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Survey Protocol
Introduction

(Rev. 37, Issued: 10-17-08; Effective/lmplementation Date: 10-17-08)

Hospitals 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 hospital survey is to determine if the hospital is in compliance
with the CoP set forth at 42 CFR Part 482. Also, where appropriate, the hospital must be
in compliance with the PPS exclusionary criteria at 42 CFR 412.20 Subpart B and the
swing-bed requirements at 42 CFR 482.66

Certification of hospital compliance with the CoP is accomplished through observations,
interviews, and document/record reviews. The survey process focuses on a hospital’s
performance of patient-focused and organizational functions and processes. The hospital
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 hospitals are found at 42CFR Part
482.

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

e Should an individual or entity (hospital) refuse to allow immediate access upon
reasonable request to either a State Agency or CMS surveyor, the Office of the
Inspector General (OIG) may exclude the hospital from participation in all
Federal healthcare 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(a)(13).

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

Surveyors assess the hospital’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. This may include weekends
and times outside of normal daytime (Monday through Friday) working hours. When


http://www.access.gpo.gov/nara/cfr/waisidx_07/42cfr482_07.html
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr412.20.pdf
http://www.cms.hhs.gov/regulations/
http://www.access.gpo.gov/nara/cfr/waisidx_07/42cfr482_07.html
http://www.access.gpo.gov/nara/cfr/waisidx_07/42cfr482_07.html
http://www.cms.hhs.gov/regulations/
http://www.cms.hhs.gov/regulations/
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr1001.1301.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.53.pdf

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 hospital surveys are unannounced. Do not provide hospitals 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 hospital.



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 Hospital Services

The modules for PPS-exempt units (psychiatric and rehabilitation), psychiatric hospitals,
rehabilitation hospitals and swing-bed hospitals are attached to this document. The
survey team is expected to use all the modules that apply to the hospital being surveyed.
For example, if the hospital has swing-beds, a PPS excluded rehabilitation unit, and a
PPS excluded psychiatric unit, the team will use those three modules in addition to this
protocol to conduct the survey. If the hospital is a rehabilitation hospital, the team will
use the rehabilitation hospital module in addition to this protocol to conduct the survey.
If the hospital is a psychiatric hospital and if the survey team will be assessing the
hospital’s compliance with both the hospital CoPs and psychiatric hospital special
conditions, the team will use the psychiatric hospital module in addition to this protocol
to conduct the survey.

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 mid-size hospital would include
two-four surveyors who will be at the facility for 3 or more days. Each hospital survey
team should include at least one RN with hospital 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.
Training for Hospital Surveyors

Hospital surveyors should have the necessary training and experience to conduct a
hospital survey. Attendance at a Basic Hospital Surveyor Training Course is suggested.

New surveyors may accompany the team as part of their training prior to completing the
Basic Hospital Surveyor Training Course.

Team Coordinator

The survey is conducted under the leadership of a team coordinator. The SA (or the RO
for Federal teams) should designate the team coordinator. 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 hospital or tasks for the survey;

e Facilitating time management;

¢ Encouraging on-going communication among team members;

e Evaluating team progress and coordinating daily team meetings;

e (Coordinating any ongoing conferences with hospital leadership (as determined
appropriate by the circumstances and SA/RO policy) and providing on-going
feedback, as appropriate, to hospital 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.

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, remote
locations, satellites, specialty units, PPS-exempt 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), such as the facility’s ownership,
the type(s) of services offered, any prospective payment system (PPS)
exclusion(s), whether the facility is a provider of swing-bed services, and the
number, type and location of any off-site locations;

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 hospital’s Web
site, any media reports about the hospital, etc).

Off-Site Survey Preparation Team Meeting

The team should prepare for the survey offsite 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,



e Update and clarify information from the provider file so a surveyor can update the
Medicare database 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 Medicare Hospital CoP and Interpretive Guidelines (Appendix A);
e Survey protocol and modules;

e Immediate Jeopardy (Appendix Q);

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

e Hospital Swing-Bed Regulations and Interpretive Guidelines (Appendix T);
e Hospital/ CAH Medicare Database Worksheet, Exhibit 286;

e Exhibit 287, Authorization by Deemed Provider/Supplier Selected for
Accreditation Organization Validation Survey; and

e  Worksheets for swing-bed, PPS exclusions, and restraint/seclusion death
reporting.

Task 2 - Entrance Activities
General Objectives

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


http://www.cms.hhs.gov/manuals/downloads/som107_exhibit_286.pdf
http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf
http://www.cms.hhs.gov/manuals/107_som/som107_appendixtoc.asp
http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf
http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf
http://www.cms.hhs.gov/manuals/downloads/som107_exhibit_286.pdf
http://www.cms.hhs.gov/manuals/downloads/som107_exhibit_287.pdf

General Procedures
Arrival

The entire survey team should enter the hospital 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 onsite 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 hospital 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 hospital administrative staff that is 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, the general area that each will be responsible for, and the
various documents that they may request;

e C(Clarify that all hospital areas and locations, departments, and patient care settings
under the hospital provider number may be surveyed, including any contracted
patient care activities or patient services located on hospital campuses or hospital
provider based locations;

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;



¢ 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 preliminary date and time for the exit conference.
During the entrance conference, the Team Coordinator will arrange with the hospital
administrator, or available hospital 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 A list of current 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
hospital 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 hospital’s infection control plan;

e A list 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 complete the
Hospital/ CAH Medicare Database Worksheet that will be used to update the provider’s
file in the Medicare database. The worksheet may not be given to hospital personnel for
completion.



Hospital Tours

Guided tours of the hospital are not encouraged and should be avoided. While a tour of a
small facility may take place in less than one-man hour, a tour of a large 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. Do not delay the
continuation of the survey process waiting for information from the provider, but adjust
survey activities as necessary. During the on-site team meeting, team members should:

e Review the scope of hospital services;
e Identify hospital locations to be surveyed, including any off-site locations;

e Add survey protocol modules and 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
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 hospital and select
patients who represent a cross-section of the patient population and the services provided.
Patient logs (ER, OB, OR, restraint, etc) may be used in conjunction with the patient list
to assure the sample is reflective of the scope of services provided by the hospital.

Whenever possible and appropriate, select patients who are in the facility during the time
of survey (i.e., open records). Open records allow surveyors to conduct a patient-focused
survey and enable surveyors to validate the information obtained through record reviews
with observations and patient and staff interviews. There may be situations where closed
records are needed to supplement the open records reviewed (e.g., too few open records,
complaint investigation, etc), surveyors should use their professional judgment in these



situations and select sample that will enable them to make compliance determinations. If
it is necessary to remove a patient from the sample during the survey, (e.g., the patient
refuses to participate in an interview), replace the patient with another who fits a similar
profile. This should be done as soon as possible in the survey.

Select the number of patient records for review based on the facility’s average daily
census. The sample should be at least 10 percent of the average daily census, but not
fewer than 30 inpatient records. For small general hospitals (this reduction does not
apply to surgical or other specialty hospitals) with an average daily census of 20 patients
or less, the sample should not be fewer than 20 inpatient records, provided that number of
records is adequate to determine compliance. Within the sample, select at least one
patient from each nursing unit (e.g., med/surg, ICU, OB, pediatrics, specialty units, etc).
In addition to the inpatient sample, select a sample of outpatients in order to determine
compliance in outpatient departments, services, and locations. The sample size may be
expanded as needed to assess the hospital’s compliance with the CoP.

If a complaint is being investigated during the survey, include patients who have been
identified as part of the complaint in the sample. Issues or concerns identified through
complaints may be an area of focus when selecting the patient sample.

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 hospital there must be enough inpatients currently in the
hospital and patient records (open and closed) for surveyors to determine whether the
hospital can demonstrate compliance with all the applicable CoP. 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 hospital satisfies all the standards within
each CoP including any CoP applying to optional services offered by the hospital.

Utilize the same sample size and selection methods as previously discussed.

Task 3 - Information Gathering/Investigation
General Objective

The objective of this task is to determine the hospital’s compliance with the Medicare
CoP through observations, interviews, and document 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, remote
locations, satellites, 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

Survey Locations

For hospitals with either no or a small number of off-campus provider-based locations,
survey all departments, services, and locations that bill for services under the hospital’s
provider number and are considered part of the hospital.

For hospitals with many provider-based locations survey:

e All hospital departments and services at the primary hospital campus and on
the campuses of other remote locations of the hospital;

o All satellite locations of the hospital;

e All inpatient care locations of the hospital;

e All out-patient surgery locations of the hospital;

e All locations where complex out-patient care is provided by the hospital; and

e Select a sample of each type of other services provided at additional provider-
based locations.

On any Medicare hospital survey, contracted patient care activities or patient services
(such as dietary services, treatment services, diagnostic services, etc.) located on hospital
campuses or hospital provider based locations should be surveyed as part of the hospital
for compliance with the conditions of participation.


http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf

During the Survey

e 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. Expand the survey activities as
necessary.

e The SA and surveyors have discretion whether to allow, or to refuse to allow,
facility personnel to accompany the surveyors during a survey. 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 hospital 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 hospital 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 hospital 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, as far as care being given, 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 quality assessment and performance improvement (QAPI) 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 QAPI 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.



Surveyors must not examine patients by themselves, although in certain circumstances, in
order to determine a patient’s health status and whether 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.

o 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 patient rights, advanced

directives, and the facility’s grievance/complaint procedure.

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

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

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



o 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
hospital admission, quality of care received, and the patients 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 hospital
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 possible;

e 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 hospital 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.



e 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;

e 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;

e 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;

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

e 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; and

e Contracts, if applicable, to determine if patient care, governing body, QAPI, and
other CoP requirements are included.

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 their 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 “hospital restraint policy- 2/17/04
page 3” or “Patient # 6, progress note- 2/17/04.”

Completion of Hospital/CAH Medicare Database Worksheet

Arrange an interview with 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 hospital’s services, locations, and staffing by
Medicare surveyors during hospital surveys. The worksheet will be completed by the
surveyors using observation, staff interviews, and document review. The worksheet will
not be given to hospital staff to complete. The worksheet is used to collect information
that will later be entered into the Medicare database. During the interview 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 hospital meets the Conditions of Participation found at 42
CFR Part 482 and, as appropriate, the PPS exclusionary criteria at 42 CFR Part 412
Subpart B, and the swing-bed requirements at 42 CFR 482.66. 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.

Discussion Meeting

At this meeting, the surveyors will share their findings, 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 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
non compliance 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 state, “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 the 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 with requirements in a
single standard or several standards within the condition, or with requirements 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.

When a deficient practice (noncompliance) is determined to have taken place prior to the
survey and the hospital states that it has corrected the deficient practice/issue
(noncompliance), issues for the survey team to consider would include:

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

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

e Has the hospital taken a QAPI 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 hospital
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 hospital 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 hospital. Citing noncompliance at a level
below the noted degree and manner of the noncompliance does not ensure that the
hospital will develop acceptable plans of correction and implement corrective actions,
and does not depict accurately whether the care provided adversely affects the health and
safety of patients; and 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:

e 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

e 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. Video taping 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 video taping is permitted.



General Principles

The following general principles apply when conducting an exit conference:

The facility determines which hospital 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 reference 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.

Introductory Remarks:

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.
Assure that all findings are discussed at the exit conference.

Closure

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

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.

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.

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

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

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

e Dates each corrective action will be completed;
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e The administrator or appropriate individual must sign and date the Form
CMS-2567 before returning it to the survey agency; and

e 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 Federal 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,” following the “Principles of
Documentation”;

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 Completion of “Hospital Restraint/Seclusion Death Reporting Worksheet,” as
appropriate;

e Compilation of documents for the provider file;
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e Signed Authorization by Deemed Provider/Supplier Selected for Accreditation
Organization Validation Survey is forwarded to RO; and

¢ 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 488.28(a) and §489.53(a)(1). After a POC is
submitted, the surveying entity makes the determination of the appropriateness of the
POC.

Psychiatric Hospital Survey Module
Background

State survey agencies are given the responsibility for conducting surveys of psychiatric
hospitals to determine compliance with the two special conditions of participation.
However, most are not staffed with the personnel with the psychiatric expertise necessary
to conduct the surveys. In light of this, CMS has contracted out this function for many
years, and a panel of contracted psychiatric consultants has conducted the majority of
surveys of psychiatric hospitals.

General Procedures

When conducting a validation survey or other full survey of a psychiatric hospital using
the hospital A-tags located in Appendix A of the SOM, the SA is also expected to
conduct a review of the two special conditions of participation for psychiatric hospitals
if:

e The State survey agency has the expertise (i.e., at a minimum a Masters prepared
psychiatric nurse or an RN with inpatient psychiatric nursing experience) to serve
on the team. The surveyors should conduct the survey of the two special conditions
as outlined in Appendix AA of the State Operations Manual.

It is strongly recommended that when the State survey agency does not have the clinical
expertise to conduct surveys of psychiatric hospitals, the SA should request, through its
regional office, the assistance of the contracted psychiatric surveyors.
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Regulatory Authority and Requirements for Psychiatric Hospitals
The following regulations describe the special requirements for psychiatric hospitals:
e 42 CFR 482.60 -- Special provisions applying to psychiatric hospitals;

e 42 CFR 482.61 -- Special medical record requirements for psychiatric hospitals;
and

e 42 CFR 482.62 -- Special staff requirements for psychiatric hospitals.
The focus of the survey is on the “outcome” experienced by the patient and how the
provider implements the plan of care. The survey process includes seven (7) tasks.
When these tasks are viewed in total, they give a clear indication of how the provider is
meeting or not meeting the requirements. Appendix AA of the State Operations Manual
(SOM) gives detailed instructions on how to perform these tasks. The seven tasks are:

e Representative sample of patients -- selection methodology;

e Record review of individuals in the sample;

e Other record review;

e Direct patient observation;

e Interviews;

e Visit to each area of the hospital serving certified patients; and

e Team assessment of compliance.
Survey Preparation When Surveying the Two Special Conditions
When the SA is preparing to perform a survey of the special conditions while conducting
a full survey (A-tags) of a psychiatric hospital, include in the preparation for the survey a
review of Appendix A of the SOM, “Interpretive Guidelines and Survey Procedures for
Hospitals,” and a review of Appendix AA, “Interpretive Guidelines and Survey

Procedures for Psychiatric Hospitals.” Appendix AA includes the following exhibits:

e Exhibit 1, “Medicare/Medicaid Psychiatric Hospital Survey Data,” Form CMS-
724 (this form must be completed by the hospital and survey team.)

e Exhibit 2, “Surveyor Worksheet for Psychiatric Hospital Review: Two Special
Conditions,” Form CMS-725 (*optional)
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e Exhibit 3, “CMS Death Record Review Data Sheet,” Form CMS-726 (*optional)
e Exhibit 4, “CMS Nursing Complement Data,” Form CMS-727 (*optional)

e Exhibit 5, “CMS Total Nursing Staff Data,” Form CMS-728 (*optional)

e Exhibit 6, “Data Collection Medical Staff Coverage,” Form CMS-729 (*optional)

*Although these forms are optional, they are useful for data collection purposes and will
assist in determining the hospital’s compliance status.

Identify all remote and satellite locations of the psychiatric hospital.
Survey Methods

Follow the interpretive guidelines and survey protocol in Appendix AA to determine
compliance with the two special conditions. As judged appropriate by the survey team,
patients selected for the survey of the two special conditions may be used to meet the
patient selection requirements in the hospital survey protocol. Surveyors should select
patients using the sample selection methodology in Appendix AA of the psychiatric
hospital survey protocol and, using the hospital survey protocol patient selection
methods, should select any remaining or additional patients needed to determine the
hospital’s compliance with the hospital CoP.

Identify any psychiatric hospital satellite(s), remote locations, or other provider based
location(s). Record the location, name, address, and telephone number for every satellite,
remote location, or provider based location on the Hospital/ CAH Medicare Database
Worksheet for updating the Medicare database.

Post-Survey Activities

Follow the directions and procedures in the SOM for post-survey activities. The findings
for deficiencies noted for the A-tags and B-tags must be documented on separate Form
CMS-2567.

Psychiatric Unit Survey Module

When conducting a full survey of an accredited or non-accredited hospital that has a PPS
excluded psychiatric unit, conduct a survey of the psychiatric unit using the survey
methods in this module to assess the hospital’s compliance with the excluded psychiatric
unit requirements.

Excluded unit surveys utilizing these methods will count as annual validation compliance
surveys of the hospital’s self-attestation of compliance with the excluded psychiatric unit
requirements.
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Background

The PPS excluded psychiatric unit is part of the hospital and is included as part of the
overall hospital survey. The term “exclusion” is a reimbursement term. Patient care in a
PPS excluded psychiatric unit is reimbursed at the PPS psychiatric unit excluded rate
rather than the hospital PPS rate. In order for a hospital to receive the excluded rate for
psychiatric care provided in its excluded unit, the unit must comply with the excluded
psychiatric unit requirements found at 42 CFR 412.27.

A PPS excluded psychiatric unit is regulated by both the hospital CoP at 42 CFR 482
(also found in Appendix A of the SOM) and the PPS excluded psychiatric unit
requirements at 42 CFR 412.27. The actual psychiatric unit requirements are based on
the Special Conditions of Participation for Psychiatric Hospitals found in §§482.60,
482.61, and 482.62.

Requirements for PPS Excluded Psychiatric Units

e 42 CFR 482 - Conditions of Participation for hospitals;
e 42 CFR 412.25 - Excluded hospital units: Common Requirements; and

e 42 CFR 412.27 - Excluded psychiatric units: Additional Requirements

Activities Conducted Prior to Psychiatric Unit Survey

e Contact the RO to determine if the hospital has approval for a PPS excluded
psychiatric unit.

e Contact the RO to determine the unit’s cost-reporting period.
e Ifpossible, establish the location or locations of the psychiatric unit. Determine if
the unit has a satellite or satellites in other locations. Determination or

verification of this information may have to wait until the survey team is onsite.

e Do not conduct the survey of the PPS excluded psychiatric unit requirements
within 90 days of the end of the hospital’s cost reporting period.

e Review the “Psychiatric Unit Criteria Worksheet,” Form CMS-437.
Survey Tool

The “Psychiatric Unit Criteria Worksheet,” Form CMS-437.
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Survey Procedures for Determining Compliance with the PPS Excluded Psychiatric
Unit Requirements

e The surveyor of the psychiatric unit requirements should be an RN.

e Select 10 percent of the unit’s average daily census or a minimum of two patients
for the patient sample.

e The selected patients should be included in the patient sample used for the full
hospital survey.

e Hospital survey activities should be conducted concurrently with the survey of the
PPS excluded psychiatric unit requirements.

e Using the “Psychiatric Unit Criteria Worksheet,” Form CMS-437, verify whether
the requirements have been met by checking the appropriate boxes marked “YES”
and “NO.” Under the column “Explanatory Statement,” document specifics of the
findings. Additional findings can be documented in a narrative note that should
be attached to the worksheet.

e Select additional patients (open or closed records) as needed to determine
compliance with the excluded psychiatric unit requirements.

e If there are patients on the unit who were admitted the day before or on the day of
the survey, verify that all applicable requirements have been completed or are
already in place. These patients are in addition to the number of patients needed
to establish the minimum patient sample size.

e If there are no patients on the unit at the time the survey is conducted, review
closed patient records of unit patients treated within 6 months of the date of the
survey.

o Identify if the psychiatric unit has a satellite or satellites. Record the location,
name, address, and telephone number for every satellite on the Hospital/ CAH
Medicare Database Worksheet for updating the Medicare database.

Exit Conference

e Inform the hospital of findings of noncompliance with the excluded psychiatric
unit requirements.

¢ Inform the hospital that the SA will forward the completed CMS Form-437 to the
hospital at the same time as the completed CMS Form-2567.



Post-Survey Activities

e Do not include the survey findings of the excluded psychiatric unit requirements
on the Form CMS-2567 that is used to document the hospital survey findings.

e Ifthere are requirements that have not been met, notify the RO. Document
survey findings of PPS psychiatric unit requirements on the Form CMS-437.
Submit the completed Form CMS-437 to the RO within the same time frame as
the completion of the Form CMS-2567 and at least 60 days prior to the end of the
hospital’s cost reporting period.

e Follow the procedures in the SOM for post-survey activities.
Rehabilitation Hospital Survey Module

When conducting a full survey of an accredited or non-accredited rehabilitation hospital,
conduct a survey of the hospital’s compliance with rehabilitation hospital excluded
requirements using the survey methods in this module.

Surveys of the PPS excluded rehabilitation hospital requirements utilizing these methods
will count as annual validation compliance surveys of the hospital’s self-attestation of
compliance with the excluded requirements.

Background

The term “exclusion” is a reimbursement term. Patient care in a PPS excluded

rehabilitation hospital is reimbursed at the PPS rehabilitation hospital excluded rate

rather than at the hospital PPS rate. In order for a hospital to receive the excluded rate

for rehabilitation care provided, the hospital must comply with the excluded requirements

found at 42 CFR 412.

A PPS excluded rehabilitation hospital is regulated by both the hospital CoP at

42 CFR 482 (also found in Appendix A of the SOM) and the PPS excluded rehabilitation

hospital requirements at 42 CFR 412.

Regulatory Authority and Requirements for PPS Excluded Rehabilitation Hospitals
e 42 CFR 482 - Conditions of Participation for Hospitals;

o 42 CFR 412.22 - Excluded hospitals and hospital units: General rules; and

e 42 CFR 412.23 - Excluded hospitals: Classifications
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Activities Conducted Prior to a Rehabilitation Hospital Survey

e Contact the RO to determine if the hospital has approval for a PPS excluded
rehabilitation hospital.

e Contact the RO to determine the hospital’s cost reporting period.

¢ Do not conduct the survey of the PPS excluded rehabilitation hospital
requirements within 90 days of the end of the hospital’s cost reporting period.

o Identify any satellite locations of the hospital.

o Verify with the RO that the hospital is in compliance with the inpatient
population percent rule, and that each satellite, if any, is independently in
compliance with the inpatient population percent rule.

e Review the “Rehabilitation Hospital Criteria Worksheet,” Form CMS-437B.
Survey Tool

“Rehabilitation Hospital Criteria Worksheet,” Form CMS-437B.
Survey Procedures for Determining Compliance with the PPS Excluded
Rehabilitation Hospital Requirements

e Survey activities to determine hospital compliance with the PPS excluded
rehabilitation hospital requirements should be conducted concurrently with the
full survey of the hospital’s compliance with the hospital CoP.

e Using the “Rehabilitation Hospital Criteria Worksheet,” Form CMS-437B, verify
whether the requirements have been met by checking the appropriate box marked
“YES” or “NO.” Under the column “Explanatory Statement,” document specifics
about the findings. Additional findings can be documented in a narrative note
that should be attached to the worksheet.

e Select a minimum of two current inpatients for the patient sample.

e Select additional patients (open or closed records) as needed to determine
compliance with the excluded rehabilitation hospital requirements.

e The selected patients should be included in the patient sample used for the full
hospital survey.

e Identify if the rehabilitation hospital has remote locations, satellites, or other
provider based locations. Record the location, name, address and telephone



number for every remote location, satellite, or provider based location on the
Hospital/ CAH Medicare Database Worksheet for updating the Medicare database.

Exit Conference

e Inform the hospital of findings of noncompliance with the excluded rehabilitation
hospital requirements.

e Inform the hospital that the SA will forward the completed Form CMS-437B to
the hospital at the same time as the completed Form CMS-2567.

Post Survey Activities

e Do not include the survey findings for the PPS excluded rehabilitation hospital
requirements on the Form CMS-2567.

e If'there are PPS excluded hospital requirements that have not been met, notify the
RO. Document survey findings of the PPS excluded rehabilitation hospital
requirements on the CMS 437B. Submit the completed Form CMS-437B to the
RO within the same time frame as the completion of the Form CMS-2567 and at
least 60 days prior to the end of the hospital’s cost reporting period.

e Follow the requirements in the SOM for post-survey activities.

Inpatient Rehabilitation Unit Survey Module

When conducting a full survey of an accredited or non-accredited hospital that has a PPS
excluded rehabilitation unit, conduct a survey of the rehabilitation unit using the survey
methods in this module to assess the hospital’s compliance with the excluded
rehabilitation unit requirements.

Surveys of the PPS excluded rehabilitation unit requirements utilizing these methods will
count as annual validation compliance surveys of the hospital’s self-attestation of
compliance with the excluded requirements.

Background

The PPS excluded rehabilitation unit is part of the hospital and is included as part of the
overall hospital survey. The term “exclusion” is a reimbursement term. Patient care in a
PPS excluded rehabilitation unit is reimbursed at the PPS excluded rehabilitation unit
rate rather than the hospital PPS rate. In order for a hospital to receive the excluded rate
for rehabilitation care provided in its excluded unit, the unit must comply with the
excluded rehabilitation unit requirements found at 42 CFR 412.



A PPS excluded rehabilitation unit is regulated by both the hospital CoP at 42 CFR 482
(also found in Appendix A of the SOM) and the PPS excluded rehabilitation unit
requirements at 42 CFR 412.
Requirements for PPS Excluded Rehabilitation Units

e 42 CFR 482 - Conditions of Participation for hospitals;

e 42 CFR 412.25 - Excluded hospital units: Common Requirements;

e 42 CFR 412.29 - Excluded rehabilitation units: Additional Requirements; and

e State Operations Manual, Chapter 3, §3100.

Activities Conducted Prior to Rehabilitation Unit Survey

e Contact the RO to determine if the hospital has approval for a PPS excluded
rehabilitation unit.

e Contact the RO to determine the unit’s cost-reporting period.

¢ Do not conduct the survey of the PPS excluded rehabilitation unit requirements
within 90 days of the end of the hospital’s cost reporting period.

e Verify with the RO that the hospital is in compliance with the inpatient
population percent rule for the unit and that each rehabilitation unit satellite, if
any, is independently in compliance with the inpatient population percent rule.

e Ifpossible, establish the location or locations of the rehabilitation unit.
Determine if the unit has a satellite or satellites in other locations. Determination
or verification of this information may have to wait until the survey team is
onsite.

e Review the “Rehabilitation Unit Criteria Worksheet,” Form CMS-437A.
Survey Tool
The “Rehabilitation Unit Criteria Worksheet,” Form CMS-437A.

Survey Procedures for Determining Compliance with the PPS Excluded
Rehabilitation Unit Requirements

e Survey activities to determine hospital compliance with the PPS excluded
rehabilitation unit requirements should be conducted concurrently with the full
survey of the hospital’s compliance with the hospital CoP.


http://www.access.gpo.gov/nara/cfr/waisidx_07/42cfr482_07.html
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr412.25.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr412.29.pdf
http://www.cms.hhs.gov/manuals/107_som/som107c03.pdf

Using the “Rehabilitation Hospital Criteria Worksheet,” Form CMS-437A, verify
whether the requirements have been met by checking the appropriate box marked
“YES” or “NO.” Under the column “Explanatory Statement,” document specifics
about the findings. Additional findings can be documented in a narrative note
that should be attached to the worksheet.

Select 10 percent of the unit’s average daily census or a minimum of two current
patients for the patient sample.

The selected patients should be included in the patient sample used for the full
hospital survey.

Select additional patients (open or closed records) as needed to determine
compliance with the excluded rehabilitation unit requirements.

If there are no patients on the unit at the time the survey is conducted, review
closed patient records of unit patients treated within six months of the survey.

Identify if the rehabilitation unit has a satellite or satellites. Record the location,
name, address and telephone number for every satellite on the Hospital/ CAH
Medicare Database Worksheet for updating the Medicare database.

Exit Conference

Inform the hospital of findings of noncompliance with the excluded rehabilitation
unit requirements.

Inform the hospital that the SA will forward the completed Form CMS-437A to
the hospital at the same time as the completed Form CMS-2567.

Post Survey Activities

Do not include the survey findings for the PPS excluded rehabilitation unit
requirements on the Form CMS-2567.

If there are PPS excluded unit requirements that have not been met, notify the
RO. Document survey finding of the PPS rehabilitation unit requirements on the
CMS-437A. Submit the completed Form CMS-437A to the RO within the same
time frame as the completion of the Form CMS-2567 and at least 60 days prior to
the end of the hospital’s cost reporting period.

Follow the requirements in the SOM for post-survey activities.



Hospital Swing-Bed Survey Module

When conducting a full survey of an accredited or unaccredited hospital that has swing-
bed approval, conduct a survey of the hospital swing-bed requirements found at 42 CFR
482.66. These requirements, as well as interpretive guidelines, are found in Appendix T
of the SOM. An optional survey worksheet, also found in Appendix T, may be used.

Background

Swing-bed patients are hospital patients who are situated in the hospital but for whom the
hospital 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 critical access hospital (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 Hospital Providers of Extended Care
Services (“Swing-beds”)

Hospital swing-bed care is regulated by both the hospital requirements at 42 CFR Part
482 (reprinted at Appendix A of the SOM) and the swing-bed requirements at 42 CFR
482.66 (also in Appendix T, along with an optional surveyor worksheet). The actual
swing-bed survey requirements are referenced in the Medicare Nursing Home
requirements at 42 CFR Part 483.

Section 1883 of the Act authorizes payment under Medicare for post-hospital SNF
services provided by any hospital that meets certain requirements. By regulation, the
Secretary has specified these requirements at 42 CFR 482.66:

e The hospital has a Medicare provider agreement;

e The facility has fewer than 100 hospital beds, excluding beds for newborns and
beds in intensive care type inpatient units;

e The hospital is located in a rural area. This includes all areas not delineated as
“urbanized” areas by the Census Bureau, based on the most recent census;

e The hospital does not have in effect a 24-hour nursing waiver granted under 42
CFR §488.54(c);
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e The hospital has not had a swing-bed approval terminated within the two years
previous to application; and

e The hospital meets the swing-bed CoP on Resident Rights; Admission, Transfer,
and Discharge Rights; Resident Behavior and Facility Practices; Patient
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 continues to be located in a rural census tract;
e The hospital does not have a 24-hour nursing waiver in place; and

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 hospital has fewer than 100 hospital beds,
excluding beds for newborns and beds in intensive care units. A hospital licensed for
more than 100 beds may be eligible for swing-bed approval if it utilizes and staffs for
fewer than 100 beds. Count the staffed beds in each nursing unit. Do not count beds in
recovery rooms, intensive care units, operating rooms, newborn nurseries or stretchers in
emergency departments.

Assess the hospital’s compliance with the swing-bed requirements at 42 CFR 482.66,
found in Appendix T of the SOM, and the hospital survey methods contained in the
hospital survey protocol. Swing-bed requirements apply to any patient discharged from
the hospital and admitted to a swing-bed for skilled nursing services. The requirements
for acute-care hospitals also apply.

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 hospital
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 a note-taking tool to document and record their findings on the survey.
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Exit Conference

Any findings of noncompliance may be discussed during the time of the hospital 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
hospital survey.



Regulations and Interpretive Guidelines

A-0001

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.2 Provision of Emergency Services by Nonparticipating Hospitals

(a) The services of an institution that does not have an agreement to participate in
the Medicare program may, nevertheless, be reimbursed under the program if--

(1) The services are emergency services; and
(2) The institution meets the requirements of section 1861(e)(1) through (5) and
(7) of the Act. Rules applicable to emergency services furnished by non-

participating hospitals are set forth in subpart G of part 424 of this chapter.

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

Interpretive Guidelines §482.2
The statutory requirements that a hospital must meet are:

e The hospital is primarily engaged in providing, by or under the supervision of
MD/DOs, to inpatients, diagnostic services and therapeutic services for medical
diagnosis, treatment, and care of injured, disabled or sick persons, or
rehabilitation services for the injured, disabled, or sick persons;

e The hospital maintains clinical records on all patients;

e The hospital has medical staff bylaws;

e The hospital has a requirement that every Medicare patient must be under the
care of an MD/DO;

e The hospital provides 24-hour nursing services rendered or supervised by a
registered professional nurse and has a licensed, practical, or registered
professional nurse on duty at all times; and

e The hospital is licensed or is approved as meeting the standards for licensing, as a
hospital as defined by the State.



A-0020

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.11 Condition of Participation: Compliance with Federal, State and
Local Laws

Interpretive Guidelines §482.11

The hospital must ensure that all applicable Federal, State and local law requirements
are met.

A-0021

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.11(a) The hospital must be in compliance with applicable Federal
laws related to the health and safety of patients.

Survey Procedures §482.11(a)

Interview the CEO, or appropriate individual designated by the hospital, to determine
whether the hospital is in compliance with Federal laws related to patient health and
safety. (For example, ask if the hospital was cited since its last survey for any violation
of Section 504 of the Rehabilitation Act of 1973 related to denying people with
disabilities access to care. If so, verify that satisfactory corrections have been made to
bring the hospital into compliance with that law.) Refer or report noted noncompliance
with Federal laws and regulations to the appropriate agency having jurisdiction (e.g.,
accessibility issues, blood-borne pathogens, standard precautions, and TB control to
OSHA; hazardous chemical/waste issues to EPA; etc.)

A-0022

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.11(b) The hospital must be--

(1) Licensed; or

(2) Approved as meeting standards for licensing established by the agency of the
State or locality responsible for licensing hospitals.

Survey Procedures §482.11(b)



Prior to the survey, determine whether the hospital is subject to licensure requirements
and verify that the licensing agency has approved the hospital as meeting the standards
for licensure as set forth by the agency of the State or locality responsible for licensing
hospitals.

A-0023

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.11(c) The hospital must assure that personnel are licensed or meet
other applicable standards that are required by State or local laws.

Interpretive Guidelines §482.11(c)

All staff that are required by the State to be licensed must possess a current license. The
hospital must assure that these personnel are in compliance with the State’s licensure
laws. The laws requiring licensure vary from state to state. Examples of healthcare
professionals that a state may require to be licensed could include: nurses, MD/DOs,
physician assistants, dieticians, x-ray technologists, dentists, physical therapists,
occupational therapists, respiratory therapists and hospital administrators.

All staff must meet all applicable standards required by State or local law for hospital
personnel. This would include at a minimum:

o Certification requirements;

e Minimum qualifications;

e Training/education requirements; and

e Permits (such as food handlers permits).
When telemedicine is used and the practitioner and patient are located in different states,
the practitioner providing the patient care service must be licensed and/or meet the other

applicable standards that are required by State or local laws in both the state where the
practitioner is located and the state where the patient is located.

Survey Procedures §482.11(c)

e Verify for those personnel required to be licensed, certified, and/or permitted by
the State, that the hospital has established, and follows procedures for
determining that personnel are properly licensed, certified, and/or permitted.

e Verify that staff and personnel are licensed, certified, and/or permitted in
accordance with State and local requirements.



e Verify that staff and personnel meet all standards (such as continuing education,
basic qualifications, etc.) required by State and local laws or regulations. Verify
that the hospital has a mechanism established and enforced to ensure compliance.

e Review a sample of personnel files to verify that licensure and/or other required
credentials information is up to date. Verify State licensure compliance of the
direct care personnel as well as administrators and supervisory personnel.

A-0043

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.12 Condition of Participation: Governing Body

The hospital must have an effective governing body legally responsible for the
conduct of the hospital as an institution. If a hospital does not have an organized
governing body, the persons legally responsible for the conduct of the hospital must
carry out the functions specified in this part that pertain to the governing body.

Interpretive Guidelines §482.12

The hospital must have only one governing body and this governing body is responsible
for the conduct of the hospital as an institution. In the absence of an organized governing
body, there must be written documentation that identifies the individual or individuals
that are responsible for the conduct of the hospital operations.

Survey Procedures §482.12
Verify that the hospital has an organized governing body or has written documentation

that identifies the individual or individuals that are responsible for the conduct of the
hospital operations.

A-0044

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.12(a) Standard: Medical Staff. The governing body must:

Interpretive Guidelines §482.12(a)



The governing body must ensure the medical staff requirements are met.

A-0045
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[The governing body must:|

§482.12(a)(1) Determine, in accordance with State law, which categories
of practitioners are eligible candidates for appointment to the medical
staff;

Interpretive Guidelines §482.12(a)(1)

The governing body must determine, in accordance with State law, which categories of
practitioners are eligible for appointment to the medical staff.

The medical staff must, at a minimum, be composed of physicians who are doctors of
medicine or doctors of osteopathy. In addition, the medical staff may include other
practitioners included in the definition in Section 1861(r) of the Social Security Act of a
physician:

e Doctor of medicine or osteopathy;

Doctor of dental surgery or of dental medicine;

Doctor of podiatric medicine,

Doctor of optometry, and
e a Chiropractor.

In all cases, the practitioners included in the definition of a physician must be legally
authorized to practice within the State where the hospital is located and providing
services within their authorized scope of practice. In addition, in certain instances the
Social Security Act and regulations attach further limitations as to the type of hospital
services for which a practitioner may be considered to be a “physician.” See 42 CFR

482.12(c)(1) for more detail on these limitations.

The governing body has the flexibility to determine whether other types of practitioners
included in the definition of a physician are eligible for appointment to the medical staff-

Furthermore, the governing body has the authority, in accordance with State law, to
appoint some types of non-physician practitioners, such as nurse practitioners,
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physician assistants, certified registered nurse anesthetists, and midwives, to the medical

staff.

Practitioners, both physicians and non-physicians, may be granted privileges to practice
at the hospital by the governing body for practice activities authorized within their State
scope of practice without being appointed a member of the medical staff.

Survey Procedures §482.12(a)(1)

Review documentation and verify that the governing body has determined and stated the
categories of practitioners that are eligible candidates for appointment to the medical
staff.

A-0046
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[The governing body must:|
§482.12(a)(2) Appoint members of the medical staff after considering
the recommendations of the existing members of the medical staff;

Interpretive Guidelines §482.12(a)(2)

The governing body determines whether to grant, deny, continue, revise, discontinue,
limit, or revoke specified privileges, including medical staff membership, for a specific
practitioner after considering the recommendation of the medical staff. In all instances,
the governing body’s determination must be consistent with established hospital medical
staff criteria, as well as with State and Federal law and regulations. Only the hospital’s
governing body has the authority to grant a practitioner privileges to provide care in the
hospital.

Survey Procedures §482.12(a)(2)

e Review records of medical staff appointments to determine that the governing
body is involved in appointments of medical staff members.

o Confirm that there is evidence that the governing body considered
recommendations of the medical staff before making medical staff appointments.

A-0047



(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
[The governing body must:|

§482.12(a)(3) Assure that the medical staff has bylaws;

Interpretive Guidelines §482.12(a)(3)

The governing body must assure that the medical staff has bylaws and that those bylaws
comply with State and Federal law and the requirements of the Medicare hospital
Conditions of Participation.

Survey Procedures §482.12(a)(3)

Verify that the medical staff operates under current bylaws that are in accordance with
Federal and State laws and regulations.

A-0048
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
[The governing body must:|

§482.12(a)(4) Approve medical staff bylaws and other medical staff rules and
regulations;

Interpretive Guidelines §482.12(a)(4)

The governing body decides whether or not to approve medical staff bylaws submitted by
the medical staff. The medical staff bylaws and any revisions must be approved by the
governing body before they are considered effective.

Survey Procedures and §482.12(a)(4)

e Verify that the medical staff operates under current bylaws, rules and policies that
have been approved by the governing body.

e Verify that any revisions or modifications in the medical staff bylaws, rules and
policies have been approved by the medical staff and the governing body, e.g.,
bylaws are annotated with date of last review and initialed by person(s)
responsible.



A-0049
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
[The governing body must:|

§482.12(a)(5) Ensure that the medical staff is accountable to the governing body for
the quality of care provided to patients;

Interpretive Guidelines §482.12(a)(5)

The governing body must ensure that the medical staff as a group is accountable to the
governing body for the quality of care provided to patients. The governing body is
responsible for the conduct of the hospital and this conduct includes the quality of care
provided to patients.

All hospital patients must be under the care of a practitioner who meets the criteria of 42
CFR 482.12(c)(1)and who has been granted medical staff privileges, or under the care of
a practitioner who is directly under the supervision of a member of the medical staff. All
patient care is provided by or in accordance with the orders of a practitioner who has
been granted privileges in accordance with /e criteria established by the governing
body, and who is working within the scope of those granted privileges.

Survey Procedures §482.12(a)(5)

e Verify that the governing body is periodically apprised of the medical staff
evaluation of patient care services provided hospital wide, at every patient care
location of the hospital.

e Verify that any individual providing patient care services is a member of the
medical staff or is accountable to a member of the medical staff qualified to
evaluate the quality of services provided, and in turn, is responsible to the
governing body for the quality of services provided.

A-0050
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[The governing body must:|



§482.12(a)(6) Ensure the criteria for selection are individual character, competence,
training, experience, and judgment; and

Interpretive Guidelines §482.12(a)(6)

The governing body must assure that the medical staff bylaws describe the privileging
process to be used by the hospital. The process articulated in the medical staff bylaws,
rules, or regulations must include criteria for determining the privileges that may be

granted to individual practitioners and a procedure for applying the criteria to
individual practitioners that considers:

e Individual character;

¢ Individual competence;

¢ Individual training;

e Individual experience; and

e Individual judgment.
The governing body must ensure that the hospital’s bylaws governing medical staff
membership or the granting of privileges apply equally to all practitioners in each
professional category of practitioners.

Survey Procedures §482.12(a)(6)

e Verify that there are written criteria for appointments to the medical staff and
granting of medical staff privileges.

e Verify that granting of medical staff membership or privileges, both new and
renewal, is based upon an individual practitioner’s meeting the medical staff’s
membership/privileging criteria.

e Verify that, at a minimum, criteria for appointment to the medical staft/granting
of medical staff privileges are individual character, competence, training,
experience, and judgment.

A-0051
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[The governing body must:|



§482.12(a)(7) Ensure that under no circumstances is the accordance of staff
membership or professional privileges in the hospital dependent solely upon
certification, fellowship or membership in a specialty body or society.

Interpretive Guidelines §482.12(a)(7)

In making a judgment on medical staff membership, a hospital may not rely solely on the
fact that a MD/DO is, or is not, board-certified. This does not mean that a hospital is
prohibited from requiring board certification when considering a MD/DO for medical
staff membership, but only that such certification must not be the only factor that the
hospital considers. In addition to matters of board certification, a hospital must also
consider other criteria such as training, character, competence and judgment. After
analysis of all of the criteria, if all criteria are met except for board certification, the
hospital has the discretion to decide not to select that individual to the medical staff.

Survey Procedures §482.12(a)(7)
Verify that written criteria for appointment fo the medical staff and granting of medical

staff privileges are not dependent solely upon certification, fellowship, or membership in
a specialty body or society.

A-0057

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.12(b) Standard: Chief Executive Officer

The governing body must appoint a chief executive officer who is responsible for
managing the hospital.

Interpretive Guidelines §482.12(b)

The Governing Body must appoint one chief executive officer who is responsible for
managing the entire hospital.

Survey Procedures §482.12(b)
e Verify that the hospital has only one chief executive officer for the entire hospital.
e Verify that the governing body has appointed the chief executive officer.

e Verify that the chief executive officer is responsible for managing the entire
hospital.



A-0063

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.12(c) Standard: Care of Patients

In accordance with hospital policy, the governing body must ensure that the
following requirements are met:

A-0064
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[...the governing body must ensure that the following requirements are met:|
§482.12(c)(1) Every Medicare patient is under the care of:

(i) A doctor of medicine or osteopathy. (This provision is not to be
construed to limit the authority of a doctor of medicine or osteopathy to
delegate tasks to other qualified health care personnel to the extent
recognized under State law or a State’s regulatory mechanism.);

(ii) A doctor of dental surgery or dental medicine who is legally
authorized to practice dentistry by the State and who is acting within the
scope of his or her license;

(iii) A doctor of podiatric medicine, but only with respect to functions
which he or she is legally authorized by the State to perform;

(iv) A doctor of optometry who is legally authorized to practice optometry
by the State in which he or she practices;

v) A chiropractor who is licensed by the State or legally authorized to
perform the services of a chiropractor, but only with respect to treatment by
means of manual manipulation of the spine to correct a subluxation
demonstrated by x-ray to exist; and

(vi) A clinical psychologist as defined in §410.71 of this chapter, but only
with respect to clinical psychologist services as defined in §410.71 of this
chapter and only to the extent permitted by State law.



Interpretive Guidelines §482.12(c)(1)
Practitioners other than doctors of medicine or osteopathy may join the medical staff if
the practitioners are appropriately licensed and medical staff membership is in

accordance with State law.

Every Medicare or Medicaid patient must be under the care of a licensed practitioner as
defined in this requirement.

Survey Procedures §482.12(c)(1)

Verify that Medicare patients are under the care of a licensed practitioner as defined by

(©(D).

A-0065
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[...the governing body must ensure that the following requirements are met:|

§482.12(c)(2) Patients are admitted to the hospital only on the recommendation
of a licensed practitioner permitted by the State to admit patients to a hospital.

Survey Procedures §482.12(c)(2)

e Verify that admitting privileges are limited to those categories of practitioners as
allowed by State law.

e Verify that patients are admitted only by those practitioners who are currently
licensed and have been granted admitting privileges by the governing body in
accordance with State laws and medical staff bylaws.

A-0066
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[...the governing body must ensure that the following requirements are met:|



§482.12(c)(2) (continued)

If a Medicare patient is admitted by a practitioner not specified in paragraph
(c)(1) of this section, that patient is under the care of a doctor of medicine or
osteopathy.

Interpretive Guidelines §482.12(c)(2)

CMS hospital regulations do permit licensed practitioners (e.g., nurse practitioners,
midwives, etc), as allowed by the State, to admit patients to a hospital, and CMS does not
require these practitioners be employed by a MD/DO. However, CMS regulations do
require that Medicare and Medicaid patients admitted by these practitioners be under the
care of an MD/DO. Evidence of being under the care of an MD/DO must be in the
patient’s medical record. If a hospital allows these practitioners to admit and care for
patients, as allowed by State law, the governing body and medical staff would have to
establish policies and bylaws to ensure that the requirements of 42 CFR §482 are met.

Midwife Patients

42 CFR 482.1(a)(5) states, "Section 1905(a) of the Act provides that 'medical assistance’
(Medicaid) payments may be applied to various hospital services. Regulations
interpreting those provisions specify that hospitals receiving payment under Medicaid
must meet the requirements for participation in Medicare (except in the case of medical
supervision of nurse midwife services. See §§440.10 and 440.165 of this chapter).”

Midwives are not specified at 42 CFR §482.12(c)(1).

Section 482.1(a)(5), when taken together with this requirement (42 CFR 482.12(c)(2))
means that in a State that permits midwives to admit patients (and in accordance with
hospital policy and practitioner privileges), CMS requires ONLY Medicare patients of a
midwife be under the care of a doctor of medicine or osteopathy. CMS DOES NOT
require Medicaid or other non-Medicare patients admitted by a midwife to be under the
care of a doctor of medicine or osteopathy.

Survey Procedures §482.12(c)(2)

If the hospital grants admitting privileges to these practitioners, select Medicare and
Medicaid patients (select only Medicare patients for midwives) that are admitted to the
hospital by these practitioners. Determine if the patient is/was under the care of an
MD/DO.
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A-0067
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[...the governing body must ensure that the following requirements are met:|
§482.12(c)(3) A doctor of medicine or osteopathy is on duty or on call at all
times.

Survey Procedures §482.12(c)(3)

e Verify the governing body has established and monitors the enforcement of
policies that ensure a doctor of medicine or osteopathy is on duty or on call at all
times to provide medical care and onsite supervision when necessary.

e Review the “call” register and documents that assure that a doctor of medicine or
osteopathy is on duty or on call at all times.

e Interview nursing staff. How do they know who is on call? Are they able to call
the on-call MD/DO and speak with him/her at all times? When appropriate, do
on-call MD/DOs come to the hospital to provide needed care.

A-0068
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
[...the governing body must ensure that the following requirements are met:|

§482.12(c)(4) A doctor of medicine or osteopathy is responsible for the care of
each Medicare patient with respect to any medical or psychiatric problem that--

(i) Is present on admission or develops during hospitalization; and
(ii) Is not specifically within the scope of practice of a doctor of dental
surgery, dental medicine, podiatric medicine, or optometry; a

chiropractor; or clinical psychologist, as that scope is--

(A) Defined by the medical staff;

(B) Permitted by State law; and



(C) Limited, under paragraph (c)(1)(v) of this section, with respect to
chiropractors.

Interpretive Guidelines §482.12(c)(4)

CMS hospital regulations do permit licensed practitioners (i.e., doctors of dental surgery,
dental medicine, podiatric medicine, or optometry; chiropractors; or clinical
psychologists), as allowed by the State, to admit patients to a hospital. However, CMS
does require that Medicare and Medicaid patients who are admitted by a doctor of dental
surgery, dental medicine, podiatric medicine, or optometry; a chiropractor; or clinical
psychologist be under the care of a MD/DO with respect to any medical or psychiatric
problem that is present on admission or develops during hospitalization that is outside the
scope of practice of the admitting practitioner. If a hospital allows a doctor of dental
surgery, dental medicine, podiatric medicine, or optometry, a chiropractor or a clinical
psychologist to admit and care for patients, as allowed by State law, the governing body
and medical staff must establish policies and bylaws to ensure that the requirements of 42
CFR §482 are met. As applicable, the patient’s medical record must demonstrate
MD/DO responsibility/care.

Survey Procedures §482.12(c)(4)

e Verify that an assigned doctor of medicine or osteopathy is responsible for and is
monitoring the care of each Medicare or Medicaid patient with respect to all
medical or psychiatric problems during the hospitalization.

e Ifnon-MD/DOs admit patients, verify that every Medicare/Medicaid patient is
being monitored by an MD/DO who is responsible for any medical or psychiatric
problem outside the scope of practice of the admitting practitioners.

A-0073

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.12(d) Standard: Institutional Plan and Budget

The institution must have an overall institutional plan that meets the following
conditions:

1 The plan must include an annual operating budget that is prepared
according to generally accepted accounting principles.

2) The budget must include all anticipated income and expenses. This
provision does not require that the budget identify item by item the components
of each anticipated income or expense.



A3) The plan must provide for capital expenditures for at least a 3-year
period, including the year in which the operating budget specified in paragraph
(d)(2) of this section is applicable.

“4) The plan must include and identify in detail the objective of, and the
anticipated sources of financing for, each anticipated capital expenditure in
excess of $600,000 (or a lesser amount that is established, in accordance with
section 1122(g)(1) of the Act, by the State in which the hospital is located) that
relates to any of the following:

(i) Acquisition of land;
(ii) Improvement of land, buildings, and equipment; or

(iii) The replacement, modernization, and expansion of buildings and
equipment.

Survey Procedures §482.12(d)

Verify that an institutional plan and budget exist, includes items 1-4, and complies with
all items in this standard. Do not review the specifics or format in the institutional plan or
the budget.

A-0074
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.12(d)(5) The plan must be submitted for review to the planning agency
designated in accordance with section 1122(b) of the Act, or if an agency is not
designated, to the appropriate health planning agency in the State. (See Part 100
of this title.)

Survey Procedures §482.12(d)(5)
Determine that the hospital’s plan for capital expenditures has been submitted to the

planning agency designated to review capital expenditures. In certain cases facilities
used by HMO and CMP patients are exempt from the review process.



A-0075
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.12(d)(5) (Continued)
A capital expenditure is not subject to section 1122 review if 75 percent of the
health care facility’s patients who are expected to use the service for which the
capital expenditure is made are individuals enrolled in a health maintenance
organization (HMO) or competitive medical plan (CMP) that meets the
requirements of section 1876(b) of the Act, and if the Department determines
that the capital expenditure is for services and facilities that are needed by the
HMO or CMP in order to operate efficiently and economically and that are not
otherwise readily accessible to the HMO or CMP because--
(i) The facilities do not provide common services at the same site;
(ii) The facilities are not available under a contract of reasonable duration;
(iii) Full and equal medical staff privileges in the facilities are not available;

(iv) Arrangements with these facilities are not administratively feasible; or

(v) The purchase of these services is more costly than if the HMO or CMP
provided the services directly.

A-0076
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.12(d)(6) The plan must be reviewed and updated annually
Survey Procedures §482.12(d)(6)

Verify that the plan and budget are reviewed and updated annually.



A-0077
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.12(d)(7) The plan must be prepared--
(i) Under the direction of the governing body; and

(ii) By a committee consisting of representatives of the governing body, the
administrative staff, and the medical staff of the institution.

Survey Procedures §482.12(d)(7)

Verify that the governing body, administrative staff, and medical staff have participated
in the development of the institutional plan and budget.

A-0083
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.12(e) Standard: Contracted Services

The governing body must be responsible for services furnished in the hospital
whether or not they are furnished under contracts. The governing body must
ensure that a contractor of services (including one for shared services and joint
ventures) furnishes services that permit the hospital to comply with all applicable
conditions of participation and standards for the contracted services.

Interpretive Guidelines §482.12(e)

The governing body has the responsibility for assuring that hospital services are provided
in compliance with the Medicare Conditions of participation and according to acceptable
standards of practice, irrespective of whether the services are provided directly by
hospital employees or indirectly by contract. The governing body must take actions
through the hospital’s QAPI program to: assess the services furnished directly by
hospital staff and those services provided under contract, identify quality and
performance problems, implement appropriate corrective or improvement activities, and
to ensure the monitoring and sustainability of those corrective or improvement activities.
See §482.21 QAPL



Survey Procedures §482.12(e)

Ascertain that all contractor services provided in the hospital are in compliance with the
Conditions of Participation for hospitals.

A-0084
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.12(e)(1) The governing body must ensure that the services performed
under a contract are provided in a safe and effective manner.

Interpretive Guidelines §482.12(e)(1)

Indirect arrangements may take into consideration services provided through formal
contracts, joint ventures, informal agreements, shared services, or lease arrangements.
The patient care services, and all other services, provided under contract are subject to
the same hospital-wide quality assessment and performance improvement (QAPI)
evaluation as other services provided directly by the hospital.

Survey Procedures §482.12(e)(1)
e Determine if the hospital has a mechanism to evaluate the quality of each
contracted service and ensures that each contracted service is provided in a safe

and effective manner.

e Review the QAPI plan to ensure that every contracted service is evaluated.

A-0085

§482.12(e)(2) The hospital must maintain a list of all contracted services,
including the scope and nature of the services provided.

Survey Procedures §482.12(e)(2)

Review the list of contracted services and verify that there is a delineation of contractor
responsibility.



A-0091
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.12(f) Standard: Emergency Services

Interpretive Guidelines §482.12(f)

The hospital must ensure the emergency services requirements are met.

A-0092
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.12(f)(1) If emergency services are provided at the hospital, the hospital
must comply with the requirements of §482.55.

A-0093
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.12(f)(2) If emergency services are not provided at the hospital, the governing
body must assure that the medical staff has written policies and procedures for
appraisal of emergencies, initial treatment, and referral when appropriate.

Interpretive Guidelines §482.12(f)(2)

This requirement applies hospital-wide (all on-campus and off-campus locations) to
hospitals that do not provide emergency services.

Hospitals without emergency departments must have appropriate policies and
procedures in place for addressing individuals’ emergency care needs 24 hours per day
and 7 days per week, including the following:

o Appraisal of Persons with Emergencies: A hospital must have medical staff
policies and procedures for conducting appraisals of persons with emergencies.
The policies and procedures must ensure that:

o As required by 42 CFR 482.23(b), an RN is immediately available,
as needed, to provide bedside care to any patient and that,

o Among such RN(s) who are immediately available at all times, there
must be an RN(s) who is/are qualified, through a combination of education,


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.23.pdf

licensure, and training, to conduct an assessment that enables them to
recognize the fact that a person has a need for emergency care.

The policies and procedures for appraisal should provide that the MD/DO (on-
site or on-call) would directly provide appraisals of emergencies or provide
medical direction of on-site staff conducting appraisals.

Initial Treatment: A hospital must have medical staff policies and procedures
for providing the initial treatment needed by persons with emergency conditions.
Among the RN(s) who must be available at all times in a hospital as required by
42 CFR 482.23(b), there must be RN(s) who are qualified, through a combination
of education, licensure, and training, to provide initial treatment to a person
experiencing a medical emergency. The on-site or on-call physician could
provide initial treatment directly or provide medical oversight and direction to
other staff. This requirement, taken together with other hospital regulatory
requirements, suggests that a prudent hospital would evaluate the patient
population the hospital routinely cares for in order to anticipate potential
emergency care scenarios and develop the policies, procedures, and staffing that
would enable it to provide safe and adequate initial treatment of an emergency.

Referral when Appropriate: A hospital must have medical staff policies and
procedures to address situations in which a person’s emergency needs may
exceed the hospital’s capabilities. The policies and procedures should be
designed to enable hospital staff members who respond to emergencies to: (a)
recognize when a person requires a referral or transfer, and (b) assure
appropriate handling of the transfer. This includes arrangement for appropriate
transport of the patient. Further, in accordance with the Discharge Planning
CoP at 42 CFR 482.43(d), the hospital must transfer patients to appropriate
facilities, i.e., those with the appropriate capabilities to handle the patient’s
condition. The regulation also requires that necessary medical information be
sent along with the patient being transferred. This enables the receiving hospital
to treat the medical emergency more efficiently.

Patient Transportation and Emergency Medical Services (EMS)

A hospital may arrange transportation of the referred patient by several methods,
including using the hospital’s own ambulance service, the receiving hospital’s
ambulance service, a contracted ambulance service, or, in extraordinary
circumstances, alerting EMS via calling 9-1-1. There is no specific Medicare
prohibition on a hospital with or without an emergency department calling 9-1-1
in order to obtain transport of a patient to another hospital. Use of 9-1-1 to
obtain transport does not, however, relieve the hospital of its obligation to
arrange for the patient’s transfer to an appropriate facility and to provide the
necessary medical information along with the patient.


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.23.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.43.pdf

A hospital policy or practice that relies on calling 9-1-1 in order for EMS to
substitute its emergency response capabilities for those the hospital is required to
maintain, as described above, is not consistent with the Medicare CoPs. For
example, a hospital may not rely upon 9-1-1 to provide appraisal and initial
treatment of medical emergencies that occur at the hospital. Such policy or
practice should be considered as condition-level non-compliance with the
applicable CoP, 42 CFR 482.55 or 42 CFR 482.12(f).

Survey Procedures §482.12(f)(2)

e Verify that the medical staff has adopted written policies and procedures for the
management of medical emergencies.

e Review emergency care policies and procedures. Are they consistent with the
expectations articulated above for appraisal, initial treatment, and referral? Do
they address emergency procedures for all on-campus and off-campus locations?

e Interview hospital staff at various locations. Can they state their duties and what
they are to do if an individual seeks or needs emergency care at their location?

A-0094
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.12(f)(3) If emergency services are provided at the hospital but are not provided
at one or more off-campus departments of the hospital, the governing body of the
hospital must assure that the medical staff has written policies and procedures in
effect with respect to the off-campus department(s) for appraisal of emergencies
and referral when appropriate.

Interpretive Guidelines §482.12(f)(3)

This requirement applies to any off-campus hospital department/location that does not
qualify as a dedicated emergency department in accordance with 42 CFR 489.24(b) and
is part of a hospital that provides emergency services. Such departments/locations must
have and must implement medical staff policies and procedures for the appraisal of
emergencies and referral when appropriate.

o Appraisal of Persons with Emergencies: A hospital must have medical staff
policies and procedures for conducting appraisals of persons with emergencies at
off-campus departments/locations that are not dedicated emergency departments.
The policies and procedures must ensure that clinical personnel -- who are qualified,
through a combination of education, licensure, and training, to conduct an
assessment that enables them to recognize the fact that a person has a need for
emergency care -- are available during all hours of operation at the off-campus
department/location.


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.55.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.12.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.24.pdf

o Referral when Appropriate: A hospital must have medical staff policies and
procedures to address situations in which a person’s emergency needs may exceed
the capabilities of the off-campus departments/locations that are not dedicated
emergency departments. The policies and procedures should be designed to enable
staff members at such locations to: (a) recognize when a person requires a referral
or transfer, and (b) assure appropriate handling of the transfer. This includes
arrangement for appropriate transport of the patient along with the transfer of the
patient’s medical information so that the receiving hospital may treat the medical
emergency more efficiently.

o [Initial Treatment: Although there is no specific regulatory requirement for such off-
campus departments or locations to provide initial treatment of emergencies,
nevertheless they are expected to provide treatment and stabilization consistent with
the complexity of services, the type and qualifications of cl/inical staff, and the
resources available at that location. 7This expectation is based on the requirements of
the Outpatient Services CoP that hospital outpatient services meet the needs of the
patients in accordance with acceptable standards of practice, outpatient services
must be appropriately organized and integrated with inpatient services, and
outpatient services must have appropriate professional and nonprofessional
personnel available. For example, an off-campus cardiac rehabilitation clinic would
be expected to have the appropriate qualified staff, equipment (such as a crash cart),
and policies and procedures in place to appropriately provide appraisal, initial
interventions, and referral of a patient who experiences a cardiac emergency.

o A hospital policy or practice that relies on calling 9-1-1 in order for EMS to
substitute its emergency response capabilities for those the hospital is required to
maintain at its off-campus departments/locations, as described above, is not
consistent with the Medicare CoPs. However, given the more limited emergency
capabilities that may be present in some off-campus departments or locations, calling
9-1-1 to respond to an emergency might be appropriate.

See the hospital emergency services CoP (42 CFR 482.55) for the emergency
requirements for the hospital’s locations that provide emergency services.

Survey Procedures §482.12(f)(3)

e Review emergency care policies and procedures. Determine if they address
emergency procedures for all off-campus locations.

e Interview off-campus hospital department staff. Can they state their duties and
what they are to do if an individual seeks emergency care?


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.55.pdf

A-0115

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.13 Condition of Participation: Patient's Rights

A hospital must protect and promote each patient’s rights.
Interpretive Guidelines §482.13

These requirements apply to all Medicare or Medicaid participating hospitals including
short-term, acute care, surgical, specialty, psychiatric, rehabilitation, long-term, children's
and cancer, whether or not they are accredited. This rule does not apply to critical access
hospitals. (See Social Security Act (the Act) §1861(e).)

These requirements, as well as the other Conditions of Participation in 42 CFR 482,
apply to all parts and locations (outpatient services, provider-based entities, inpatient
services) of the Medicare participating hospital.

Survey Procedures §482.13
Survey of the Patients’ Rights Condition of Participation (CoP) should be coordinated by

one surveyor. However, each surveyor, as he/she conducts his/her survey assignments,
should assess the hospital’s compliance with the Patients’ Rights CoP.

A-0116

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.13(a) Standard: Notice of Rights

Interpretive Guidelines §482.13(a)

The hospital must ensure the notice of rights requirements are met.

A-0117
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.13(a)(1) A hospital must inform each patient, or when appropriate, the

patient’s representative (as allowed under State law), of the patient’s rights, in
advance of furnishing or discontinuing patient care whenever possible.

Interpretive Guidelines §482.13(a)(1)


http://www.access.gpo.gov/nara/cfr/waisidx_07/42cfr482_07.html

The hospital must inform each patient, or when appropriate, the patient’s representative
as allowed by law, of the patient’s rights. Whenever possible, this notice must be
provided before providing or stopping care. All patients, inpatient or outpatient, must be
informed of their rights as hospital patients. The patient’s rights include all of those
discussed in this condition, as well as any other rights for which notice is required under
State or Federal law or regulations for hospital patients. (See 42 CFR 482.11.) The
patient’s rights should be provided and explained in a language or manner that the
patient (or the patient’s representative) can understand.

In addition, according to the regulation at 42 CFR 489.27(b), (which cross references the
regulation at 42 CFR 405.1205), each Medicare beneficiary who is an inpatient must be
provided a standardized notice, “An Important Message from Medicare” (IM), within 2
days of admission. Medicare beneficiaries who have not been admitted (e.g., patients in
observation status or receiving other care on an outpatient basis) are not required to
receive the IM. The IM is a standardized, OMB-approved form and cannot be altered
from its original format. The IM is to be signed and dated by the patient to acknowledge
receipt. See Exhibit 16 for a copy of the IM. Furthermore, 42 CFR 405.1205(b)(3)
requires that hospitals present a copy of the IM in advance of the patient’s discharge, but
not more than two calendar days before the patient’s discharge. In the case of short
inpatient stays, however, where initial delivery of the IM is within 2 calendar days of the
discharge, the second delivery of the IM is not required.

The hospital must establish and implement policies and procedures that effectively
ensure that patients and/or their representatives have the information necessary to
exercise their rights.

Survey Procedures §482.13(a)(1)

e Determine the hospital’s policy for notifying all patients of their rights, both
inpatient and outpatient;

e Determine that the information provided to the patients by the hospital complies with
Federal and State law;

e Review records and interview staff to examine how the hospital communicates
information about their rights to diverse patients, including individuals who need
assistive devices or translation services. Does the hospital have alternative means,
such as written materials, signs, or interpreters (when necessary), to communicate
patients’ rights?;

e Ask patients to tell you what the hospital has told them about their rights;

o Does staff know what steps to take to inform a patient about their patients’ rights,
including those patients’ with special communication needs?; and


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.11.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.27.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr405.1205.pdf
http://www.cms.hhs.gov/BNI/12_HospitalDischargeAppealNotices.asp
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr405.1205.pdf

e Review a sample of inpatient medical records for Medicare beneficiaries, to
determine whether the records contain a signed and dated IM provided within 2 days
of the admission of the patient. For patients whose discharge occurred more than 2
days after the initial IM notice was issued, determine whether the hospital provided
another copy of the IM to the patient prior to discharge in a timely manner.

A-0118
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(a)(2) The hospital must establish a process for prompt resolution of patient
grievances and must inform each patient whom to contact to file a grievance.

Interpretive guidelines §482.13(a)(2)

The patient should have reasonable expectations of care and services and the facility
should address those expectations in a timely, reasonable, and consistent manner.
Although 482.13(a)(2)(ii) and (iii) address documentation of facility time frames for a
response to a grievance, the expectation is that the facility will have a process to comply
with a relatively minor request in a more timely manner than a written response. For
example, a change in bedding, housekeeping of a room, and serving preferred food and
beverage may be made relatively quickly and would not usually be considered a
"grievance"” and therefore would not require a written response.

The hospital must inform the patient and/or the patient's representative of the internal
grievance process, including whom to contact to file a grievance (complaint). As part of
its notification of patient rights, the hospital must provide the patient or the patient's
representative a phone number and address for lodging a grievance with the State
agency. The hospital must inform the patient that he/she may lodge a grievance with the
State agency (the State agency that has licensure survey responsibility for the hospital)
directly, regardless of whether he/she has first used the hospital's grievance process.

A “patient grievance’ is a formal or informal written or verbal complaint that is made to
the hospital by a patient, or the patient’s representative, regarding the patient's care
(when the complaint is not resolved at the time of the complaint by staff present), abuse
or neglect, issues related to the hospital's compliance with the CMS Hospital Conditions
of Participation (CoPs), or a Medicare beneficiary billing complaint related to rights
and limitations provided by 42 CFR 489.

o "Staff present” includes any hospital staff present at the time of the complaint or
who can quickly be at the patient's location (i.e., nursing, administration, nursing
supervisors, patient advocates, etc.) to resolve the patient's complaint.

e [fa patient care complaint cannot be resolved at the time of the complaint by staff
present, is postponed for later resolution, is referred to other staff for later


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.13.pdf
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resolution, requires investigation, and/or requires further actions for resolution,
then the complaint is a grievance for the purposes of these requirements. A
complaint is considered resolved when the patient is satisfied with the actions
taken on their behalf.

Billing issues are not usually considered grievances for the purposes of these
requirements. However, a Medicare beneficiary billing complaint related to
rights and limitations provided by 42 CFR 489 is considered a grievance.

A written complaint is always considered a grievance. This includes written
complaints from an inpatient, an outpatient, a released/discharged patient, or a
patient’s representative regarding the patient care provided, abuse or neglect, or
the hospital's compliance with CoPs. For the purposes of this requirement, an
email or fax is considered "written."

Information obtained from patient satisfaction surveys usually does not meet the
definition of a grievance. If an identified patient writes or attaches a written
complaint on the survey and requests resolution, then the complaint meets the
definition of a grievance. If an identified patient writes or attaches a complaint to
the survey but has not requested resolution, the hospital must treat this as a
grievance if the hospital would usually treat such a complaint as a grievance.

Patient complaints that are considered grievances also include situations where a
patient or a patient's representative telephones the hospital with a complaint
regarding the patient’s care or with an allegation of abuse or neglect, or failure
of the hospital to comply with one or more CoPs, or other CMS requirements.
Those post-hospital verbal communications regarding patient care that would
routinely have been handled by staff present if the communication had occurred
during the stay/visit are not required to be defined as a grievance.

All verbal or written complaints regarding abuse, neglect, patient harm, or
hospital compliance with CMS requirements are considered grievances for the
purposes of these requirements.

Whenever the patient or the patient's representative requests that his or her
complaint be handled as a formal complaint or grievance or when the patient
requests a response from the hospital, the complaint is considered a grievance
and all the requirements apply.

Data collected regarding patient grievances, as well as other complaints that are
not defined as grievances (as determined by the hospital), must be incorporated
in the hospital's Quality Assessment and Performance Improvement (QAPI)
Program.


http://www.access.gpo.gov/nara/cfr/waisidx_07/42cfr489_07.html

Survey Procedures §482.13(a)(2)

e Review the hospital’s policies and procedures to assure that its grievance process
encourages all personnel to alert appropriate staff concerning any patient
grievance. Does the hospital adhere to its policy/procedure established for
grievances?!

e Interview patients or the patient’s legal representative to determine if they know
how to file a complaint (grievance) and who to contact if they have a complaint
(grievance).

e Is the hospital following its grievance policies and procedures?

e Does the hospital’s process assure that grievances involving situations or
practices that place the patient in immediate danger are resolved in a timely
manner?

e Does the patient or the patient’s representative know that he/she has the right to
file a complaint with the State agency as well as or instead of utilizing the
hospital’s grievance process?

e Has the hospital provided the telephone number for the State agency to all
patients/patient representatives?

e Are beneficiaries aware of their right to seek review by the QIO for quality of
care issues, coverage decisions, and to appeal a premature discharge?

A-0119
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(a)(2) (Continued)

[The hospital must establish a process for prompt resolution of patient grievances and
must inform each patient whom to contact to file a grievance.] The hospital’s
governing body must approve and be responsible for the effective operation of the
grievance process, and must review and resolve grievances, unless it delegates the
responsibility in writing to a grievance committee.

Interpretive guidelines §482.13(a)(2)

The hospital's grievance process must be approved by the governing body. The hospital's
governing body is responsible for the effective operation of the grievance process. This
includes the hospital's compliance with all of the CMS grievance process requirements.
The hospital's governing body must review and resolve grievances, unless it delegates



this responsibility in writing to a grievance committee. A committee is more than one
person. The committee membership should have adequate numbers of qualified members
to review and resolve the grievances the hospital receives (this includes providing
written responses) in a manner that complies with the CMS grievance process
requirements.

Survey Procedures §482.13(a)(2)
e Determine if the hospital’s governing body approved the grievance process.

e s the governing body responsible for the operation of the grievance process, or
has the governing body delegated the responsibility in writing to a grievance
committee?

e Determine how effectively the grievance process works. Are patient's or the
patient representative’s concerns addressed in a timely manner? Are patients
informed of any resolution to their grievances? Does the hospital apply what it
learns from the grievance as part of its continuous quality improvement activities?

e Is the grievance process reviewed and analyzed through the hospital’s QAPI
process or some other mechanisms that provides oversight of the grievance
process?

A-0120
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(a)(2) (Continued)

[The hospital must establish a process for prompt resolution of patient grievances and
must inform each patient whom to contact to file a grievance. The hospital’s
governing body must approve and be responsible for the effective operation of the
grievance process, and must review and resolve grievances, unless it delegates the
responsibility in writing to a grievance committee.|] The grievance process must
include a mechanism for timely referral of patient concerns regarding quality of
care or premature discharge to the appropriate Utilization and Quality Control
Quality Improvement Organization. Ara minimum:

Interpretive Guidelines §482.13(a)(2)

Quality Improvement Organizations (QIOs) are CMS contractors charged with reviewing
the appropriateness and quality of care rendered to Medicare beneficiaries in the hospital
setting. The QIOs are also tasked with reviewing utilization decisions. Part of this duty
includes reviewing discontinuation of stay determinations based upon a beneficiary’s
request. The regulations szate the functions of the QIOs in order to make Medicare



beneficiaries aware of the fact that if they have a complaint regarding quality of care,
disagree with a coverage decision, or they wish to appeal a premature discharge, they
may contact the QIO to lodge a complaint. The hospital is required to have procedures
for referring Medicare beneficiary concerns to the QIOs; additionally, CMS expects
coordination between the grievance process and existing grievance referral procedures so
that beneficiary complaints are handled timely and referred to the QIO at the
beneficiary’s request.

This regulation requires coordination between the hospital’s existing mechanisms for
utilization review notice and referral to QIOs for Medicare beneficiary concerns (See

42 CFR Part 489.27). This requirement does not mandate that the hospital automatically
refer each Medicare beneficiary’s grievance to the QIO; however, the hospital must
inform all beneficiaries of this right, and comply with his or her request if the beneficiary
asks for QIO review.

Medicare patients have the right to appeal a premature discharge (see Interpretive
Guidelines for 42 CFR 482.13(a)). Pursuant to 42 CFR 412.42(c)(3), a hospital must
provide a hospital-issued notice of non-coverage (HINN) to any fee-for-service
beneficiary that expresses dissatisfaction with an impending hospital discharge.
Medicare Advantage (MA) organizations are required to provide enrollees with a notice
of non-coverage, known as the Notice of Discharge and Medicare Appeal Rights
(NODMAR), only when a beneficiary disagrees with the discharge decision or when the
MA organization (or hospital, if the MA organization has delegated to it the authority to
make the discharge decision) is not discharging the enrollee, but no longer intends to
cover the inpatient stay.

Survey Procedures §482.13(a)(2)

e Review patient discharge materials. Is the hospital in compliance with 42 CFR
§489.27?

e Does the hospital grievance process include a mechanism for timely referral of
Medicare patient concerns to the QIO? What time frames are established?

e Interview Medicare patients. Are they aware of their right to appeal premature
discharge?


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.27.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.13.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr412.42.pdf

A-0121
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

[At a minimum:]

§482.13(a)(2)(i) The hospital must establish a clearly explained procedure for the
submission of a patient’s written or verbal grievance to the hospital.

Interpretive Guidelines §482.13(a)(2)(i)

The hospital’s procedure for a patient or the patient’s representative to submit written or
verbal grievances must be clearly explained. The patient or patient’s representative
should be able to clearly understand the procedure.

Survey Procedures §482.13(a)(2)(i)

e Review the information provided to patients that explains the hospital’s grievance
procedures. Does it clearly explain how the patient is to submit either a verbal or
written grievance?

e Interview patients or patient representatives. Does the patient, or (if he/she is
incapacitated) his/her representative, know about the grievance process and how
to submit a grievance?

A-0122
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
[At a minimum:|

§482.13(a)(2)(ii) The grievance process must specify time frames for review of the
grievance and the provision of a response.

Interpretive Guidelines §482.13(a)(2)(ii)

The hospital must review, investigate, and resolve each patient’s grievance within a
reasonable time frame. For example, grievances about situations that endanger the
patient, such as neglect or abuse, should be reviewed immediately, given the seriousness
of the allegations and the potential for harm to the patient(s). However, regardless of the
nature of the grievance, the hospital should make sure that it is responding to the
substance of each grievance while identifying, investigating, and resolving any deeper,
systemic problems indicated by the grievance.



Document when a grievance is so complicated that it may require an extensive
investigation. We recognize that staff scheduling as well as fluctuations in the numbers
and complexity of grievances can affect the timeframes for the resolution of a grievance
and the provision of a written response. On average, a time frame of 7 days for the
provision of the response would be considered appropriate. We do not require that every
grievance be resolved during the specified timeframe although most should be resolved.
42 CFR 482.13(a)(2)(iii) specifies information the hospital must include in their
response.

If the grievance will not be resolved, or if the investigation is not or will not be completed
within 7 days, the hospital should inform the patient or the patient's representative that
the hospital is still working to resolve the grievance and that the hospital will follow-up
with a written response within a stated number of days in accordance with the hospital's
grievance policy. The hospital must attempt to resolve all grievances as soon as possible.

Survey Procedures §482.13(a)(2)(ii)

What time frames are established to review and respond to patient grievances? Are these
time frames clearly explained in the information provided to the patient that explains the
hospital’s grievance process? On average, does the hospital provide a written response
to most of its grievances within the timeframe specified in its policy?

A-0123
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
[At a minimum:|

§482.13(a)(2)(iii) In its resolution of the grievance, the hospital must provide the
patient with written notice of its decision that contains the name of the hospital
contact person, the steps taken on behalf of the patient to investigate the grievance,
the results of the grievance process, and the date of completion.

Interpretive Guidelines §482.13(a)(2)(iii)

The written notice of the hospital’s determination regarding the grievance must be
communicated to the patient or the patient’s representative in a language and manner the
patient or the patient’s legal representative understands.

The hospital may use additional tools to resolve a grievance, such as meeting with the
patient and his family. The regulatory requirements for the grievance process are
minimum standards, and do not inhibit the use of additional effective approaches in
handling patient grievances. However, in all cases the hospital must provide a written
notice (response) to each patient’s grievance(s). The written response must contain the
elements listed in this requirement.


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.13.pdf

When a patient communicates a grievance to the hospital via email the hospital may
provide its response via email pursuant to hospital policy. (Some hospitals have policies
against communicating to patients over email.) If the patient requests a response via
email, the hospital may respond via email. When the email response contains the
information stated in this requirement, the email meets the requirement for a written
response. The hospital must maintain evidence of its compliance with these
requirements.

A grievance is considered resolved when the patient is satisfied with the actions taken on
their behalf.

There may be situations where the hospital has taken appropriate and reasonable actions
on the patient's behalf in order to resolve the patient's grievance and the patient or the
patient's representative remains unsatisfied with the hospital's actions. In these
situations, the hospital may consider the grievance closed for the purposes of these
requirements. The hospital must maintain documentation of its efforts and demonstrate
compliance with CMS requirements.

In its written response, the hospital is not required to include statements that could be
used in a legal action against the hospital, but the hospital must provide adequate
information to address each item stated in this requirement. The hospital is not required
to provide an exhaustive explanation of every action the hospital has taken to investigate
the grievance, resolve the grievance, or other actions taken by the hospital.

Survey Procedures §482.13(a)(2)(iii)

Review the hospital’s copies of written notices (responses) to patients. Are all patients
provided a written notice? Do the notices comply with the requirements?

A-0129

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.13(b) Standard: Exercise of Rights

Interpretive Guidelines §482.13(b)

The hospital must ensure that the exercise of patients’ rights requirements are met.

A-0130
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(b)(1) The patient has the right to participate in the development and
implementation of his or her plan of care.



Interpretive Guidelines §482.13(b)(1)

This regulation requires the hospital to actively include the patient in the development,
implementation and revision of his/her plan of care. It requires the hospital to plan the
patient’s care, with patient participation, to meet the patient’s psychological and medical
needs.

The patient’s (or patient’s representatives, as allowed by State law) right to participate in
the development and implementation of his or her plan of care includes at a minimum,
the right to: participate in the development and implementation of his/her inpatient
treatment/care plan, outpatient treatment/care plan, participate in the development
and implementation of his/her discharge plan, and participate in the development and
implementation of his/her pain management plan.

Survey Procedures §482.13(b)(1)

e Determine the extent to which the hospital initiates activities that involve the
patient or the patient’s legal representative in the patient’s care. If the patient
refused to participate, interview the patient to verify his/her refusal.

e What do you observe about the interactions between staff and patients?

e Is there evidence that the patient or the patient’s legal representative was included
or proactively involved in the development and implementation of the patient’s
plan of care?

e Were revisions in the plan of care explained to the patient?

e Have patients been notified of their right to be involved in their plan of care to

include the development and implementation of their inpatient treatment/care
plan, outpatient treatment/care plan, discharge plan, and pain management plan?

A-0131
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(b)(2) The patient or his or her representative (as allowed under State law)
has the right to make informed decisions regarding his or her care. The patient's
rights include being informed of his or her health status, being involved in care
planning and treatment, and being able to request or refuse treatment. This right must
not be construed as a mechanism to demand the provision of treatment or services
deemed medically unnecessary or inappropriate.



Interpretive Guidelines §482.13(b)(2)

The right to make informed decisions means that the patient or patient’s representative is
given the information needed in order to make "informed" decisions regarding his/her
care.

A patient may wish to delegate his/her right to make informed decisions to another
person. To the degree permitted by State law, and to the maximum extent practicable,
the hospital must respect the patient’s wishes and follow that process. In some cases, the
patient may be unconscious or otherwise incapacitated. If the patient is unable to make a
decision, the hospital must consult the patient’s advance directives, medical power of
attorney or patient representative, if any of these are available. In the advance directive
or the medical power of attorney, the patient may provide guidance as to his/her wishes
in certain situations, or may delegate decision-making to another individual as permitted
by State law. If such an individual has been selected by the patient, or if a person willing
and able under applicable State law is available to make treatment decisions, relevant
information should be provided to tie representative so that informed health care
decisions can be made for the patient. However, as soon as the patient is able to be
informed of his/her rights, the hospital should provide that information to the patient.

The right to make informed decisions regarding care presumes that the patient has been
provided information about his/her health status, diagnosis, and prognosis.
Furthermore, it includes the patient's participation in the development of their plan of
care, including providing consent to, or refusal of, medical or surgical interventions, and
in planning for care after discharge from the hospital. The patient or the patient's
representative should receive adequate information, provided in a manner that the
patient or the patient's representative can understand, to assure that the patient can
effectively exercise the right to make informed decisions.

Hospitals must establish processes to assure that each patient or the patient's
representative is given information on the patient's health status, diagnosis, and
PrOgHOSIS.

Giving informed consent to a treatment or a surgical procedure is one type of informed
decision that a patient or patient's representative may need to make regarding the
patient's plan of care. Hospitals must utilize an informed consent process that assures
patients or their representatives are given the information and disclosures needed to
make an informed decision about whether to consent to a procedure, intervention, or type
of care that requires consent. See the guidelines for 42 CFR 482.51(b)(2) pertaining to
surgical services informed consent and the guidelines for 42 CFR 482.24(c)(2)(v)
pertaining to medical records for further detail.

Informed decisions related to care planning also extend to discharge planning for the
patient's post-acute care. See the guidelines at 42 CFR 482.43(c) pertaining to discharge
planning for discussion of pertinent requirements.



http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.51.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.24.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.43.pdf

Hospitals must also establish policies and procedures that assure a patient's right to
request or refuse treatment. Such policies should indicate how the patient's request will
be addressed. However, hospitals are under no obligation to fulfill a patient's request for
a treatment or service that the responsible practitioner has deemed medically
unnecessary or even inappropriate.

In addition, there are certain provisions of the Medicare provider agreement rules

concerning disclosures that certain hospitals are required to make which are enforced
under 42 CFR 482.13(b)(2):

o 42 CFR 489.3 defines a “physician-owned hospital” as any participating hospital in
which a physician or physicians have an ownership or investment interest, except for
those satisfying exception criteria found at 42 CFR 411.356(a) or (b).

o 42 CFR 489.20(u) mandates that all physician-owned hospitals provide written notice to
a patient at the beginning of an inpatient stay or outpatient visit that the hospital or CAH
is physician-owned, in order to assist the patient in making an informed decision about
his/her care, in accordance with 42 CFR 482.13(b)(2). The notice is required to disclose,
in a manner reasonably designed to be understood by all patients, that the hospital is
physician-owned and that the list of physician owners or investors is available upon
request. The regulation provides clarification about when an inpatient stay or outpatient
visit “begins,” i.e., with the provision of a package of information regarding scheduled
preadmission testing and registration for a planned hospital admission for inpatient care
or outpatient service. In other words, the written notice must be provided to the patient
at the time of the earliest contact from the hospital to the patient where the hospital
provides the patient written materials concerning a specific hospital stay or visit.

o 42 CFR 489.12 permits CMS to deny a provider agreement to a hospital applicant that
does not have procedures in place to notify patients of physician ownership in the
hospital.

o 42 CFR 489.53 permits CMS to terminate a provider agreement with a physician-owned
hospital if the hospital fails to comply with the requirements at $489.20(u).

o 42 CFR 489.20(v) mandates that all hospitals provide written notice to all patients at the
beginning of an inpatient stay or outpatient visit if there is no doctor of medicine or
doctor of osteopathy present in the hospital 24 hours per day, seven days per week, in
order to assist the patient in making an informed decision about his/her care, in
accordance with 42 CFR 482.13(b)(2). The notice must also indicate how the hospital
will meet the medical needs of any patient who develops an emergency medical
condition, as defined in 42 CFR 489.24(b) [the EMTALA definition], at a time when no
physician is present in the hospital. The regulation provides the same clarification about
when a hospital stay or outpatient visit “begins” as in the regulation concerning
physician-owned hospital disclosures.

Hospitals that have an MD/DO on-site 24/7 do not need to issue any disclosure notice
about emergency services capability.


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.13.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.3.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr411.356.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.20.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.13.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.12.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.53.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.20.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.20.pdf
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A hospital that participates in Medicare with multiple campuses, satellites, remote,
and/or provider-based locations all covered under one CMS Certification Number, does
not need to issue a disclosure notice about emergency services capability if there is an
MD/DO 24 hours per day, seven days per week in any portion of the hospital. For
example, if a hospital has three campuses, only two of which have a physician present
24/7, there is no requirement for the third campus to make a disclosure that there is no
physician present 24/7 at that campus. Likewise, if a hospital’s main campus has a
physician present 24/7, there is no requirement for a disclosure by any of its provider-
based locations that do not have a physician at that location 24/7.

Survey Procedures §482.13(b)(2)

o [s there a hospital policy addressing the patient's right to make informed
decisions? Does it articulate how the hospital assures patients' ability to exercise
this right?

e [s there a hospital policy that addresses delegation of the patient's rights to a
representative?

o s there a hospital policy addressing the patient's right to have information on
his/her medical status, diagnosis, and prognosis? Does it articulate the hospital's
process for assuring that patients have this information?

o s there a hospital policy addressing how the patient will be involved in his/her
care planning and treatment?

o Are there also State laws or regulations governing patients' rights and do the
hospital's policies comply with them?

o s there evidence that the hospital routinely complies with its policies? Evidence
would be obtained through review of medical records, interviewing current
patients and/or interviewing hospital personnel to determine their understanding
of the hospital's informed decision-making policies and how they are
implemented. Review of evidence would be designed to determine whether
patients/patient representatives are provided adequate information about the
patient's medical status, diagnosis, and prognosis, and then allowed to make
informed decisions about their care planning and treatment.



Ask the hospital whether it is a physician-owned hospital under the Medicare
definition. (Surveyors are not required to make an independent determination
regarding whether a hospital meets the Medicare definition of a physician-owned
hospital.) If the hospital is physician-owned, does it have policies and procedures to
make the required disclosures to patients? Does it issue the required written
disclosure notices to all patients at the beginning of an inpatient stay or outpatient
visit? Is there a list of the physician owners or investors available, and is it provided
to patients requesting it in a timely manner? Is the written notice reasonably
designed to be understood by all patients? Surveyors may also interview hospital
staff to assess their knowledge and understanding of the physician ownership notice
requirements, including the hospital’s process for delivering the notice and
responding to requests for the list of physician owners or investors. Surveyors may
also interview patients to verify that the hospital/CAH is providing them with the
written notice in compliance with the regulatory requirements.

Determine whether an MD/DQO is on-site 24 hours/day, seven days/week. If an
MD/DO is not on-site at a hospital at all times, verify that the hospital has
appropriate policies and procedures in place to ensure that written notice of this is
provided to all patients at the beginning of an inpatient stay or outpatient visit. Verify
that the notice also indicates how the hospital will meet the medical needs of a
patient who develops an emergency medical condition when there is no doctor of
medicine or osteopathy on site. Surveyors may also interview hospital staff to assess
their knowledge and understanding of the notice requirements when a physician is
not on site 24/7. If appropriate in terms of the scope of the survey underway at the
facility, surveyors may also survey the hospital for its compliance with the applicable
requirements concerning provision of emergency services. (See §482.12(f) and

0482.55.)



http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.12.pdf
http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr482.55.pdf

A-0132

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(b)(3) The patient has the right to formulate advance directives and to have
hospital staff and practitioners who provide care in the hospital comply with these
directives, in accordance with §489.100 of this part (Definition), §489.102 of this
part (Requirements for providers), and §489.104 of this part (Effective dates).

Interpretive Guidelines §482.13(b)(3)

The patient (inpatient or outpatient)has the right to formulate advance directives (as
defined in §489.100), and to have hospital staff implement and comply with their
advance directive. The regulation at 42 CFR 489.102 specifies the rights of a patient (as
permitted by State law) to make medical care decisions (e.g., pain management) and to
formulate an advance directive and requires the hospital to:

¢ Disseminate its policies regarding the implementation of advance directives,
including a clear and precise statement of limitation if the hospital cannot
implement an advance directive on the basis of conscience. At a minimum, a
statement of limitation should:

o  Clarify any differences between institution-wide conscience objections and
those that may be raised by individual MD/DOs;

o  Identify the State legal authority permitting such an objection; and

o  Describe the range of medical conditions or procedures affected by the
conscience objection.

o The hospital must:

e Provide written information to patients at the time of admission
concerning their rights under State law (whether statutory or recognized
by the courts of the State) to make decisions concerning their medical care
including their right to accept or refuse medical care and their right to
formulate an advance directive. (Both inpatients and outpatients have the
same rights under this requirement. However, the hospital is not required
to provide written information concerning these rights to outpatients.);

e Document in a prominent part of the patient’s medical record whether or
not the patient has executed an advance directive;


http://edocket.access.gpo.gov/cfr_2007/octqtr/pdf/42cfr489.102.pdf

e Not condition the provision of care or otherwise discriminate against an
individual based on whether or not the individual has executed an advance
directive;

o Ensure compliance with requirements of State law concerning advance
directives and inform individuals that complaints concerning the advance
directive requirements may be filed with the State survey and certification
agency;

e Provide for the education of staff concerning its policies and procedures
on advance directives. The right to formulate advance directives includes
the right to formulate a psychiatric advance directive (as allowed by State
law); and

e Provide community education regarding advance directives and the
hospital must document its efforts.

An advance directive refers to instructions about the patient’s medical care in the event
that he/she becomes unable to communicate for himself/herself. An advance directive
may take the form of a living will or a medical power of attorney. A psychiatric
advance directive is akin to a traditional advance directive for health care. This type of
advance directive might be prepared by an individual who is concerned that at some time
he or she may be subject to involuntary psychiatric commitment or treatment. The
psychiatric advance directive may cover a range of subjects, and may name another
person who is authorized to make decisions for the individual if he or she is determined
to be legally incompetent to make his/her own choices. It may also provide the patient’s
instructions about hospitalization, alternatives to hospitalization, the use of medications,
types of therapies, and the patient’s wishes concerning restraint or seclusion. The patient
may designate who should be notified upon his/her admission to the hospital, as well as
who should not be permitted to visit him or her. State laws regarding the use of
psychiatric advance directives vary.

In accordance with State law, a psychiatric advance directive should be accorded the
same respect and consideration that a traditional advance directive for health care is
given. Hospitals should carefully coordinate how the choices of a patient balance with
the rights of other patients, staff, and individuals in the event that a dangerous situation
arises.

However, even if State law has not explicitly spoken to the use of psychiatric advance
directives, consideration should be given to them inasmuch as this regulation also
supports the patient’s right to participate in the development and implementation of his or
her plan of care. When the patient is, for whatever reason, unable to communicate
his/her wishes, the preferences expressed in the psychiatric advance directive can give
critical insight to the MD/DOs, nurses, and other staff as they develop a plan of care and
treatment for the patient.



Survey Procedures §482.13(b)(3)

e Review the records of a sample of patients for evidence of hospital compliance
with advance directive notice requirements. Is there documentation of whether or
not each patient has an advance directive? For those patients who have reported
an advance directive, has the patient’s advance directive been placed in the
medical record? Is there evidence that the hospital provides written notice to
inpatients or their representative of the patient’s right to formulate an advance
directive and to have hospital staff comply with the advance directive (in
accordance with State law and stated conscientious objection)?

e What mechanism does the hospital have in place to allow patients to formulate an
advance directive or to update their current advance directive? Is there evidence
that the hospital is promoting and protecting each patient’s right to formulate an
advance directive?

e Determine to what extent the hospital educates its staff regarding advance
directives.

e Interview staff to determine their knowledge of the advance directives of the
patients in their care.

e Determine to what extent the hospital provides education for the patient
population (inpatient and outpatient) regarding one’s rights under State law to
formulate advance directives.

A-0133
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(b)(4) - The patient has the right to have a family member or representative
of his or her choice and his or her own physician notified promptly of his or her
admission to the hospital.

Survey Procedures §482.13(b)(4)
Is there evidence that the hospital has a system in place to assure that a patient’s family

and MD/DO are contacted as soon as can be reasonably expected after the patient is
admitted (unless the patient requests that this not be done)?

A-0142

§482.13(c) Standard: Privacy and Safety

Interpretive Guidelines §482.13(c)



The hospital must ensure the privacy and safety requirements are met.

A-0143
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(c)(1) - The patient has the right to personal privacy.
Interpretive Guidelines §482.13(c)(1)

The underlying principle of this requirement is the patient’s basic right to respect,
dignity, and comfort. “The right to personal privacy” includes at a minimum, that
patients have privacy during personal hygiene activities (e.g., toileting, bathing,
dressing), during medical/nursing treatments, and when requested as appropriate. The
right to personal privacy would also include limiting the release or disclosure of patient
information such as the patient’s presence in the facility or location in the hospital, or
personal information such as name, age, address, income, health information without
prior consent from the patient, as required by the Standards for Privacy of Individually
Identifiable Health Information (the Privacy Rule). However, patients that are admitted
due to emergency circumstances may not wish that family members or significant others
be uninformed as to their presence or status. The hospital should have procedures in
place, in accordance with State law, to provide appropriate information to patient families
or significant others in those situations where the patient is unable to make their wishes
known.

People not involved in the care of the patient should not be present without his/her
consent while he/she is being examined or treated, nor should video or other electronic
monitoring/recording methods be used while he/she is being examined without his/her
consent. If an individual requires assistance during toileting, bathing, and other personal
hygiene activities, staff should assist, giving utmost attention to the individual’s need for
privacy. Privacy should be afforded when the MD/DO or other staff visits the patient to
discuss clinical care issues or conduct any examination.

Additionally, audio/video monitoring (does not include recording) patients in medical-
surgical intensive-care type units would not be considered violating the patient’s privacy
as long as patients/patient representatives are aware of the monitoring and the monitors
or speakers are located so that the monitor screens are not visible or where speakers are
not audible to visitors or the public. Staff must take appropriate precautions to provide
patient privacy while patients are toileting, bathing, or being examined.

A patient’s right to privacy may be limited in situations where a person must be
continuously observed, such as when restrained or in seclusion when immediate and
serious risk to harm self (such as when the patient is under suicide precautions or special
observation status) or others exists. In most situations, security cameras in non-patient



care areas such as stairwells, public waiting areas, outdoor areas, entrances, etc., are not
generally affected by this requirements.

Survey Procedures §482.13(c)(1)
e Conduct observations to determine if patients are provided privacy during
examinations, procedures, treatments, surgery, personal hygiene activities and
discussions about their health status/care and other appropriate situations?

e Are patient names posted in public view?

e I[s patient information posted in public view? Is the hospital promoting and
protecting each patient’s right to privacy?

A-0144
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(¢c)(2) - The patient has the right to receive care in a safe setting.
Interpretive Guidelines §482.13(c)(2)

The intention of this requirement is to specify that each patient receives care in an
environment that a reasonable person would consider to be safe. For example, hospital
staff should follow current standards of practice for patient environmental safety,
infection control, and security. The hospital must protect vulnerable patients, including
newborns and children. Additionally, this standard is intended to provide protection for
the patient’s emotional health and safety as well as his/her physical safety. Respect,
dignity and comfort would be components of an emotionally safe environment.

Survey Procedures §482.13(c)(2)

e Review and analyze patient and staff incident and accident reports to identify any
incidents or patterns of incidents concerning a safe environment. Expand your
review if you suspect a problem with safe environment in the hospitals.

e Review QAPI, safety, infection control and security (or the committee that deals
with security issues) committee minutes and reports to determine if the hospital is
identifying problems, evaluating those problems and taking steps to ensure a safe
patient environment.

e Observe the environment where care and treatment are provided.



e Observe and interview staff at units where infants and children are inpatients.
Are appropriate security protections (such as alarms, arm banding systems, etc.)
in place? Are they functioning?

e Review policy and procedures on what the facility does to curtail unwanted
visitors or contaminated materials.

e Access the hospital’s security efforts to protect vulnerable patients including
newborns and children. Is the hospital providing appropriate security to protect
patients? Are appropriate security mechanisms in place and being followed to
protect patients?

A-0145
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(¢c)(3) - The patient has the right to be free from all forms of abuse or
harassment.

Interpretive Guidelines §482.13(c)(3)

The intent of this requirement is to prohibit all forms of abuse, neglect (as a form of
abuse) and harassment whether from staff, other patients or visitors. The hospital must
ensure that patients are free from all forms of abuse, neglect, or harassment. The hospital
must have mechanisms/methods in place that ensure patients are free of all forms of
abuse, neglect, or harassment.

Abuse is defined as the willful infliction of injury, unreasonable confinement,
intimidation, or punishment, with resulting physical harm, pain, or mental anguish. This
includes staff neglect or indifference to infliction of injury or intimidation of one patient
by another. Neglect, for the purpose of this requirement, is considered a form of abuse
and is defined as the failure to provide goods and services necessary to avoid physical
harm, mental anguish, or mental illness.

The following components are suggested as necessary for effective abuse protection:

e Prevent. A critical part of this system is that there are adequate staff on duty,
especially during the evening, nighttime, weekends and holiday shifts, to take
care of the individual needs of all patients. (See information regarding meaning
of adequate at those requirements that require the hospital to have adequate staff.
Adequate staff would include that the hospital ensures that there are the number
and types of qualified, trained, and experienced staff at the hospital and available
to meet the care needs of every patient.)



Screen. Persons with a record of abuse or neglect should not be hired or retained
as employees.

Identify. The hospital creates and maintains a proactive approach to identify
events and occurrences that may constitute or contribute to abuse and neglect.

Train. The hospital, during its orientation program, and through an ongoing
training program, provides all employees with information regarding abuse and
neglect, and related reporting requirements, including prevention, intervention,
and detection.

Protect. The hospital must protect patients from abuse during investigation of
any allegations of abuse or neglect or harassment.

Investigate. The hospital ensures, in a timely and thorough manner, objective
investigation of all allegations of abuse, neglect or mistreatment.

Report/Respond. The hospital must assure that any incidents of abuse, neglect
or harassment are reported and analyzed, and the appropriate corrective, remedial
or disciplinary action occurs, in accordance with applicable local, State, or
Federal law.

As a result of the implementation of this system, changes to the hospital’s policies and
procedures should be made accordingly.

Survey Procedures §482.13(¢)(3)

Examine the extent to which the hospital has a system in place to protect patients
from abuse, neglect and harassment of all forms, whether from staff, other
patients, visitors or other persons. In particular, determine the extent to which the
hospital addresses the following issues.

o Are staffing levels across all shifts sufficient to care for individual
patient’s needs?

o Does the hospital have a written procedure for investigating allegations of
abuse and neglect including methods to protect patients from abuse during
investigations of allegations?

o How does the hospital substantiate allegations of abuse and neglect?

o Do incidents of substantiated abuse and neglect result in appropriate
action?



o Has the hospital implemented an abuse protection program? Does it
comply with Federal, State and local laws and regulations? Is it effective?

o Are appropriate agencies notified in accordance with State and Federal
laws regarding incidents of substantiated abuse and neglect?

o Can staff identify various forms of abuse or neglect?
o Do staff members know what to do if they witness abuse and neglect?

o What evidence is there that allegations of abuse and neglect are
thoroughly investigated?

o Does the hospital conduct criminal background checks as allowed by State
law for all potential new hires?

o Is there evidence the hospital employs people with a history of abuse,
neglect or harassment?

A-0146

(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)
§482.13(d) Standard: Confidentiality of Patient Records

Interpretive Guidelines §482.13(d)

The hospital must ensure the confidentiality of patient records requirements are met.

A-0147
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(d)(1) - The patient has the right to the confidentiality of his or her clinical
records.

Interpretive Guidelines §482.13(d)(1)

The hospital has sufficient safeguards to ensure that access to all information regarding
patients is limited to those individuals designated by law, regulation, and policy; or duly
authorized as having a need to know. No unauthorized access or dissemination of
clinical records is permitted. Clinical records are kept secure and are only viewed when
necessary by those persons having a part in the patient’s care.



The right to confidentiality means safeguarding the content of information, including
patient paper records, video, audio, and/or computer stored information from
unauthorized disclosure without the specific informed consent of the individual, parent of
a minor child, or legal guardian. Hospital staff and consultants, hired to provide services
to the individual, should have access to only that portion of information that is necessary
to provide effective responsive services to that individual.

Confidentiality applies to both central records and clinical record information that may be
kept at other locations in the hospital, such as, patient units, radiology, laboratories,
patient clinics, record storage areas, data systems, etc.

Survey Procedures §482.13(d)(1)

Observe care units. Is patient information posted where it can be viewed by visitors or
other non-hospital staff? Are medical records accessible to people not involved with the
patient’s care? Is it likely that unauthorized persons could read or remove the clinical
record? Are patient clinical information/records available and accessible at the bedside
or in the patient’s room where people not involved in the patient’s care could likely read
the information.

A-0148
(Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.13(d)(2) - The patient has the right to access information contained in his or
her clinical records within a reasonable time frame. The hospital must not frustrate
the legitimate efforts of individuals to gain access to their own medical records and
