting patient
status data at discharge is likely to
require the most significant
modification of current HHA practice.
This training will require about 40
minutes of training and will encompass
both an introduction to a few specific
data items and a discussion of revised
agency procedures.

Part of the training described above
would include an emphasis on data
accuracy to ensure the production of
meaningful outcome reports. Other
procedures to be utilized by the agency
to monitor data accuracy (including
follow-behind visits, interdisciplinary
comparisons, record reviews) require
training as they are implemented.
Several approaches to data auditing
could be included in training of
approximately 30 minutes. The
projected 3.5 hours of training time is
expected to cost an average HHA with
18 care providers about $1,515, based
on an average hourly rate of $24.05 for
a registered nurse. The total national
training burden is projected to be
578,781 hours across all certified HHAs,
at a cost of $13.9 million.

Once care providers are familiar with
the OASIS items, OASIS data collection
imposes a minimal burden above what
care providers are currently doing to
assess their patients. OASIS data are
collected using a combination of staff
observation and patient/care giver
interviews. Initially, the OASIS data
collection may take additional time
until care providers become familiar
with the precision and format of the
items. Estimates from providers using
clinical records with integrated OASIS
items on the “learning curve” indicate
that the use of the OASIS initially adds
approximately 15 minutes to the start of
care assessment. However, after using
the OASIS approximately 5 times, the
time required beyond the routine
patient assessment to complete the
OASIS decreases to approximately 2.5
minutes. Thus, the total “‘startup” or
transitional burden until familiarity
with OASIS for an average HHA is
estimated to be 22.5 hours and to cost
about $541, based on an average hourly
rate of $24.05 for a registered nurse.
This results in a national burden of
206,708 hours for all HHAs, at a cost of
$5 million.

B. Ongoing Data Collection

Most items included in the OASIS
require information that the majority of
care providers currently gather during
patient assessments. However, the
OASIS employs a more precise scale.
For instance, most care providers assess
a patient’s ability to bathe in the course
of an assessment, but only using three
levels (independent, needs moderate
assistance, or dependent). The OASIS
item for bathing requires that the care
provider assess each patient’s bathing
ability on a more precise six-level scale.

In order to measure outcomes, OASIS
data are collected at uniformly defined
time points (start of care, every 57 to 62
days, within 48 hours after return to the
home from a hospital admission for any
reason except diagnostic testing, and at
discharge). Some data items are unique
to only one time point (for example,
selected items are only collected at
patient discharge), while other data are
collected at every time point. By
collecting data using uniform data items
and time points, specific information on
individual patients is comparable and
can be aggregated to produce agency-
level outcome reports that permit
comparisons between different groups
of patients (for example, a given HHA'’s
patients relative to a national reference
sample.)

OASIS data collection on an ongoing
basis imposes a minimal burden above
the routine patient assessment. We
estimate that providers using clinical

records with integrated OASIS items
will need an additional 2.5 additional
minutes for both start of care and for the
followup assessment at the 57 to 62 day
interval. Therefore, when collecting
OASIS data, HHAs will spend an
additional 2.5 minutes beyond what
they currently use to complete the
patient assessment at start of care.
Similarly, at 57 to 62 day intervals, care
providers currently conduct detailed
assessments in order to review any
needed changes in the plan of care for
recertification. OASIS items are
expected to require an additional 2.5
minutes above the routine assessment
currently performed by home health
agencies at 57 to 62 day intervals.

For home health episodes that began
in 1992, HCFA billing data indicate that
42 percent of HHA patients would have
had at least one 60-day follow up. Data
from 1992 also indicate that 26 percent
of patient home health episodes lasted
more than 120 days requiring a second
follow up, while 17 percent had
episodes lasting 180 days or longer
requiring a third follow up. Since the
average HHA has 486 admissions per
year, in conjunction with the episode
length information from 1992, we
estimate an impact per HHA of 20.3
hours per year for start-of-care
assessments, and 17.2 hours per year for
the 57 to 62 day intervals.

Factoring in an additional 2.5 minutes
beyond what agencies currently do, we
also estimate an additional burden of
5.1 hours per HHA for assessments
conducted within 48 hours after a
patient’s return to home from a hospital
admission for any reason except
diagnostic testing. This assumes that 25
percent of patients are admitted to
hospitals per year and require the
resumption of home health services
upon return to the home.

At discharge, care providers currently
conduct a fairly brief assessment, only
documenting significant changes in
patients and the reason for discharge.
However, OASIS requires that care
providers conduct a more thorough
patient assessment. This provides the
information necessary to measure
changes in patient health status over
time and permits statistical analysis of
patient outcomes (including aggregation
of patient data to produce agency-level
outcome reports). Therefore, while some
additional burden is imposed on care
providers, data collection at discharge is
necessary to measure outcomes. Based
on 486 admissions for an average HHA,
and applying an incremental time
increase of 8 minutes, the estimated
total time necessary to complete the
OASIS items at patient discharge is
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projected to be 64.8 hours per year per
agency.

Finally, as we stated earlier in this
preamble, the OASIS will be updated
and improved from time to time after
implementation. We anticipate these
changes to be refinements of existing
items and the addition and deletion of
items depending on utility or
ineffectiveness. On balance, we believe
the implementation of later iterations of
the OASIS will result in a very small
cost to HHAs. However, when such
revisions are made, we will detail the
related costs.

In total, we project that the total
incremental ongoing time for an average
HHA to complete OASIS data will be
about 107.3 hours per year, with an

associated cost of $2,583. Nationally,
this will result in 1,077,721 hours of
incremental time based on historical
growth rates of 9.3 percent for HHAs, at
an estimated cost of $25.9 million.

Again, we welcome comments on all
aspects of the above material. Written
comments on the information collection
and recordkeeping requirement should
be mailed directly to the following:

Health Care Financing Administration,
Office of Financial and Human
Resources, Management Planning and
Analysis Staff, Room C2—-26-17, 7500
Security Boulevard, Baltimore, MD
21244-1850; and

Office of Information and Regulatory
Affairs, Office of Management and

Budget, Room 10235, New Executive
Office Building, Washington, DC
20503.

Attention: Allison Herron Eydt, HCFA
Desk Officer.

Any comments submitted on the
collection of information requirements
set forth in §484.55 and § 484.65 must
be received by these two offices on or
before May 9, 1997, to enable OMB to
act promptly on HCFA'’s information
collection approval request.

C. Summary of Cost and Burden
Estimates

The following tables summarize the
total burden from the collection of the
OASIS items:

1. NATIONAL COSTS TO HHAS FOR IMPLEMENTATION OF THE OASIS

Number of agencies Start-up costs Ongoing costs S : -
Year* incurring st%rt—up $2256 pper HHA@(Din $2583 p%r HHA %Dn Total CI?;;SS)(m mik- Medl(;iairlﬁozg_;,ts (in
costs millions) millions)

9,187 $20.73 $23.73 $44.46 $22.23

864 1.93 25.94 27.86 13.93

934 2.11 28.35 30.46 15.23
1,021 2.30 30.99 33.29 16.64
1,006 2.52 33.87 36.38 18.19

*These costs are based on the assumption that date of implementation will be in fiscal year 1997.

2. BREAKDOWN OF AGENCY START UP AND ONGOING COSTS

National costs—his-
. toric growth rate of
Task Agency (I:;)rsst)s (in dol- | g 395 (Agency costs
x 9,187 HHASs) (in
millions of dollars)
Startup (one-time only) costs:
Integration of OASIS into existing assessment fOrMS .........cccooiiiieiiiinici e $200 $1.8
IS Ui (= V1011 Vo SRR SURRRRTRR 1515 13.9
LEAINING CUINVE .ttt ettt ettt ettt e e at e e e bttt e e be e e e e a bt e e s nbe e e anab e e e anbeeeeasbeeeenbeeesanbeeennneas 541 5.0
TOLAl STAM UP COSES .iiiniiiieiiiei ettt e st e e s e e e s e e e enr e e e snnreeesannas 2256 20.7
Ongoing costs:
a1 = U o= U RO PSP PP PP OPR PP 488 45
Follow up (57-62 days) ... 414 3.8
Post-hospital admission ... 120 11
Discharges ........cccccoeennee. 1558 14
TOtAl ONQOING COSES .nnniiiiiiiiiie ettt ettt ettt et e st e e s bt e e s abe e e e sbe e e esbeeesnnbeeesnnnas 2583 25.9
QI e= U ot gl o] g T=To [T 1) £ SRS 4839 46.6
3. HOURLY BREAKDOWN AND COMPUTATION OF THE AVERAGE OASIS START-UP COSTS PER HHA
Task Hours Computation of average costs Avceorsatge
Intergration of OASIS into existing assessment forms:
Revision of intial assessment forms ..........cccccviieiniii e 8
Revision of clinical forms (57—62 day assessment) ............c.ccoc..... 4
Revision of clinical forms (48 hours post-hospital admission) ....... 4
1o} - LSS 16 | 16 hrs x $12.50 per hr (avg. clerical rate) .......... $200
Staff training:
Data collection for initial 2a5SeSSMeNt ...........cccvevieeniiiiiiiiceeneeee 2
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3. HOURLY BREAKDOWN AND COMPUTATION OF THE AVERAGE OASIS START-UP CosTs PER HHA—Continued

Task Hours Computation of average costs Avceorgtge
Data collection for recertification assessment at follow-up ............ 0.3
Data collection at diSCharge ..........cccoceeieeiiiiniiieese e 0.7
Data QUAItING ...oocveeiiiiiieiee e 0.5
TOMAI oo 3.5 | 3.5 hrs x $24.05 per hr x 18 providers ............... 1,515
Learning curve:
Initial use of the OASIS data collection ..........ccccceviiiiiiieiiieeee 0.25
Next 4 uses of the OASIS data collection (4 x .25 hrs) ............... 1
TOMAI o 1.25 | 1.25 hrs x $24.05 per hr x 18 providers ............. 541
o] €= LSS 19.75 2,256
4. HOURLY BREAKDOWN AND COMPUTATION OF ONGOING OASIS COST BURDENS PER HHA
: Total . Average
Task Computation of hours hours Computation of average cost cost
Initial care ........cccoeviviiieniiie 486 admissionsx2.5 min per admissions+60 20.3 | 20.3 hrsx$24.05 per hr ........c.cc..... $488
min.
Followup (57-62 days) ........cccceeuue. (42 percent of HHA patientsxfirst follow- 17.2 | Hrsx$24.05 per hr ......ccccoevveeeennen. 414
upx486 admissions) + (26 percent of
HHA patientsxsecond follow-upsx486 ad-
missions)+(17 percentxthird follow-
upx486 admissions)=413 follow-ups—
413 follow-upsx2.5 min per followup+60
min.
Post-hospital admission ................. (486 admissionsx.25 of HHA patientsx2.5 5.1 | 5.1 hrsx$24.05 per hr ......c.cccceeeee 123
min per admission)+60 min.
Discharge ......ccoccovviieiniiieniieeens (486 admissionsx8 min per admission)+60 64.8 | 64.8 hrsx$24.05 per hr .................. 1,558
min.
1o = L SRS L1074 | oot 2,583

42 CFR Chapter IV would be amended
as follows:

List of Subjects in 42 CFR Part 484

Health facilities, health professions,
Medicare, Reporting and record keeping
requirements.

Note to readers: The following proposed
regulations text reflects changes to proposed
regulation text published elsewhere in this
issue of the Federal Register and not to
regulations text in the existing Code of
Federal Regulations.

HCFA proposes to amend 42 CFR Part

484 would be amended as set forth
below.

PART 484—CONDITIONS OF
PARTICIPATION: HOME HEALTH
AGENCIES

A. The authority citation for part 484
continues to read as follows:

Authority: Secs. 1102 and 1871 of the
Social Security Act (42 U.S.C. 1302 and
1395(hh)).

B. In §484.55, the introductory
paragraph and paragraph (d) are revised

and new paragraph (e) is added to read
as follows:

§484.55 Condition of participation:
Comprehensive assessment of patients.

Each patient must receive, and an
HHA must provide, a patient-specific,
comprehensive assessment that
identifies the patient’s need for home
care, that meets the patient’s medical,
nursing, rehabilitative, social, and
discharge planning needs, and that
incorporates the exact use of the current
version of the Outcomes and
Assessment Information Set (OASIS), as
specified by the Secretary.

* * * * *

(d) Standard: Update of
comprehensive assessment. The
comprehensive assessment must
include information on the patient’s
progress toward clinical outcomes, and
must be updated and revised—

(1) As frequently as the condition of
the patient requires, but not less
frequently than every 62 days. These
updates must include the
administration of the OASIS within

every 57 to 62 days after the start of
care;

(2) When the plan is revised for
physician review;

(3) Within 48 hours of the patient’s
return to the home from a hospital
admission for any reason except
diagnostic testing (This update includes
the administration of the OASIS.); and

(4) At discharge. (This update
includes the administration of the
OASIS)

(e) Standard: Incorporation of OASIS
data items. The OASIS data items must
be incorporated into the HHA’s own
assessment instrument and must
include, exactly as the OASIS is written,
information regarding demographics
and patient history, living arrangements,
supportive assistance, sensory status,
integumentary status, respiratory status,
elimination status, neuro/emotional/
behavioral status, activities of daily
living, medications, equipment
management, emergent care, and
discharge information.

C. In §484.65, paragraph (a)(1) is
revised to read as follows:



11064

Federal Register / Vol. 62, No. 46 / Monday, March 10, 1997 / Proposed Rules

§484.65 Condition of participation: Quality
assessment and performance improvement.
* * * * *

(a) * X *

(1) Quality indicator data derived
from patient assessments, including, at
a minimum, data derived from the use
of the OASIS, to determine if individual

and aggregate measurable outcomes are
achieved compared to a specified
previous time period.

* * * * *

(Catalog of Federal Domestic Assistance
Programs No 93.774, Medicare—
Supplementary Medical Insurance, and No.
93,778, Medical Assistance Program)

Dated: January 21, 1997.
Bruce C. Vladeck,

Administrator, Health Care Financing
Administration.

Dated: January 30, 1997.
Donna E. Shalala,
Secretary.
[FR Doc. 97-5315 Filed 3-5-97; 9:45 am]
BILLING CODE 4120-01-P



