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Survey Protocol
Introduction

Critical Access Hospitals (CAHSs) are required to be in compliance with the Federal
requirements set forth in the Medicare Conditions of Participation (CoP) in order to
receive Medicare/Medicaid payment. The goal of a CAH survey is to determine if the
CAH is in compliance with the CoP set forth at 42 CFR Part 485 Subpart F.

Certification of CAH compliance with the CoP is accomplished through observations,
interviews, and document/record reviews. The survey process focuses on a CAH’s
performance of organizational and patient-focused functions and processes. The CAH
survey is the means used to assess compliance with Federal health, safety, and quality
standards that will assure that the beneficiary receives safe, quality care and services.

Regulatory and Policy Reference

e The Medicare Conditions of Participation for CAHs are found at 42 CFR Part 485
Subpart F.

e Survey authority and compliance regulations can be found at 42 CFR Part 488
Subpart A.

e Ifanindividual or entity (CAH) refuses to allow immediate access to either a
State Agency or CMS surveyor, the Office of Inspector General (OIG) may
terminate the CAH from participation in the Medicare/Medicaid programs in
accordance with 42 CFR 1001.1301.

e The regulatory authority for the photocopying of records and information during
the survey is found at 42 CFR 489.53.

e The CMS State Operations Manual (SOM) provides CMS policy regarding survey
and certification activities.

Surveyors assess the CAH’s compliance with the CoP for all services, areas and locations
in which the provider receives reimbursement for patient care services billed under its
provider number.

Although the survey generally occurs during daytime working hours (Monday through
Friday), surveyors may conduct the survey at other times. These survey hours may
include weekends and times outside of daytime (Monday through Friday) working hours.


http://www.cms.hhs.gov/regulations/
http://www.cms.hhs.gov/regulations/
http://www.cms.hhs.gov/regulations/
http://www.cms.hhs.gov/regulations/
http://www.cms.hhs.gov/regulations/
http://a257.g.akamaitech.net/7/257/2422/14mar20010800/edocket.access.gpo.gov/cfr_2002/octqtr/pdf/42cfr489.53.pdf

When the survey begins at times outside of normal work times, the survey team modifies
the survey, if needed, in recognition of patients’ activities and the staff available.

All routine CAH surveys are unannounced. Do not provide CAHs with advance notice of
the survey.

Tasks in the Survey Protocol

Listed below, and discussed in this document, are the tasks that comprise the survey
protocol for CAHs.

Task 1 Off-Site Survey Preparation

Task 2 Entrance Activities

Task 3 Information Gathering/ Investigation

Task 4 Preliminary Decision Making and Analysis of Findings
Task 5 Exit Conference

Task 6 Post-Survey Activities

Survey Modules for Specialized CAH services

The modules for CAH distinct part psychiatric units and rehabilitation units and CAH
swing beds are attached to this document. The survey team is expected to use all the
modules that apply to the CAH being surveyed. For example if the CAH has swing beds,

a distinct part rehabilitation unit, and a distinct part psychiatric unit, the team will use all
three modules to conduct the survey of those activities.

Survey Team
Size and Composition
The SA (or the RO for Federal teams) decides the composition and size of the team. In
general, a suggested survey team for a full survey of a CAH would include 1-4 surveyors
who will be at the facility for one or more days. Each survey team should include at least
one RN with hospital/CAH survey experience, as well as other surveyors who have the
expertise needed to determine whether the facility is in compliance. Survey team size
and composition are normally based on the following factors:

e Size of the facility to be surveyed, based on average daily census;

e Complexity of services offered, including outpatient services;

e Type of survey to be conducted,;

e Whether the facility has special care units or off-site clinics or locations;



e Whether the facility has a historical pattern of serious deficiencies or complaints;
and

e Whether new surveyors are to accompany a team as part of their training.
Team Coordinator

Surveyors conduct the survey under the leadership of a team coordinator. The SA (or the
RO for Federal teams) should designate this individual. The team coordinator is
responsible for assuring that all survey preparation and survey activities are completed
within the specified time frames and in a manner consistent with this protocol, SOM, and
SA procedures.

Responsibilities of the team coordinator include:

e Scheduling the date and time of survey activities;

e Acting as the spokesperson for the team;

e Assigning staff to areas of the CAH or tasks for the survey;

e Facilitating time management;

e Encouraging on-going communication among team members;

e Evaluating team progress;

e Coordinating daily team meetings;

e Coordinating any ongoing conferences with CAH leadership (as determined
appropriate by the circumstances and SA/RO policy) and providing on-going
feedback, as appropriate, to CAH leadership on the status of the survey;

e Coordinating Task 2 Entrance Conference;

e Facilitating Task 4 Preliminary Decision Making;

e Coordinating Task 5 Exit Conference; and

e Coordinating the preparation of the Form CMS-2567.



http://www.cms.hhs.gov/forms/

Task 1 - Off-Site Survey Preparation
General Objective

The objective of this task is to analyze information about the provider in order to identify
areas of potential concern to be investigated during the survey and to determine if those
areas, or any special features of the provider (e.g., provider-based clinics, specialty units,
services offered, etc.) require the addition of any specialty surveyors to the team.
Information obtained about the provider will also allow the SA (or the RO for Federal
teams) to determine survey team size and composition, and to develop a preliminary
survey plan. The type of provider information needed includes:

e Information from the provider file (to be updated on the survey using the
Hospital/CAH Medicare Database Worksheet, Exhibit 286), such as the facility’s
ownership, the type(s) of services offered, whether the facility is a provider of
swing-bed services, any distinct part units, the number, type and location of any
off-site locations; and the number and categories of personnel.

e Previous Federal and state survey results for patterns, number, and nature of
deficiencies, as well as the number, frequency, and types of complaint
investigations and the findings;

e Information from CMS databases available to the SA and CMS. Note the exit
date of the most recent survey;

e Waivers and variances, if they exist. Determine if there are any applicable survey
directive(s) from the SA or the CMS Regional Office (RO); and

e Any additional information available about the facility (e.g. the CAH’s Web site,
any media reports about the CAH, etc.).

Off-Site Survey Preparation Team Meeting

The team should prepare for the survey off site so they are ready to begin the survey
immediately upon entering the facility. The team coordinator should arrange an off-site
preparation meeting with as many team members as possible, including specialty
surveyors. This meeting may be a conference call if necessary.

During the meeting, discuss at least the following:

e Information gathered by the team coordinator;

e Significant information from the CMS databases that are reviewed,;


http://www.cms.hhs.gov/manuals/107_som/som107_exhibits.asp

e Update and clarify information from the provider file (a surveyor can update the
Medicare data base on survey using the Hospital/CAH Medicare Database
Worksheet, Exhibit 286);

e Layout of the facility (if available);

e Preliminary team member assignments;

e Date, location and time team members will meet to enter the facility;

e The time for the daily team meetings; and

e Potential date and time of the exit conference.

Gather copies of resources that may be needed. These may include:

e CAH Regulations and Interpretive Guidelines (Appendix W);

e Survey protocol and modules;

e Immediate Jeopardy (Appendix Q);

e Responsibilities of Medicare Participating Hospitals in Emergency Cases
(Appendix V);

e Hospital/ CAH Medicare Database Worksheet, Exhibit 286;

e Letter of authorization to obtain facilities most recent accreditation survey,
Exhibit 287; and

e Worksheets for swing bed and CAH distinct part rehabilitation and psychiatric
units, Exhibit 288.

Task 2 - Entrance Activities
General Objectives

The objectives of this task are to explain the survey process to the provider and obtain the
information needed to conduct the survey.


http://www.cms.hhs.gov/manuals/107_som/som107_exhibits.asp
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General Procedures
Arrival

The entire survey team should enter the facility together. Upon arrival, surveyors should
present their identification. The team coordinator should announce to the Administrator,
or whoever is in charge, that a survey is being conducted. If the Administrator (or person
in charge) is not on site or available (e.g., if the survey begins outside normal daytime,
Monday — Friday working hours), ask that they be notified that a survey is being
conducted. Do not delay the survey because the Administrator or other staff is/are not on
site or available.

Entrance Conference

The entrance conference sets the tone for the entire survey. Be prepared and courteous,
and make requests, not demands. The entrance conference should be informative,
concise, and brief; it should not utilize a significant amount of time. Conduct the entrance
conference with administrative staff available at the time of entrance. During the
entrance conference, the Team Coordinator should address the following:

e Explain the purpose and scope of the survey;
e Briefly explain the survey process;

e Introduce survey team members, including any additional surveyors who may join
the team at a later time. Discuss the general area that each will be responsible for,
and the various documents that they may request;

e Clarify that all CAH areas and locations, departments, and patient care settings
under the CAH provider number may be surveyed, including any contracted
patient care activities or patient services;

e Explain that all interviews will be conducted privately with patients, staff, and
visitors, unless requested otherwise by the interviewee;

e Discuss and determine how the facility will ensure that surveyors are able to
obtain the photocopies of material, records, and other information as they are
needed;

e Obtain the names, locations, and telephone numbers of key staff to whom
questions should be addressed,;

e Discuss the approximate time, location, and possible attendees of any meetings to
be held during the survey. The team coordinator should coordinate any meetings
with facility leadership; and



e Propose a date and time for the exit conference.
During the entrance conference, the Team Coordinator will arrange with the CAH
administrator, or available CAH administrative/supervisory staff if he/she is unavailable,
to obtain the following:

e A location (e.g., conference room) where the team may meet privately during the
survey;

e A telephone for team communications, preferably in the team meeting location;

e Alist of inpatients, providing each patient’s name, room number, diagnosis (es),
admission date, age, attending physician, and other significant information as it
applies to that patient. The team coordinator will explain to the CAH
representative that in order to complete the survey within the allotted time it is
important the survey team is given this information as soon as possible, and
request that it be no later than 3 hours after the request is made. SAs may develop
a worksheet to give to the facility for obtaining this information;

e A list of department heads with their locations and telephone numbers;

e A copy of the facility’s organizational chart;

e The names and addresses of all off-site locations operating under the same
provider number;

e The CAH’S infection control plan;

e Alist of employees;

e The medical staff bylaws and rules and regulations;
e A list of contracted services; and

e A copy of the facility’s floor plan, indicating the location of patient care and
treatment areas.

Arrange an interview with a member of the administrative staff to update and clarify
information from the provider file.

Facility Tours
Guided tours of the facility are not encouraged and should be avoided. A tour of a

facility could consume several man-hours of allocated survey time and resources that are
needed to conduct the survey.



Initial On-Site Team Meeting

After the conclusion of the Entrance Conference, the team will meet in order to evaluate
information gathered and modify surveyor assignments, as necessary. The team should
not delay the continuation of the survey process waiting for information from the
provider, and should adjust survey activities as necessary. During the on-site team
meeting, team members should:

e Review the scope of services;
e ldentify all locations to be surveyed, including all off-site locations;
e Adjust surveyor assignments, as necessary, based on new information;

e Discuss issues such as change of ownership, sentinel events, construction
activities, and disasters, if they have been reported;

e Make an initial patient sample selection (the patient list may not be available
immediately after the entrance conference, therefore the team may delay patients
completing the initial patient sample selection a few hours as meets the needs of
the survey team); and

e Set the next meeting time and date.
Sample Size and Selection

To select the patient sample, review the patient list provided by the facility and select
patients who represent a cross section of the patient population and services provided.
The sample should include inpatients, outpatients and closed records of discharged
patients. Inpatients should have a length of stay sufficient to assure knowledge of the
various services they received. Their open record should include information about care
already provided by all services and departments. The anticipated discharge date should
be used to assist in determining which patients will be in the CAH long enough for the
surveyor to contact the patient during the course of the survey. Patient logs (ED, OB,
OR, etc.) in conjunction with the patient list provided by the facility, provide a good
source to use when selecting patients for the sample. If the team finds it necessary during
the survey to remove a patient from the sample (e.g., the patient refused to participate in
an interview), replace this patient with another who fits a similar profile. Make the
substitution as early in the survey as possible.

Whenever possible and appropriate, surveyors should interview patients that are in the
facility during the time of the survey to assess the facility’s compliance with the CoP.
Therefore, open patient records should be selected whenever possible. Open records
allow the surveyor to conduct a patient-focused survey and allow the surveyor to
compare the medical record with patient observations and interviews. There are
situations where closed records will be needed to assess compliance and there may be



other situations where there are not adequate numbers of open records to assess
compliance. The selected patient records should reflect the scope of services provided by
the facility. The sample needs to be no fewer than 20 inpatient records, provided that
number is adequate to determine compliance. Additionally, select a sample of outpatients
in order to determine compliance in outpatient and emergency services.

Give each patient in the sample a unique identifier. Appropriate identifiable information
should be kept on a separate identifier list. Do not use medical record numbers, Social
security numbers, care unit or billing record numbers to identify patients.

To conduct an initial survey of a CAH there must be enough inpatients currently in the
CAH and patient records (open and closed) for surveyors to determine whether the CAH
can demonstrate compliance with all the applicable CoPs. The number of current and
discharged inpatients and outpatients in relation to the complexity of care provided to
patients and the length of stay of those patients needs to be large enough for surveyors to
evaluate the manner and degree to which the CAH satisfies all the standards within each
CoP. Utilize the same sample size and selection methods as previously discussed.

If a complaint is being investigated during the survey, patients who have been identified

as part of a complaint should be added to the sample. Issues or concerns identified in
complaints may be a focus of concern when selecting sample patients.

Task 3 - Information Gathering/Investigation
General Objective

The objective of this task is to determine the provider’s compliance with the Medicare
Conditions of Participation through observations, interviews, and documentation review.

Guiding Principles

e Focus attention on actual and potential patient outcomes, as well as required
processes.

e Assess the care and services provided, including the appropriateness of the care
and services within the context of the regulations.

e Visit patient care settings, including inpatient units, outpatient clinics,
anesthetizing locations, emergency departments, imaging, rehabilitation, etc.

e Observe the actual provision of care and services to patients and the effects of that
care, in order to assess whether the care provided meets the needs of the
individual patient.

e Use the interpretive guidelines and other published CMS policy statements to
guide the survey.



e Use Appendix Q for guidance if Immediate Jeopardy is suspected.
General Procedures
During the Survey

e Visit as many patient care settings as possible, including all on campus and off-
campus patient care locations that bill for services under the CAH’S provider
number and are considered a part of the CAH. Because the CAH’S compliance
with the requirements is being assessed, all patient care locations should be part of
the total CAH survey. A surveyor should observe what activities are taking place
and assess the CoP that represent the scope and complexity of the patient care
services located at each location, as well as, any other CoP that apply to those
locations. The depth of assessment of the CoP will be determined by what the
surveyor observes at each location. The surveyor expands the survey activities as
necessary.

e On any Medicare survey, contracted patient care activities or patient services
(such as dietary services, treatment services, diagnostic services, etc.) located on
the CAH campus or at CAH provider based locations should be included in the
survey.

e The SA and surveyors have discretion whether to allow, or to refuse to allow,
facility personnel to accompany the surveyors during a survey. Sometimes
facility personnel may be helpful and may answer questions or point out concerns
to the survey team. Conversely, facility personnel may sometimes hinder the
surveyor, and argue about observed problems. Surveyors should make a decision
whether to allow facility personnel to accompany them based on the
circumstances at the time of the survey.

e The team should meet at least daily in order to assess the status of the survey,
progress of completion of assigned tasks, areas of concern, and to identify areas
for additional investigations. The team meetings should include an update by
each surveyor that addresses findings and areas of concern that have been
identified. If areas of concern are identified in the discussion, the team should
coordinate efforts to obtain additional information. Additional team meetings can
be called at any time during the survey to discuss crucial problems or issues.

e All significant issues or significant adverse events must be brought to the team
coordinator’s attention immediately.

e Maintain open and ongoing dialogue with the facility staff throughout the survey
process. Conferences with facility staff may be held in order to inform them of
survey findings. This affords facility staff the opportunity to present additional
information or to offer explanations concerning identified issues. Survey



information must not be discussed unless the investigation process and data
collection for the specific concerns is completed.

e Surveyors should always maintain a professional working relationship with
facility staff.

e Surveyors need to respect patient privacy and maintain patient confidentiality at
all times during the survey.

e Surveyors should maintain their role as representatives of a regulatory agency.
Although non-consultative information may be provided upon request, the
surveyor is not a consultant.

Patient Review

A comprehensive review of care and services received by each patient in the sample
should be part of the survey. A comprehensive review includes observations of
care/services provided to the patient, patient and/or family interview(s), staff
interview(s), and medical record review. After obtaining the patient’s permission,
observe each sample patient receiving treatments (e.g., intravenous therapy, tube
feedings, wound dressing changes) and observe the care provided in a variety of
treatment settings, as necessary, to determine if patient needs are met.

Observations

Observations provide first-hand knowledge of CAH practice. The regulations and
interpretive guidelines offer guidance for conducting observations. Observation of the
care environment provides valuable information about how the care delivery system
works and how CAH departments work together to provide care. Surveyors are
encouraged to make observations, complete interviews, and review records and
policies/procedures by stationing themselves as physically close to patient care as
possible. While completing a chart review, for instance, it may be possible to also
observe the environment and the patients, staff interactions with patients, safety hazards,
and infection control practices. When conducting observations, particular attention
should be given to the following:

e Patient care, including treatments and therapies in all patient care settings;

e Staff member activities, equipment, documentation, building structure, sounds
and smells;

e People, care, activities, processes, documentation, policies, equipment, etc., that
are present that should not be present, as well as, those that are not present that
should be present;



e Integration of all services, such that the facility is functioning as one integrated
whole;

e Whether guality assurance (QA) is a facility-wide activity, incorporating every
service and activity of the provider and whether every facility department and
activity reports to, and receives reports from, the facility’s central organized body
managing the facility-wide QA program; and

e Storage, security, and confidentiality of medical records.

A surveyor should take complete notes of all observations and should document: the date
and time of the observation(s); location; patient identifiers, individuals present during the
observation, and the activity being observed (e.g., therapy, treatment modality, etc.).

A surveyor should have observations verified by the patient, family, facility staff, other
survey team member(s), or by another mechanism. For example, when finding an out-
dated medication in the pharmacy, ask the pharmacist to verify that the drug is out-dated.
In addition, a surveyor should integrate the data from observations with data gathered
through interviews and document reviews.

A surveyor must not examine patients by themselves, although in certain circumstances,
in order to determine a patient’s health status and whether safe and appropriate health
care is being provided, especially to ensure a patient’s welfare where he/she appears to be
in immediate jeopardy, it is permissible and necessary to examine the patient. After
obtaining permission from the patient, the surveyor should request that a staff member of
the facility examine the patient in the surveyor’s presence. The health and dignity of the
patient is always of paramount concern. A surveyor must respect the patient’s right to
refuse to be examined.

Interviews

Interviews provide a method to collect information, and to verify and validate
information obtained through observations. Informal interviews should be conducted
throughout the duration of the survey. Use the information obtained from interviews to
determine what additional observations, interviews, and record reviews are necessary.
When conducting interviews, observe the following:

e Maintain detailed documentation of each interview conducted. Document the
interview date, time, and location; the full name and title of the person
interviewed; and key points made and/or topics discussed. To the extent possible,
document quotes from the interviewee.

e Interviews with facility staff should be brief. Use a few well-phrased questions to
elicit the desired information. For example, to determine if a staff member is
aware of disaster procedures and his/her role in such events, simply ask, “If you
smelled smoke, what would you do?”



e When interviewing staff, begin your interviews with staff that work most closely
with the patient.

e Conduct patient interviews regarding their knowledge of their plan of care, the
implementation of the plan, and the quality of the services received. Other topics
for patient or family interview may include advanced directives and the facility’s
grievance/complaint procedure.

e Interviews with patients must be conducted in privacy and with the patient’s prior
permission.

e Use open-ended questions during your interview.
e Validate all information obtained.

e Telephone interviews may be conducted if necessary, but a preference should be
made for in-person interviews.

e Integrate the data from interviews with data gathered through observations and
document reviews.

Staff interviews should gather information about the staff’s knowledge of the patient’s
needs, plan of care, and progress toward goals. Problems or concerns identified during a
patient or family interview should be addressed in the staff interview in order to validate
the patient’s perception, or to gather additional information.

Patient interviews should include questions specific to the patient’s condition, reason for
admission, quality of care received, and the patient’s knowledge of their plan of care. For
instance, a surgical patient should be questioned about the process for preparation for
surgery, the patient’s knowledge of and consent for the procedure, pre-operative patient
teaching, post-operative patient goals and discharge plan.

Document Review

Document review focuses on a facility’s compliance with the CoP. When conducting a
document review, document the source and date of the information obtained. When
making document copies identify the original date of the document and indicate the date
and time the copies were made. Once a document review is completed, integrate the data
obtained with data gathered through observations and interviews to decide if the CAH is
in compliance with the CoP. Documents reviewed may be both written and electronic
and include the following:

e Patient’s clinical records, to validate information gained during the interviews, as
well as for evidence of advanced directives, discharge planning instructions, and
patient teaching. This review will provide a broad picture of the patient’s care.



Plans of care and discharge plans should be initiated immediately upon admission,
and be modified, as patient care needs change. The record review for that patient
who has undergone surgery would include a review of the pre-surgical
assessment, informed consent, operative report, and pre-, inter-, and post-
operative anesthesia notes. Although team members may have a specific area
assigned during the survey, the team should avoid duplication of efforts during
review of medical records and each surveyor should review the record as a whole
instead of targeting the assigned area of concern. Surveyors should use open
patient records rather than closed records, whenever practical.

Closed medical records may be used to determine past practice, and the scope or
frequency of a deficient practice. Closed records should also be reviewed to
provide information about services that are not being provided by the CAH at the
time of the survey. For example, if there are no obstetrical patients in the facility
at the time of the survey, review closed OB records to determine care practices, or
to evaluate past activities that cannot be evaluated using open records. In the
review of closed clinical records, review all selected medical records for an
integrated plan of care, timelines of implementation of the plan of care, and the
patient responses to the interventions.

Personnel files to determine if staff members have the appropriate educational
requirements, have had the necessary training required, and are licensed, if it is
required,;

Credential files to determine if the facility complies with CMS requirements and
State law, as well as, follows its own written policies for medical staff privileges
and credentialing;

Maintenance records to determine if equipment is periodically examined and to
determine if it is in good working order and if environmental requirements have
been met;

Staffing documents to determine if adequate numbers of staff are provided
according to the number and acuity of patients;

Policy and procedure manuals. When reviewing policy and procedure manuals,
verify with the person in charge of an area that the policy and procedure manuals
are current;

Contracts, if applicable, to what requirements are provided under arrangements or
agreements.

Diet menus to ensure they meet the needs of the sample patients.



Photocopies

Surveyors should make photocopies of all documents needed to support survey findings.
The surveyor needs access to a photocopier where he/she can make his/her own
photocopies of needed documents. If requested by the hospital, the surveyor should
make the hospital a copy of all items photocopied. All photocopies need to be dated and
timed as to when photocopied, and identified such as “CAH IV management policy-
2/27/04 page 3” or “Patient # 6, progress note —2/17/04.”

Completion of Hospital/ CAH Medicare Database Worksheet

Interview a member of the administrative staff to update and clarify information from the
provider file.

The Hospital/CAH Medicare Database worksheet will be used to collect information
about the CAH services, locations, and staffing by the Medicare CAH surveyors during
the CAH survey. The worksheet will be completed by the surveyors using observation,
staff interviews, and document review. The worksheet will not be given to the CAH staff
to complete. The worksheet is used to collect information that will later be entered into
the Medicare Database.

Clarify any inconsistencies from prior information or information gathered during the
survey.

Task 4 - Preliminary Decision Making and Analysis of Findings
General Objectives

The general objectives of this task are to integrate findings, review and analyze all
information collected from observations, interviews, and record reviews, and to
determine whether or not the CAH meets the Conditions of Participation found at 42 CFR
Part 485. The team’s preliminary decision-making and analysis of findings assist it in
preparing the exit conference report. Based on the team’s decisions, additional activities
may need to be initiated.

General Procedures
Preparation
Prior to beginning this Task, each team member should review his/her notes, worksheets,

records, observations, interviews, and document reviews to assure that all investigations
are complete and organized for presentation to the team.
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Discussion Meeting

At this meeting, the surveyors will share their findings with the team, evaluate the
evidence, and make team decisions regarding compliance with each requirement.
Proceed sequentially through the requirements for each condition appropriate to the
facility as they appear in regulation. For any issues of noncompliance, the team needs to
reach a consensus. Decisions about deficiencies are to be team decisions, with each
member having input. The team should document their decisions, the substance of the
evidence, and the numbers of patients impacted, in order to identify the extent of facility
noncompliance. The team should document their decisions, the substance of the
evidence, and the numbers of patients impacted, in order to identify the extent of facility
noncompliance. The team must ensure that their findings are supported by adequate
documentation of observations, interviews, and document reviews, and includes any
needed evidence such as photocopies. Any additional documentation or evidence needed
to support identified noncompliance should be gathered prior to the exit conference but at
a minimum prior to exiting the hospital.

Determining the Severity of Deficiencies

The regulations at 42 CFR § 488.26 states, “The decision as to whether there is
compliance with a particular requirement, condition of participation, or condition for
coverage, depends upon the manner and degree to which the provider or supplier satisfies
the various standards within each condition.” When noncompliance with a condition of
participation is noted, the determination of whether a lack of compliance is at the
standard or condition level depends upon the nature (how severe, how dangerous, how
critical, etc.) and extent (how prevalent, how many, how pervasive, how often, etc.) of
the lack of compliance. The cited level of noncompliance is determined by the
interrelationship between the nature and extent of the noncompliance.

A deficiency at the condition level may be due to noncompliance in a single standard or
several standards, or parts of standards within the condition, or because of noncompliance
with a single part (tag) representing a severe or critical health or safety breach. Even a
seemingly small breach in critical actions or at critical times can kill or severely injure a
patient, and represents a critical or severe health or safety threat.

A deficiency is at the standard level when there is noncompliance with any single
requirement or several requirements within a particular standard that are not of such
character as to substantially limit a facility’s capacity to furnish adequate care, or which
would not jeopardize or adversely affect the health or safety of patients if the deficient
practice recurred.

On a complaint investigation where the CAH states that it has corrected the deficient
practice/issue (noncompliance) that is the basis of the complaint, issues for the survey
team to consider would include:



e s the corrective action superficial or inadequate, or is the corrective action
adequate and systemic?

e Has the CAH implemented the corrective intervention(s) or action(s)?

e Has the CAH taken a QA approach to the corrective action to ensure monitoring,
tracking and sustainability?

The survey team uses their judgment to determine if any action(s) taken by the CAH
prior to the survey is sufficient to correct the noncompliance and to prevent the deficient
practice from continuing or recurring. If the deficient practice is corrected prior to the
survey, do not cite noncompliance. However, if the noncompliance with any
requirements is noted during the survey, even when the CAH corrects the noncompliance
during the survey, cite noncompliance.

All noted noncompliance must be cited even when corrected on site during the survey.
Citing noncompliance at the appropriate level is important to the integrity of the survey
process. Citing too high a level is unfair to the CAH. Citing noncompliance at a level
below the noted degree and manner of the noncompliance does not ensure that the CAH
will develop acceptable plans of correction and implement corrective actions, does not
depict whether the care provided adversely affects the health and safety of patients, and
whether continued deficient practices may lead to adverse patient outcomes such as
injury or death.

Gathering Additional Information
If it is determined that the survey team needs additional information to determine facility

compliance or noncompliance, the team coordinator should decide the best way to
conduct the additional review.

Task 5 - Exit Conference

General Objective

The general objective of this task is to inform the facility staff of the team’s preliminary
findings.

Prior to the Exit Conference

e The team coordinator is responsible for organization of the presentation of the
exit.

e The team determines who will present the findings.

e If the team feels it may encounter a problem during the exit, they should contact
their immediate supervisor.



Discontinuation of an Exit Conference

It is CMS general policy to conduct an exit conference at the conclusion of each survey.
However, there are some situations that justify refusal to continue or to conduct an exit
conference. For example:

If the provider is represented by counsel (all participants in the exit conference
should identify themselves), surveyors may refuse to conduct the conference if the
lawyer tries to turn it into an evidentiary hearing; or

Any time the provider creates an environment that is hostile, intimidating, or
inconsistent with the informal and preliminary nature of an exit conference,
surveyors may refuse to conduct or continue the conference. Under such
circumstances, it is suggested that the team coordinator stop the exit conference
and call the State agency for further direction.

Recording the Exit Conference

If the facility wishes to audio tape the conference, it must provide two tapes and tape
recorders, recording the meeting simultaneously. The surveyors should take one of the
tapes at the conclusion of the conference. Videotaping is also permitted if it is not
disruptive to the conference, and a copy is provided at the conclusion of the conference.
It is at the sole discretion of the surveyor(s) to determine if videotaping is permitted.

General Principles

The following general principles apply when conducting an exit conference:

The facility determines which CAH staff will attend the exit conference.

The identity of an individual patient or staff member must not be revealed in
discussing survey results. Identity includes not just the name of an individual
patient or staff member, but also includes any references by which identity might
be deduced.

Because of the ongoing dialogue between surveyors and facility staff during the
survey, there should be few instances in which the facility is unaware of surveyor
concerns or has not had an opportunity to present additional information prior to
the exit conference.



Exit Conference Sequence

The following discusses the sequence of events in conducting an exit conference.

A - Introductory Remarks:

o8]

@)

Thank everyone for cooperation during the survey.

Introduce all team members, mentioning any that have concluded their portion of
the survey and have left the facility.

Briefly mention the reason for the survey.

Explain that the exit conference is an informal meeting to discuss preliminary
findings.

Indicate that official findings are presented in writing on the Form CMS-2567.

Ground Rules

Explain how the team will conduct the exit conference and any ground rules.

Ground rules may include waiting until the surveyor finishes discussing each
deficiency before accepting comments from facility staff.

State that the provider will have an opportunity to present new information after
the exit conference for consideration after the survey.

Presentation of Findings

Avoid referring to data tag numbers.

Present the findings of noncompliance, explaining why the findings are a
violation. If the provider asks for the regulatory basis, provide it.

Refrain from making any general comments (e.g., “Overall the facility is very
good”). Stick to the facts. Do not rank findings. Treat requirements as equal as
possible.

Do not identify unmet requirements as condition or standard level. Avoid
statements such as, “the condition was not met” or “the standard was not met.” It
is better to state, “the requirement is not met.”

If immediate jeopardy was identified, explain the significance and the need for
immediate correction. Follow instructions in Appendix Q.
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e Assure that all findings are discussed at the exit conference.
D - Closure

e Explain that a statement of deficiencies (Form CMS-2567) will be mailed within
10 working days to the CAH.

e Explain that the Form CMS-2567 is the document disclosed to the public about
the facility’s deficiencies and what is being done to remedy them. The Form
CMS-2567 is made public no later than 90 calendar days following completion of
the survey. It documents specific deficiencies cited, the facility’s plans for
correction and timeframes, and it provides an opportunity for the facility to refute
survey findings and furnish documentation that requirements are met.

e Inform the facility that a written plan of correction must be submitted to the
survey agency within 10 calendar days following receipt of the written statement
of deficiencies.

e Explain the required characteristics of a plan of correction. The characteristics
include:

o Corrective action to be taken for each individual affected by the deficient
practice, including any system changes that must be made;

o The position of the person who will monitor the corrective action and the
frequency of monitoring;

o Dates each corrective action will be completed;

o The administrator or appropriate individual must sign and date the Form
CMS-2567 before returning it to the survey agency;

o The submitted plan of correction must meet the approval of the State
agency, or in some cases the CMS Regional Office for it to be acceptable.

e If the exit conference was audio or video taped, obtain a copy of the tape in its
entirety before leaving the facility.

All team members should leave the facility together immediately following the exit
conference. If the facility staff provides further information for review, the team
coordinator should decide the best way to conduct the further review. It is usually
prudent for at least two individuals to remain.

Task 6 - Post-Survey Activities



General Objective

The general objective of this task is to complete the survey and certification
requirements, in accordance with the regulations found at 42 CFR Part 488.

General Procedures

Each State agency and CMS Regional Office should follow directives in the State
Operations Manual. The procedures include:

e Timelines for completing each step of the process;

e Responsibilities of the team coordinator and other team members to complete the
Form CMS-2567, Statement of Deficiencies, using the Principles of
Documentation as reference;

e Notification to the facility staff regarding survey results;

e Additional survey activities based on the survey results (e.g., revisit, forwarding
documents to the Regional Office for further action/direction);

e Compilation of documents for the provider file;

e Obtain signed Letter of Authorization to obtain facilities most recent accreditation
survey and send to RO;

e Enter the information collected on the Hospital/CAH Medicare Database
Worksheet into the Medicare database.

Plan of Correction

Regulations at 42 CFR 488.28(a) allow certification of providers with deficiencies at the
Standard or Condition level “only if the facility has submitted an acceptable Plan of
Correction (POC) for achieving compliance within a reasonable period of time acceptable
to the Secretary.” Failure to submit a POC may result in termination of the provider
agreement as authorized by 42 CFR §8488.28(a) and 489.53(a)(1). After a POC is
submitted, the surveying entity makes the determination of the appropriateness of the
POC.
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CAH Swing-Bed Survey Module

When conducting a full survey of an accredited or unaccredited CAH that has swing bed
approval, conduct a survey of the CAH swing-bed requirements found at 42 CFR Part
485.645. These requirements, as well as interpretive guidelines, are found in Appendix
W of the State Operations Manual (SOM). The optional survey worksheet may be used.

Background

Swing-bed patients are CAH patients who are situated in the CAH but for whom the
CAH is receiving reimbursement for skilled nursing services, as opposed to acute-care
reimbursement. The reference to swing-bed is a patient care and reimbursement status
and has no relationship to geographic location in the facility. The patient may be in
acute-care status one day and change to swing-bed status the next day. It is not necessary
for the patient to change location in the hospital when the reimbursement status changes,
but moving to a different location is allowed. A 3-day qualifying stay for the same spell
of illness in any hospital or CAH is required prior to admission to swing-bed status. The
3-day qualifying stay does not need to be from the same facility as the swing-bed
admission.

Regulatory Authority and Requirements for CAH Providers of Extended Care
Services (“Swing Beds”)

CAH swing-bed care is regulated by both the CAH requirements and the swing-bed
requirements at 42 CFR Part 485. The actual swing-bed survey requirements are
referenced in the Medicare Nursing Homes requirements at 42 CFR Part 483.

Section 18883 of the Act authorizes payment under Medicare for post-hospital SNF
services provided by any CAH that meets certain requirements. By regulation, the
Secretary has specified these requirements at 42 CFR 8§ 485.645.

e The CAH has a Medicare provider agreement;

e The total number of beds that may be used at any time for furnishing swing-bed
services or acute inpatient services does not exceed 25 beds.

e The CAH has not had a swing-bed approval terminated within two years previous
to application; and

e The CAH meets the swing-bed CoP on Resident Rights; Admission, Transfer, and
Discharge Rights; Resident Behavior and Facility Practices; Patients Activities;
Social Services; Discharge Planning; Specialized Rehabilitative Services; and
Dental Services.



Activities Conducted Prior to Swing-Bed Survey
Prior to conducting the swing-bed survey, verify the following:

e The hospital’s swing-bed approval is in effect and has not been terminated within
the two previous years.

Survey Procedures

In conducting the survey, verify that the CAH has fewer than 25 hospital-type beds.
Count the hospital-type beds in each nursing unit. Count any hospital-type bed that is
located in or adjoining any location where the bed could be used for inpatient care. Do
not count beds in recovery rooms, labor and delivery rooms (do count birthing beds
where patients remain after giving birth), operating rooms, newborn nurseries or
stretchers in emergency departments. Do not count examination tables, procedure tables
or stretchers. Do not count beds in Medicare certified rehabilitation or psychiatric
distinct part units.

Swing bed certification is limited to the CAH itself and does not include any distinct part
rehabilitation or psychiatric units. Swing bed services may not be provided in CAH
distinct part units.

Assess the CAH’s compliance with the swing-bed requirements at 42 CFR 8485.645
found in appendix W of the SOM. Swing-bed requirements apply to any patient
discharged from a hospital or CAH and admitted to a swing-bed for skilled nursing
services. The requirements for acute-care CAHSs also apply to swing-bed patients.

If swing bed patients are present during the on-site inspection, conduct an open record
review and an environmental assessment. Include patient interviews and observations of
care and services. However, if no swing-bed patients are present during the on-site
inspection, review two closed records for compliance with swing-bed requirements. In
all cases, review policies, procedures, and contracted services to assure that the CAH has
the capability to provide the services needed.

It is important for surveyors to maintain on-going documentation of their findings during
the course of the survey for later reference. Surveyors may use the optional swing-bed
worksheet as note-taking tool to document and record their findings on the survey.

Exit Conference

Any findings of noncompliance may be discussed during the time of the CAH exit
conference.



Post-Survey Activities

The findings for swing-bed deficiencies must be documented on a separate Form CMS-
2567, even though the swing-bed survey is being conducted simultaneously with the
CAH survey.



Regulations and Interpretive Guidelines for CAHs

C-0150

8485.608 Condition of Participation: Compliance With Federal, State,
and Local Laws and Regulations

The CAH and its staff are in compliance with applicable Federal, State and local
laws and regulations.

Interpretive Guidelines 8485.608
Failure of the CAH to meet a Federal, State or local law may only be cited when the
Federal, State or local authority having jurisdiction has made both a determination of

noncompliance and has taken a final adverse action as a result.

Refer or report suspected violations to the appropriate Federal, State, or local agency.

C-0151
(Rev. 84, Issued. 06-07-13, Effective: 06-07-13, Implementation: 06-07-13)

8485.608(a) Standard: Compliance with Federal Laws and Regulations

The CAH is in compliance with applicable Federal laws and regulations related to
the health and safety of patients.

Interpretive Guidelines 8485.608(a)

Each CAH must be in compliance with applicable Federal laws and regulations related to
the health and safety of patients. This includes other Medicare regulations and Federal
laws and regulations not specifically addressed in the CoPs. State Survey Agencies are
expected to assess the CAH’s compliance with the following Medicare provider
agreement regulation provisions when surveying for compliance with 8485.608(a):

Advance Directives

An advance directive is defined at 42 CFR 489.100 as “a written instruction, such as a
living will or durable power of attorney for health care, recognized under State law
(whether statutory or as recognized by the courts of the State), relating to the provision of
health care when the individual is incapacitated.” In accordance with the provisions of
42 CFR 489.102(a), the advance directives regulations apply to CAHs. The CAH patient
(inpatient or outpatient) has the right to formulate advance directives, and to have CAH
staff implement and comply with the individual’s advance directive. The regulation at 42
CER 489.102 specifies the rights of a patient (as permitted by State law) to make medical
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care decisions, including the right to accept or refuse medical or surgical treatment and
the right to formulate, at the individual’s option, advance directives.

In the advance directive, the patient may provide guidance as to his/her wishes
concerning provision of care in certain situations; alternatively, the patient may delegate
decision-making authority to another individual, as permitted by State law. (In addition,
the patient may use the advance directive to designate a “support person,” as specified in
8485.635(f), for purposes of exercising the patient’s visitation rights.) When a patient
who is incapacitated has executed an advance directive designating a particular individual
to make medical decisions for him/her when incapacitated, the CAH must, when
presented with the document, provide the designated individual the information required
to make informed decisions about the patient’s care. The CAH must also seek the
consent of the patient’s representative when informed consent is required for a care
decision. The explicit designation of a representative in the patient’s advance directive
takes precedence over any non-designated relationship and continues throughout the
patient’s inpatient stay or, as applicable, outpatient visit, unless the patient ceases to be
incapacitated and expressly withdraws the designation, either orally or in writing.

8489.102 also requires the CAH to:

e Provide written notice of its policies regarding the implementati