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The purpose of this memorandum is to provide guidance to regional office and state agency
personnel who are involved in the survey and certification activities of home health agencies
(HHA) regarding Centers for Medicare & Medicaid Services (CMS) implementation of
enhancements to the existing home health survey protocols.

Background

The Omnibus Budget Reconciliation Act of 1987 (OBRA 87) required the use of a standardized
assessment instrument for quality oversight. A standardized assessment instrument provides an
HHA with a uniform mechanism to assess the needs of their patients and provide CMS with a
uniform mechanism to assess the HHA' s ability to adequately address those needs. To fulfill the
OBRA 87 mandate, CM S required that, as part of their comprehensive assessment process,
HHASs collect and report Outcome and Assessment Information Set (OASIS) data. With the
collection of thisinformation CMS is able to generate certain indicators of quality in HHAs
nationwide.

Agency-specific Outcome Based Quality Monitoring (OBQM) Reports and Outcome Based
Quality Improvement (OBQI) reports are generated from the OASIS data. OBQM and OBQI
reports are designed to assist HHAs develop and monitor their own quality improvement
programs. In addition, CMS seeks to make the survey and certification process more data-
driven, patient-centered, and outcome-oriented. To further this goal, CM S has encouraged state
and Federal surveyorsto use OASIS information in the planning and performance of surveys.
However, to date CM S has not issued specific guidance to the state surveyors that direct the use
of OASISin any survey activities.

The issuance of this memorandum represents the first phase of CMS' activities to refine the
home health survey process. Enclosed are a series of enhanced survey protocols that include
specific guidance on how surveyors will utilize the OBQM and OBQI to help identify areas of
focusin individual HHA surveys or the types of patients to include in the sample selection.

CMS recognizes that some states are currently reviewing and incorporating the use of the OASIS
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datainto survey activities, and expects the enhanced survey protocols to improve the consistency
of these activities,

Enhanced Survey Protocols

Effective May 1, 2003, the home health survey process shall include the specific review and
incorporation of information generated from the OASIS data (OBQM, OBQI, and HHA Provider
Reports) into the survey process. Survey tools and review activities have been developed to
make pre-survey preparation time more efficient with the goal of providing a focus for onsite
survey activities. The enhanced survey protocols will help surveyorsidentify specific closed
records for review when on site for survey, aswell as identify types of patients for focus who are
“at risk” for specific outcomes. Enclosure A provides an overview of the enhanced survey
protocols and how they should be incorporated into the current survey tasks. In addition, to
facilitate the use of the enhanced protocols, we have also enclosed (enclosure B) a series of

Qs& Asraised by surveyors during a recent Home Health Basic Training.

Prior to implementing the enhanced survey protocols, surveyors are encouraged to review
information previously provided in the OBQM and OBQI Implementation Manuals on how to
read the reports. A review of the information contained in the Quality Monitoring Using Case
Mix and Adverse Event Outcome Reports Manual 2001, Appendix, Guidelines for Reviewing
Case Mix and Adverse Events Reports, pages 6 through 11, and the OBQI Implementation
Manual 02/2002, Appendix A, Guidelines for Reviewing OBQI Reports, pages A.8 through A.11
is recommended.

Enclosure C contains the Surveyor Worksheet for Reviewing OBQI, OBQM, and HHA Provider
Reports (Worksheet), Worksheet instructions, sample OBQM, OBQI, and HHA Provider
Reports to help illustrate the guidance used in this memorandum. Please note that the
Worksheet and Worksheet instructions have been revised based on commertsreceived to
date and are dightly different than those you may have received prior to this publication.

Onsite compliance decisions will not be based solely on OASIS data. The Worksheet and
OASI S reports are designed to help guide the onsite survey. They are to be used to identify
quality of careindicators, not quality of care determinations.

Accessing the OBQM, OBQI, and HHA Provider Reports

Surveyors must access the following five OASIS reports as part of the enhanced home health
survey process:
1. OBQM/Adverse Event Outcome Report (bar graph) and Patient Listing. (The report
should reflect the most recent quarter or time period resulting in at least 60 patients);
OBQI/Outcome Report (most recent 12 months);
OBQI/Case Mix Report (most recent 12 months);
HHA Provider/Submission Statistics by Agency Report (most recent 6 months); and
HHA Provider/HHA Error Summary Report by HHA (most recent 6 months).

agbrwbd
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These reports are obtained by logging onto the Quality Improvement Evaluation System (QIES)
to Success Web site and clicking on the link to CASPER Reports. The QIES to Success Web
steisa CMS-sponsored Intranet site requiring approved access. State surveyors who do not
have access to the QIES to Success Web site must work with their State QIES coordinators to get
access, including obtaining a user identification number and password for CASPER login.

Not all of the reports that are available through the CASPER Reporting system are required for
the enhanced home health survey process. Surveyors will find the Adverse Event Outcome
Report (1) by selecting “OBQM Reports’ under the Report Categories. Likewise, the OBQI
Outcome Report (2) and OBQI Case Mix Report (3) are found by selecting “OBQI Reports”
under the Report Categories. The Submission Statistics by Agency Report (4) and Error
Summary Report by HHA (5) are found by selecting “HHA Provider” under the same Report
Categories, where many more HHA provider reports are also available.

Additional information about accessing and printing these reportsis available on the QIES to
Success Web site. In the future, surveyors will be able to logon to the CASPER Reports site and
access all the necessary reports for the survey process by clicking on asingle link.

Training on the Enhanced Home Health Survey Protocols

Portions of the Fall 2002 home health basic training held in Maryland that focused on the
enhanced survey protocol guidance were videotaped and audiotaped. Copies of the videotape
have been mailed to each state and regional office training coordinator for training purposes.
This videotape must be viewed by all home health surveyors who have not attended aCM S
sponsored home health training onthe enhanced survey protocols.

Questions concerning this memorandum can be addressed to Mavis Connolly of my office at
410-786-6707 or viae-mail at Mconnolly@cms.hhs.gov.

Effective Date: This guidanceis effective on May 1, 2003.

Training: This policy should be shared with all survey and certification staff, surveyors, their
managers and the state/regional training coordinator.

/s/
Steven A. Pelovitz

Enclosure A — Summary: Incorporating the Enhanced Survey Protocols into the Survey Tasks
Enclosure B - Qs & Asthat surveyors have asked related to the protocols

Enclosure C - Worksheet, Worksheet Instructions and sample OBQM, OBQI and HHA provider
reports (zip file).



Enclosure A

I ncor poration of the Enhanced Survey Protocols
into the Current Survey Tasks

The following summarizes the incorporation of the enhanced survey protocols into the current
survey tasks. Some of the tasks have not changed, while others have been revised or expanded
to include the use of additional information available from the OASIS data.

States must determine how best to make the OASIS reports available to surveyors for inclusion
in the survey process. Since 1999, states have been encouraged to use the available data
management reports (e.g., Submission Statistics by Agency and Error Summary by Agency) to
review, offsite, HHA transmission practices related to the OASIS reporting requirements. This
offsite monitoring has generally fallen to the OASIS automation coordinators. With the
implementation of the enhanced survey protocols, states should develop practices that encourage
communication between the OASIS coordinators and the home health survey staff. We expect
OASIS coordinators to continue to play an important role in assisting home health surveyorsin
accessing and interpreting the OASIS reports.

Task 1: Pre-survey Preparation

States will continue to follow current guidance in the State Operations Manual (SOM) Section
2200. Additionally, in accordance with the Worksheet and Worksheet Instructions included in
Attachment B, prior to each survey, surveyors will conduct areview of the following five OASIS
reports: OBQM Adverse Event Outcome Report, OBQI Outcome Report, OBQI Case Mix
Report, Submission Statistics by Agency Report, and Error Summary Report by HHA.

1. OBQM Adverse Event (AE) Outcome Report and Patient Listing -- As part of the pre-
survey process, surveyors will review the most recent quarter (3 months) or whatever time period
IS necessary to reach at least 60 patients.

Tier 1 AE Outcomes

The threshold for each Tier 1 outcome is one patient. Therefore, the surveyor must--

Identify if any agency patients experienced either of the 2 adverse event outcomes:
a) Emergent carefor injury caused by afall or accident at home; or
b) Emergent care for wound infections, deteriorating wound status.
During the onsite survey, select patient records and home visits that focus on either
(or both) outcome(s) identified on the report.

Tier 2 AE Outcomes

There are six Tier 2 AE Outcomes for consideration. The following thresholds must be met
for an outcomein Tier 2 to become afocus area:
There must be patients who experienced the outcome; and
The HHA' s current incidence rate must be equal to or greater than twice the reference
rate.



EXAMPLE: Development of Urinary Tract Infection. For Bettercare Agency, the national
reference rateis 1.1 percent, and the agency rate is 2.0 percent. This outcome
would not be selected for focus, as the threshold (of equal to or greater than
twice the reference value) is not met.

During the onsite survey, surveyors will select patient records and home visits that focus on the
outcomes identified on the report that met the investigation thresholds of equal to or greater than
twice the reference value. In addition to providing areas for focus during the onsite survey, the
AE Patient Listing Report provides surveyors the opportunity of selecting closed records of
specific patients under those outcomes meeting the investigation criteria.

If, after working through the Tier 2 AE outcomes, none of the outcome rates are greater than or
equal to twice the reference rate, surveyors may optionally focus on other AE outcomes (not
listed on the Worksheet) with incidence rates equal to or greater than twice the reference rate.

2. OBQI Outcome Report -- As part of the pre-survey process, using the Worksheet as a guide
for reviewing the HHA’ s most recent Risk-adjusted and Descriptive Outcome Report,
surveyors will review the report for those outcomes listed on the Worksheet and choose (if
possible) 2 outcomes for focus during the onsite survey that have:

At least 30 eligible cases;

A large and unfavorable magnitude of difference between the HHA’s and the
national reference rates (specific thresholds are described for each of the target
outcomes on the Worksheet); and

Statistical significance equal to or less than 0.10 (as depicted by one or two
asterisks).

To calculate the percentage difference between the agency and the reference outcomes,
compare the reference percentage point value (found at the end of the “reference’ bar) and
the agency percentage point value (found at the end of the “current” bar). When looking at
"Acute Care Hospitalization," determine if the HHA's outcome is at least 10 percentage
points higher than the reference value. When looking at the remaining nine outcomes on the
worksheet, evaluate whether the agency's outcome is lower than the reference outcome by an
amount equal to or greater than the listed threshold.

EXAMPLE: Refer totheillustrative "All Patients' Risk-Adjusted Outcome Report” for
Bettercare Agency in Attachment C.

1. Examine the End Result Outcome for "Improvement in Dyspnea.”

2. The number of eligible cases = 279. On the Worksheet, check the box
under Eligible Cases, as the number of casesis greater than 30.

3. Determineif the agency percentageis greater than or equal to 15
percentage points lower than the national reference value, i.e., subtract the
agency percentage (36.1 percent) from the national reference percentage
(54.4 percent). The difference equals 18.3 percent. On the Workshest,
check the "yes" box for this outcome as it meets the threshold.



4. Determineif the outcomeis statistically significant. "Improvement in
Dyspned’ is statistically significant asidentified by **. On the Workshest,

check the box.
5. Since this outcome meets all 3 criteriaareas, it can be identified for focus.
6. Continue in this fashion until 2 outcomes have been salected for focus.

During the onsite survey, surveyors will select patient records and home visits that focus on the
outcomes identified on the OBQI report meeting the individual investigation thresholds.

If none of the 10 listed outcomes on the Worksheet trigger the selection criteria, another outcome
should be selected from the OBQI report that is not on the Worksheet but meets the selection
criteria. If there are no statistically significant outcomes that meet the selection criteria, the

survey will not focus on an OBQI Outcome.

3. OBQI Case Mix Report -- The OBQI Case Mix Report identifies the HHA patient
population trends to investigate during the onsite survey. As part of the pre-survey process,
surveyors must:

- Usethe OBQI Case Mix report for the same timeframe as the OBQI Outcome Report;
Focus on acute conditions and home care diagnoses that are statistically significant
and are equal to or greater than 15 percentage points higher than the reference rate;
Choose up to three conditions or diagnoses that meet the criteria; and
Select one or two records of patients with diagnoses that meet the criteria for review
with or without home visits.

If no conditions or diagnoses trigger the investigation criteria, this will not be an area of
focus during the survey.

4. Submission Statistics by Agency Report -- As part of the pre-survey process, surveyors will
determine whether the HHA:
|s submitting data less often than monthly; and/or
Has greater than 20 percent of records rejected in accordance with Worksheet
instructions.

If either probe is triggered, surveyors must i nvestigate compliance with the OASIS
transmission requirements (42 CFR 484.20, Reporting OASIS Information) during the onsite
survey through the partial extended survey process.

5. Error Summary Report by HHA--
As part of the pre-survey process, surveyors will:
Focus on four errors listed on the Worksheet--
1. Error 102, Inconsistent Lock Date — According to the current regulations for
OASI S reporting, assessments must be reviewed, corrected as needed, and data-
entered and locked within a 7-day period. Surveyorswill investigate further if the
HHA'’ s percent of assessments with this error is at or above 20 percent.



2. Error 262, Inconsistent M0090 date — M0090 is the date the assessment is
completed. The recertification assessment must be done on an every 60-day
cycle. Surveyorswill investigate if the HHA’ s percent of assessments with the
error isat or above 20 percent.

3. Error 1003, Inconsistent effective date sequence — This error warns the HHA that
the effective date of the assessment it just submitted was earlier than the most
current assessment received. Surveyorswill investigate further if the HHA’s
percent of assessments with this error is at or above 10 percent; and

4. Error 1002, Inconsistent record sequence — This error warns the HHA that the
assessment it just submitted does not logically follow the previous one submitted
and may indicate the HHA has missed submitting arecord. Surveyors will
investigate further if the HHA’ s percent of assessments with thiserror isat or
above 10 percent.

Note whether the error appears on the report and meets or exceeds the identified

thresholds by checking Y or N on the Workshest.

If any of the 4 errors listed on the Worksheet meet the investigation thresholds, surveyors
will further investigate compliance with the applicable OASIS reporting requirements (42
CFR 484.20, Reporting OASIS Information) during the onsite survey through the partial
extended survey process.

Task 2: Entrance | nterview

States will continue to follow current guidance in SOM Section 2200 which guides surveyors to
request alist of patients scheduled for home visits during the time surveyors will be on site. In
addition, surveyors should request aroster of all active patients (Medicare/Medicaid/private pay)
receiving skilled services that identifies the start of care (SOC) date, primary diagnosis, and
services provided.

These lists will be used for selecting the sample for home visits with record review based on the
review of the OBQM and OBQI reports.  Using the enhanced survey protocols, surveyors can
now request specific closed records for review from the agency’s AE Patient Listing report.

Task 3: Information Gathering

States will continue to follow current guidance in SOM Section 2200.

The OASIS reports only represent Medicare and Medicaid skilled patients. Thereisan
expectation that the sample for record review and home visit will include patients from all
payment sources. The patients selected through the use of the OBQM and OBQI reports should
not replace the entire stratified sample. Additional current patients should be selected for record
review and home visits. The total number of record reviews and home visits should not increase,
unless the surveyor determinesit is necessary.



A. Clinical Record Review -- Both closed and active clinical records will be selected for
review and home visit based on the Adverse Event and OBQI outcome(s) triggered for focus
and targeted case mix characteristics. If possible, review of closed clinical records identified
on the AE Patient Listing report under any triggered outcomes can begin while the agency
obtains the patient roster and home visit schedule.

Surveyors must:
Select one or two clinical records for review for each Tier 1 AE outcome triggered.
Select one or two clinical records for review for each Tier 2 AE outcome triggered.

Note: Patients experiencing more than one Tierl/Tier2 AE outcome are good candidates for
clinical record reviews.

B. Homevisits --
Surveyors must:
- Select one or two patients triggered to be “at risk” of Tier 1 AE outcomes.

Select one or two patients triggered to be “at risk” for Tier 2 AE outcomes of
a) Emergent Care for Improper Medication Administration and Side Effects; and
b) Emergent care for Hypo/hyperglycemia.
Select one or two patients with amedical condition relevant to the OBQI outcomes
triggered. (For example, if the outcome "Improvement in Urinary Incontinence” isa
focus outcome, select one or two patients with urinary incontinence.)

C. Other -- Surveyorswill investigate OASIS data collection, encoding and transmission
issues based on the findings of the pre-survey preparation.

Task 4: Information Analysis

States will continue to follow current guidance in SOM Section 2200. Since determination of
compliance with the requirement for OASIS data encoding and transmission is not part of the
standard survey process, onsite investigation of 42 CFR 484.20, Reporting OASIS Information,
would constitute a partial extended survey. Onsite compliance decisions must not be based
solely on OASIS data. The OASIS reports are simply atool to be used to help guide the onsite
survey and identify areas for additional investigation, not to make quality of care determinations.
All aspects of patient care must be evaluated. Additional follow-up activities and investigation
through record reviews, home visit observations and interviews must substantiate and support
any findings of non-compliance with the conditions of participation.

Task 5: Exit conference

States will continue to follow current guidance in SOM Section 2200.

Task 6: Formation of the Statement of Deficiencies

States will continue to follow current guidance in SOM Section 2200.



Enclosure B

Questions and Answers

Q1. HowweretheTier 1 and Tier 2 adverse event outcomes and 10 OBQI outcomes sel ected
for surveyor focus?

Al.  Severa factors went into the selection of the outcomes, including input from clinicians,
researchers, and the project's technical expert panel, which consisted primarily of surveyors.
Criteriafor selection included a) the frequency with which the outcomes occurred; b) the
frequency with which HHAs in the National and New Y ork Demonstrations selected the
outcomes to target for OBQM and OBQI activities; ¢) clinical relevance; and d) identification of
outcomes that are strong indicators of potential health care delivery problems (e.g., medication
errors, fals, etc.). The thresholds were established through review of national repository data.

Q2.  Why isthere such an emphasis on functional outcomesin the 10 OBQI outcomes selected
for survey focus?

A2.  There are several reasons for the emphasis on functional outcomes. First, the home care
patient lives (more or less) independently within a unique environment and services are delivered
inthat environment. Alterationsin health status directly affect the patient's ability to perform
self-care and home management. Alterationsin physiologic outcomes (e.g., cardiovascular,
pulmonary, neurologic, musculoskeletal, mental status, etc.) are likely to affect functional status,
which impact the patient's ability to perform self-care and home management. Second, the
nature of home care itself dictates an emphasis on functional status. A multidisciplinary
approach to care delivery typically calls for goals of improving or maintaining the patient's
health status so that /he may be more independent in self-care and home management. Most
members of the health care team, including nurses, physical and occupational therapists, address
functional health patterns and problems. Third, functional outcome measures tend to be more
objective measures of health status and are generally valid, reliable, and sensitive to variation
among and between individual patients and (when aggregated) HHAS.

Q3. How do| caculate the percentage difference between the agency OBQI outcomes and
the reference outcomes?

A3.  Simply compare the reference percentage point value (found at the end of the "reference”
bar) and the agency percentage point value (found at the end of the "current” bar). When looking
at "Acute Care Hospitalization," determine if the HHA's outcomeis at least 10 percentage points
higher than the reference value. When looking at the remaining nine outcomes on the worksheet,
evaluate whether the agency's outcome is lower than the reference outcome by an amount equal
to or greater than the listed threshold. For example, for "Improvement in
Ambulation/Locomotion™, determine whether the HHA's outcome is at least 7 percentage points
lower than the reference value.



Q4. Howdol define"at risk" patients for home visits?

A4.  When selecting home visit patients based on Adverse Event Outcome Report areas for
focus, determineif there isaliklihood that the patient could experience the adverse event
outcome. For example, for the adverse event outcome of "Emergent Care for Wound Infections,
Deteriorating Wound Status,” select a patient with a wound for ahome visit. For the adverse
event outcome "Emergent Care for Injury Caused by Fall or Accident at Home," select a patient
with difficulty transferring or ambulating, with a history of falls, arthritis, recent CVA and/or
visual or cognitive impairment, or other condition that may increase the likelihood that she
could experience afall. For the adverse event outcome for "Emergent Care for Improper
Medication Administration/Medication Side Effects,” select a patient who takes at least five
medications. For the adverse event outcome of "Emergent Care for Hypo/Hyperglycemia,”
select a patient with diabetes mellitus.

Q5.  Will the new protocols add substantial time to the survey process?

A5.  The new protocols are meant to be integrated into the current process, thereby providing
tools to enhance the surveyors' ability to identify problems with care in the HHA. Reviewing the
reports may add afew minutes in the pre-survey process. During the survey, records and home
visits selected from the OBQM and OBQI reports should replace those that would ordinarily be
selected in the stratified sample. Therefore, the total number of records and home visits should
not increase, unless the surveyor determinesit is necessary or desirable.

Q6.  The protocol requires ahome visit for al patients who experienced aTier 1 AE. Isthis
visit required for active and discharged patients?

A6. The protocol requiresthat if any patients experiencea Tier 1 Adverse Event, the surveyor
should select at least 1 active patient who is"at risk” for the adverse event. A patient "at risk"”
for the adverse event "Emergent Care for Injury Caused by Fall or Accident at Home" may have
difficulty ambulating or transferring, a history of falls, any type of arthritis, arecent CVA, visual
impairment and/or cognitive impairment. A patient at risk for "Emergent Care for Wound
Infections, Deteriorating Wound Status' is any patient with awound.

Q7.  Thewritten protocol states that a home visit isrequired for thefirst 2 Tier 2 AEs, but the
worksheet has a yes/no option. Is this home visit optional (up to the discretion of the surveyor?)
|s there criteria/lguidance to determine whether the home visit is required?

A7. A homevisit to at least one active patient "at risk” for the Tier 2 adverse event outcome
should be conducted if the outcome is selected as an area for focus. The Surveyor Training
Worksheet instructions guide the surveyors to select the outcome as an area for focus if the
incidence rate is equal to or more than twice that of the reference value.

Q8. Instructions for completing M0440 indicate that any alteration in skin integrity isalesion.
If an HHA is correctly responding to M0440 (e.g., counting rashes, bruises, scars, etc. as
lesions), the Case Mix Report may show a higher percentage of open wounds or lesions than the
reference group (who may not be responding to the question correctly). Will a surveyor take this
into account when implementing the OBQI Case Mix Report protocol ?



A8. If the HHA's percentage of patients with open wounds and lesionsis higher than the
reference group, the surveyor may further evaluate whether the percentage of patients with
surgical wounds or pressure ulcersis higher than the reference (found on page 1 of the Case Mix
Report in the Integumentary Status category). If so, this specific area may be further evaluated.
For the protocal, it is recommended that surveyors select one to two records and/or home visits
for review for patients with wounds if the HHA's percentage is more than 15 percentage points
higher than that of the reference group. During the entrance interview, the surveyor can establish
if the agency is currently providing servicesto patients with wounds or pressure ulcers. The
investigation may or may not lead to a deficient practice based on the care provided to patients
with wounds. The project's technical expert panel recommended that wounds are a good area for
focus, regardless of the percentage of patients with wounds.

Q9.  Onthe Error Summary Report, error message 262 (Inconsistent M0090 date; RFA 4 must
be done on an every 60 day cycle) will be triggered for patients who were on service prior to the
implementation of PPS. In some HHAS, this may artificially inflate the percentage of records
with the error. Will a surveyor take this into account?

A9. Theerror would only be investigated if the HHA met or exceeded the threshold of 20%
of records with the error. It isunlikely that aHHA would still have a large number of patients
who have been on service continuously since before the implementation of PPS, and thus
unlikely that those patients would cause an error rate of more than 20%. However, in the event
that the surveyor determines that an HHA experienced a high error rate for error 262 because of
an unusually large number of patients who have been on service since before the implementation
of PPS, there would be no deficiencies cited based on the error message alone. The error
message identifies an areafor additional investigation, not for an automatic citation.



