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Ambulatory Surgical Center Survey Protocol
(Rev.)

Introduction

Ambulatory Surgery Centers (ASCs) are required to be in compliance with the Federal
requirements set forth in the Medicare Conditions for Coverage (CfC) in order to receive
Medicare/Medicaid payment. The goal of an ambulatory surgical center (ASC) survey is to

determine if the ASC is in compliance with the definition of an ASC, ASC general conditions and

requirements and the conditions for coverage (CfCs) at 42 CFR 416 Subparts A through C.

Certification of ASC compliance with the regulatory requirements is accomplished through

observations, interviews, and document/record reviews. The survey process focuses on an ASC’s
delivery of patient care, including its organizational functions and processes for the provision of
care. The ASC survey is the means used to assess compliance with Federal health, safety, and

quality standards that will assure that patients receive safe, quality care and services.

Regulatory and Policy References

® The Medicare definition of an ASC is found at 42 CFR 416 Subpart A, in §416.2

General conditions and requirements for Medicare-participating ASCs are found at 42
CFR 416 Subpart B

The CfCs for ASCs are located at 42 CFR 416 Subpart C.

Survey authority and compliance regulations can be found at 42 CFR 416 Subpart B and
at 42 CFR Part 488 Subpart A.

Should an individual or entity (ASC) refuse to allow immediate access upon reasonable
request to either a State Agency (SA) or CMS surveyor, the Department of Health and
Human Services Office of Inspector General (OIG) may exclude the ASC from
participation in all Federal healthcare programs in accordance with 42 CFR 1001.1301.
If a surveyor intends to make a request for immediate access with the threat of possible
exclusion for non-compliance, the SA must first contact CMS Regional Office, which must
then contact the OIG Administrative and Civil Remedies Branch at 202-619-1306.

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

All ASC surveys are unannounced. Do not provide the ASC with advance notice of the survey.



Tasks in the Survey Protocol

The tasks included in a survey protocol for an ASC are:

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

Task 1 — Off-Site Preparation
General Objectives

The objectives of this task are to determine the size and composition of the survey team and to
analyze information about the provider/supplier in order to identify areas of potential focus
during the survey. Review of information about the ASC allows the SA (or RO for Federal
teams) to develop a preliminary survey plan.

A full or standard survey will be conducted if the purpose of the survey is for initial certification,
recertification, or validation of an accreditation organization survey. Surveys in response to a
complaint or multiple complaints, or as a revisit to see if a previously cited problem has been
corrected, will be focused on the CfCs related to the complaint or on the CfC for which
deficiencies were previously identified. This does not preclude the scope of a complaint or
revisit survey being expanded, if surveyors observe deficient practices related to other CfCs
while on site. (See State Operations Manual, Sections 5100.1 and 5200.1)

Types of Surveys

Standard or Full surveys: Initial certification, recertification, and representative sample
validation surveys require assessment of the ASC’s compliance with all Conditions for
Coverage, including the Life Safety Code standards.

® [nitial surveys are conducted when an ASC first seeks to participate in the Medicare
program.

® Recertification surveys are required to reconfirm at periodic intervals the ASC’s ongoing
compliance.

® Representative sample validation surveys are conducted to support CMS’ oversight of
national accreditation organizations (AO) whose ASC programs have been recognized by
CMS as suitable for deeming an accredited ASC as meeting the Medicare CfCs. CMS
selects the ASCs for this type of validation survey, and the SA must complete its survey no
later than 60 days after the AO’s survey. Although the primary purpose of the survey is
to validate the AO’s oversight, if substantial noncompliance is found by the SA and the



RO concurs, the RO initiates appropriate enforcement action. SAs may only survey a
deemed ASC when authorized to do so by the CMS Regional Office.

Complaint, Substantial Allegation Validation, or On-site Revisit Surveys: Generally these
types of survey are more narrowly focused than a full standard survey.

® A complaint is an allegation of noncompliance with Medicare health and safety
standards. The purpose of a complaint survey is to determine the validity of the allegation
and assess the current compliance of the ASC with those CfCs that are relevant to the
substance of the allegation that triggered the survey.

® The purpose of the on-site revisit survey is to determine the ASC’s current compliance
with CfC requirements that the ASC was previously cited for noncompliance.

® The second type of validation survey is the substantial allegation validation. A complaint
that alleges substantial noncompliance on the part of a deemed ASC with the Medicare
health and safety standards may result in RO direction to the SA to conduct a substantial
allegation validation survey. The SA uses the same methodology as for a complaint
survey of a non-deemed ASC. The CMS Regional Office must authorize the State Survey
Agency to conduct a substantial allegation validation survey and will specify the CfCs to
be assessed.

Generally, complaints received by the SA or CMS concern specific cases or incidents that
occurred in the past. However, CMS evaluates ASCs only for their current compliance or
noncompliance at the time of the survey. Nevertheless, if an investigation of a complaint
substantiates a violation in the past of one or more of the CfC requirements, and there is no
evidence that the ASC subsequently implemented effective corrective action, then the findings
substantiating the violation are documented on the Form CMS- 2567, Statement of Deficiencies
and Plan of Correction as evidence of current noncompliance. On the other hand, if an
allegation of a violation is substantiated but the ASC subsequently implemented effective
corrective action and the survey reveals no current noncompliant practices, then the ASC is in
current compliance and is not cited for a deficiency based on the past noncompliance.

A revisit survey will focus on assessing the ASC’s current compliance with the CfCs where
deficiencies were cited on the previous survey. The SA must receive an acceptable plan of
correction from the ASC before it conducts a revisit survey.

Survey Team Size and Composition

The SA (or the CMS RO for Federal teams) decides the composition and size of the team. In
general, a survey team for a standard, i.e., full, survey should include two health standards
surveyors and one Life Safety Code (LSC) surveyor, who are on-site for two days, but individual
circumstances may call for a smaller or larger team, or a shorter or longer period of time on-
site. The following factors are considered when determining survey team size and the scheduled
length of the survey:



® Size of the ASC, based on its number of operating or procedure rooms (ORs), hours of
operation, and/or available information about its average monthly volume of cases;

® Complexity of services offered, e.g., a single type of surgical service, such as eye surgery,
or multiple types, such as eye surgery, orthopedic surgery, endoscopies and
gynecological procedures;

® Whether the ASC has an historical pattern of serious deficiencies or complaints;

® Whether new surveyors are to accompany the team as part of their training.

For a complaint or on-site revisit survey, only one surveyor will usually be needed and should be
chosen based on their knowledge of the CfC(s) that will be reviewed during the survey.

ASC surveyors must have the necessary training and experience to conduct a survey.
Completion of the Principles of Documentation Training Course is required. Completion of the
Basic Ambulatory Surgery Survey Course is required for all health standards surveyors, unless
such training has not been offered by CMS in the previous two years. All Life Safety Code (LSC)
surveys must be conducted by surveyors who have completed the Basic LSC Surveyor Course.
All ASC survey teams must include at least one RN with hospital or ASC survey experience who
has the expertise needed to determine if the facility is in compliance with the Conditions for
Coverage. New surveyors may accompany the team prior to completing the required training.

Team Coordinator

The SA (or the RO) usually designates a Team Coordinator when the survey team consists of
more than one surveyor. The Team Coordinator will be 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. Responsibilities of the Team Coordinator include:

® Acting as spokesperson to the ASC for the team;
® Conducting the entrance and exit conferences,

® Providing other on-going feedback, as appropriate, to ASC leadership on the status of the
survey.

® Assigning team members specific survey tasks;
® Facilitating time management;

® Encouraging ongoing communication among team members;



® Evaluating team progress in completing the survey and coordinating team meetings;

® Coordinating the preparation of the Form CMS-2567, Statement of Deficiencies and Plan
of Correction, as well as all other reports/documentation required by CMS.

Assembling Background Information

Surveyors must prepare for the survey offsite, in order to make efficient use of the time onsite at
the ASC. If the survey involves more than one surveyor, the Team Coordinator will arrange an
offsite preparation meeting. If necessary, this meeting may be by conference call rather than in
person. The type of background material to be gathered from the SA’s files and/or CMS data
bases includes:

® Basic characteristics of the ASC, including the facility’s ownership, hours of operation,
size, and types of surgical services offered. The most recent Form CMS-377 Ambulatory
Surgical Center Request for Certification in the Medicare Program, shows what the ASC
indicates are the services it offers, but this form may be out of date. Other sources of
information may include the SA’s licensure file;

® Any additional information publicly available about the ASC, e.g., from its Web site,
media reports, etc.;

® Any available information on the physical layout of the ASC,;
® Whether any Life Safety Code waivers have been issued and are still in effect;

® Survey history and results of previous Federal and State surveys. In the case of a
complaint survey, information on whether there were similar complaints investigated in
the past;

® Directions to the ASC.

During the meeting, the team discusses:
® Any significant information identified from the background information assembled;

® Whether there are CfCs requiring particular attention:

- In the case of a complaint survey, the SA or the RO (in the case of a deemed ASC)
identifies in advance of the onsite investigation which CfCs will be surveyed for
compliance;

- In the case of an on-site revisit survey, surveyors will focus on the ASC’s current
compliance with those CfCs where deficiencies were cited on the most recent



Form CMS-2567. Surveyors also review the ASC’s plan of correction and will
look for evidence while onsite that the plan was implemented. (However,
surveyors may not assume that implementation of the plan always means that the
ASC is in substantial compliance with the CfC. It is possible that a plan of
correction may be implemented, but is not sufficient to bring the ASC into
compliance.);

® Preliminary team member assignments;

® Any questions the team has about how they will evaluate the CfCs;

® Date, location, and time team members will meet to enter the facility;
® When daily team meetings will take place if needed; and

® The anticipated date and time of the Exit Conference.

For surveys involving only one surveyor, that surveyor also needs to gather background
information and plan the strategy for the survey prior to arriving on-site.

Note: Conduct ASC surveys during the ASC’s normal business hours. All surveys are
unannounced. Do not provide the ASC with advance notice of the survey.
Resources:

The following resources are useful to bring on surveys:
® Appendix L — Guidance for Surveyors: Ambulatory Surgical Centers;
® Appendix | — Survey Procedures and Interpretive Guidelines for Life Safety Code Surveys;
® Appendix Q - Immediate Jeopardy;

® Several copies of the regulatory language at 42 CFR 1001.130 regarding the
consequences of failure to permit the survey team access to the facility;

® For deemed accredited facilities, Exhibit 37, Model Letter Announcing Validation Survey
of Accredited/Deemed Provider/Supplier, and Exhibit 287, Authorization by Deemed
Provider/Supplier Selected for Accreditation Organization Validation Survey.

10



Task 2 — Entrance Activities
General Objectives

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

General Procedures
Arrival

The entire survey team should enter the ASC together. Upon arrival, surveyors must present
their identification. If the ASC denies entrance to the facility or otherwise tries to limit required
survey activities, explain the requirements under 42 CFR 1001.1301 and present a hard copy of
the regulatory citation. Explain that failure of the ASC to allow access for an onsite survey
could lead to exclusion of the ASC from Medicare.

If surveyors encounter any problems onsite, they should feel free to contact their SA manager or
the RO for guidance. For instance, if ASC staff will not let a surveyor into the facility even after
they’re informed of the possible sanctions that can be imposed for restricting access to their
facility, a call to the SA or RO would be appropriate.

Because the survey is unannounced, surveyors should anticipate that in some ASCs, e.g., a small
ASC with one physician owner who performs all the ASC’s procedures, the ASC’s leadership
may at the time of entrance by the survey team already be involved in a procedure and
unavailable. If there would be a prolonged wait for the ASC’s leadership, e.g., a wait exceeding
15 minutes, then the team should conduct the entrance conference with available ASC senior
staff; a separate brief discussion can be held at a later mutually convenient time with the ASC’s
leadership.

The Team Coordinator (or the single surveyor for complaint or revisit surveys) will announce to
the ASC’s Administrator, or whoever is in charge, that a survey is being conducted. If the
Administrator (or person in charge) is not onsite or available, the Team Coordinator asks that
he/she be notified that a Federal survey is being conducted. Do not delay the survey because the
Administrator is not available.

Entrance Conference
The entrance conference sets the tone for the entire survey. Surveyors must be prepared and
courteous, and make requests, not demands. The entrance conference should be informative,

concise, and brief.

During the entrance conference, the Team Coordinator or single surveyor:

11



® Explains the purpose and scope of the survey (initial certification or recertification;
complaint investigation; validation; revisit);

- In the case of a validation survey — either representative sample or substantial
allegation (complaint) - of a deemed ASC, presents the letter explaining the
survey and has the Administrator sign the authorization for the survey
(Exhibit 287)

® Briefly describes the survey process;

® [ntroduces the survey team members, including any additional surveyors who may join the
team at a later time, and discusses in general what the surveyors will do and the various
documents they may request;

® Clarifies that all areas of the ASC, including the OR(s) or procedure rooms may be
surveyed, but emphasizes that the survey team will not interfere with the provision of
patient care and will take all standard precautions to avoid any infection control
breaches; patients will be asked if they object to having their surgery observed;

® Explains that all interviews will be conducted privately with patients, staff, or visitors,
unless requested otherwise by the interviewee;

® Discusses how the facility will provide the surveyors in a timely manner photocopies of
material, records, and other information as they are needed;

® Obtains the names, locations, and telephone numbers of key ASC staff and their
responsibilities;

® Discusses the appropriate time, location, and possible attendees of any meetings to be
held during the survey; and

® Proposes a preliminary date and time for the exit conference.

During the entrance conference, the Team Coordinator arranges with the ASC Administrator, or
available administrative supervisory staff in his/her absence, to obtain the following:

® A list of all surgeries scheduled for that day (and the next if a 2-day survey); the list
should include each patient’s name, age, type of surgical procedure scheduled or
performed, and the physician performing the procedure. The Team Coordinator indicates
that one surveyor will be following the progression of at least one patient from initial
registration through to discharge from the ASC (or at least through the initial period in
the recovery room), so it is essential that information on these cases be provided as soon
as possible, including the expected time between registration and discharge.
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® A ljst of:

- All surgeries from the past six months. In the case of a complaint survey
concerning a surgery that took place further in the past, be sure to request a list
that includes the month of the complaint case;

- All cases in the past year, if any, where the patient was transferred from the ASC
to a hospital or where the patient died;

The list should include each patient’s name, age, type of surgical procedure scheduled or
performed, and the name of the physician performing the procedure. The Coordinator
explains to the ASC 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. The ASC should

begin compiling this list as soon as the entrance conference concludes. Generally an
ASC should be able to provide this information within one to two hours of the request.

® A location (e.g., conference room, an office not in use) where the survey team may meet
privately during the survey, and also conduct record reviews, interviews, etc.;

® A telephone, preferably in the team meeting location;

¢ A list including the names of the Director of Nursing, active Medical Staff, Allied Health
professionals, and all other staff providing patient care;

® A copy of the facility’s organizational chart;
® Selected ASC written policies and procedures;
® Selected ASC personnel records;

® Written documentation related to the ASC’s infection control program and its program for
ongoing self-assessment of quality;

® A list of contracted services; and

® A copy of the facility’s floor plan.

For initial or recertification surveys, arrange an interview with the administrative staff member
who will be providing information enabling the survey team to complete the Form CMS-377,
Ambulatory Surgical Center Request for Certification in the Medicare Program. Note that for
recertification surveys, the ASC’s management is not required to sign this form, since
certification is ongoing and there is no requirement for the ASC to request recertification.
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Task 3 — Information Gathering/Investigation

General Objective

The objective of this task is to determine the ASC’s compliance with the CfCs through
observations, interviews, and document review.

During the Survey
® Surveyors should always maintain a professional and calm demeanor;

® The SA and surveyors have discretion whether to allow, or to refuse to allow, facility
personnel to accompany the surveyors during a survey. However, maintaining open and
ongoing dialogue with the facility staff throughout the survey process generally enhances
the efficiency and effectiveness of the survey. Surveyors should make a decision whether
to allow facility personnel to accompany them based on the circumstances at the time of
the survey.

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

® Surveyors are not permitted to conduct clinical examinations or provide clinical services
to any of the ASC’s patients. Surveyors may direct the attention of the ASC staff to
address an immediate and significant concern affecting a patient’s care. All significant
issues or significant adverse events, particularly those that a surveyor believes may
constitute an immediate jeopardy, must also be brought to the Team Coordinator’s
attention immediately. Immediate jeopardy is defined as a situation in which the ASC’s
noncompliance with one or more CfCs has caused, or is likely to cause, serious injury,
harm, impairment or death to a patient. If the Team Coordinator agrees that there is an
immediate jeopardy situation, the team will follow the guidance in Appendix Q of the
State Operations Manual.

® |Informal conferences with facility staff may be held in order to inform them of
preliminary survey findings. This affords facility staff the opportunity to present
additional information or to offer explanations concerning identified issues.

® The survey 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 investigation. 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.
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® Surveyors should maintain their role as representatives of a regulatory agency. Although
non-consultative information may be provided upon request to the ASC, the surveyor is
not a consultant and may not provide consulting services to the ASC.

Observations

Observations provide direct knowledge of the ASC’s practices, which the surveyor must compare
to the regulatory requirements in order to determine whether the ASC is in compliance. The
interpretive guidelines for each of the CfCs provide detailed guidance as to what the regulations
require, as well as tips for surveyor activities to determine compliance.

Case Observation

The Team Coordinator should make it a priority at the beginning of the survey to select one or
more surgical cases scheduled during the survey for observation. It is preferable to observe a
case on the first day of the survey, in order to get a more accurate picture of the ASC’s routine
practices. Because ASC patients remain in the ASC up to a maximum of 24 hours, following
individual cases from start to recovery or discharge is an effective tool for assessing the ASC’s
compliance with the CfCs. The number of cases selected will depend on the size of the team, the
scheduled length of the survey, and the expected duration of the surgical case. Depending on the
timing of the case selected, one surveyor may begin a case observation immediately.

The surveyor will follow the patient from pre-operative preparation and assessment to discharge
(or at least through post-anesthesia recovery). For larger ASCs, i.e., those with more than 2
ORs or procedure rooms, or multi-specialty ASCs, surveyors should consider following two
cases. In selecting cases to follow, surveyors should choose more complex cases, based on the
type of procedure or patient age or co-morbidities. It may also be useful to avoid selecting cases
where surveyors anticipate that patient modesty concerns may make it harder to obtain the
patient’s consent. As a general practice, to make efficient use of onsite time, surveyors should
not select cases where the operative time is expected to exceed 90 minutes. Surveyors may opt
not to observe the whole surgery from start to finish, but in such cases they must assure they are
in the OR when the patient is brought in, in order to observe the start of the surgery, and they
must return to the OR before the case concludes. It may be useful for a surveyor to remain in the
OR after the patient leaves, in order to observe how the OR is cleaned and prepped for the next
case. Insuch cases the team should arrange for another surveyor to pick up the observation of
the patient’s care after leaving the OR.

In following the case(s) surveyors will look for evidence of compliance related to the various
CfC requirements, e.g., infection control, physical environment, medication administration,
assessment of anesthesia and procedure risk as well as the required pre-operative update
assessment of changes from the history and physical, provision of surgical and anesthesia
services, post-surgical assessment, recovery from surgery and anesthesia, and discharge orders.
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ASC Tour

The tour may be accomplished before case observation, or surveyors who are not following a
case may tour the ASC while the ASC staff is assembling the information requested during the
entrance conference. The purpose of the tour is to get an overview of the whole ASC and to
begin making findings about its compliance with the Condition for Certification governing an
ASC’s environment, 42 CFR 416.44. The amount of time spent on the tour will depend on the
size of the ASC, e.g., the number of ORs/procedure rooms, recovery rooms, etc. For revisit
surveys, a tour of the whole facility is generally not necessary.

Observation Methods

When making observations, surveyors attend to the following; specific areas or activities to
observe are discussed in the guidance for each CfC requirement.

e Building structure and layout, general appearance of cleanliness, smells;

e Staff-patient interactions, both clinical and non-clinical: for example, what happens to
patients from the time they arrive to the time they leave? Are their privacy and other
rights protected? Is care provided by appropriate, qualified staff? Is patient identity
verified by each staff member before care is provided?

e Other staff activities: for example, how do staff protect the confidentiality of medical
records? Are infection control precautions observed? Are staff aware of regulatory
requirements pertinent to their activities?

A surveyor must take detailed notes of all observations, identifying the regulatory standard(s) the
observations relate to. One set of observations might support findings related to multiple
standards. Surveyors may find it convenient to use interpretive guidance ““‘tag” numbers as a
convenient shortcut for identifying the applicable standards, but must always recall that tags are
just a filing/sorting device, and that the regulatory authority is always based on the specific
regulatory language. With the approval of the SA, surveyors should also feel free to use
templates or worksheets that will help record their survey findings.

Surveyors must attempt to obtain verification of the factual accuracy of their observations by the
patient, family, facility staff, other team member(s), or by another mechanism. For example,
when finding an outdated medication on the anesthesia cart, surveyors can ask an ASC staff
member with responsibility for anesthesia to verify the drug’s expiration date.

Surveyors must first obtain the permission of the patient or the patient’s representative in order
to observe the delivery of care to that patient. The privacy and dignity of the patient must always
be respected, along with the patient’s right to refuse to allow the surveyor to observe his/her
care. For observation of a surgical case, the patient’s consent to the surveyor’s observation
must be included/added to the patient’s informed consent, and the operating physician must also
agree to the surveyor’s presence in the OR. However, an ASC does not have the right to
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prohibit/refuse any and all case observation by surveyors. Generally, it is advisable for ASC
staff to first approach a patient about the possible observation of their procedure, and, if
permission is given, the surveyor then introduces him/herself to the patient.

For each observation, the surveyor should document:
® The date and time of the observation(s);
® Location within the ASC;

® Patient and staff identifiers; a key containing identifiable information for patients must be
kept on a separate identifier list. Do not use medical record numbers, Social Security
numbers, or billing record numbers to identify patients, or names or positions for staff
members;

® |ndividuals present during the observation;

® Activity/area being observed (e.g., observation of sterile technique in the operating room,
operative instrument cleaning and sterilization, recovery room care, etc).

Use of Infection Control Tool

CMS has developed, with the assistance of the Centers for Disease Control and Prevention
(CDC), a comprehensive survey tool to assist surveyors in evaluating the infection control
practices of an ASC. The tool may be found at Exhibit 351. One surveyor must be assigned to
complete this tool during the survey, but all surveyors should be alert to breaches of standard
infection control practices and share such observations with the surveyor completing the tool.
The tool utilizes a combination of direct observations and interviews in order to document the
ASC’s infection control practices.

Document Review

ASCs maintain a variety of documents that provide evidence of their compliance/non-compliance
with the regulations. Review of documents is a key component of the survey, but it is important
to note that it must always be supplemented by surveyor observations and interviews. In
particular, it is never sufficient to determine compliance to just verify that an ASC has an
appropriate written policy and procedure in place. Surveyors must use a variety of means,
including review of other documents, such as patient medical records, personnel files,
maintenance records, etc., to confirm that the ASC actually follows its policies and procedures in
its daily operations. Documents reviewed may be both written and electronic and include the
following:

® Medical records (see discussion below);
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® Personnel files to determine if staff members have the appropriate educational
requirements and training, and are licensed and credentialed, if required. The ASC
must comply with all CMS requirements and State law as well as follow its own
written policies for medical staff privileges and credentialing;

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

® Policy and procedure manuals. When reviewing policy and procedure manuals, verify
with the ASC’s leadership that they are current;

® Contracts and transfer agreements. Review to verify these are current.
Photocopies

Surveyors must photocopy all documents needed to support deficiency findings. The surveyor
needs access to a photocopier in the ASC in order to make these photocopies. Generally
surveyors must not rely upon ASC staff to make copies for them. However, if the ASC insists that
one of its staff must operate the copier, then a surveyor must observe the copying process, in
order to assure that changes or omissions do not occur. If requested by the ASC, the surveyor
must make the facility a copy of all items the surveyor photocopies. All photocopies need to be
dated and timed by the surveyor as to when photocopied, and identified, such as “ASC Recovery
Room Policy — 10-25-07 or ““Facility Surgical Instrument Sterilization Policy — 10-25-07, or
“Patient #3 Preoperative Anesthesia Assessment - 10-25-07.”

Medical Record Review
Closed Record Sample Size and Selection

After the ASC provides a log or some other record of closed cases from the past six months, the
team/surveyor will select a sample of medical records to review.

Sampling for Initial Surveys, Recertification Surveys, or Representative Sample Validation
Surveys

For recertification and representative sample validation surveys, the sample selected must
represent a cross section of the cases performed at the ASC (i.e., different surgical specialties,
types of surgery, surgical cases using different types of anesthesia, different physicians, post-op
infection, unplanned post-operative transfer, etc.) The sample must include Medicare
beneficiaries as well as other patients. All deaths and transfers to hospitals should be included.
At a minimum, select at least 20 records for a facility with a monthly case volume exceeding 50.
For lower volume ASCs select at least 10 records. The sample size may be expanded as needed
in order to determine compliance with the ASC CfCs, at the Team Coordinator’s discretion.
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Initial survey closed record sample sizes should be chosen at the Team Coordinator’s discretion,
since the volume of closed cases may be small. The Team Coordinator determines if there are
enough patients on the current surgical schedule and patient records (i.e., open and closed) for
surveyors to determine whether the ASC can demonstrate compliance with all CfCs for each
specialty performed in the ASC.

Sampling for Complaint Surveys

CMS always assesses an ASC for its current compliance with the CfCs. Thus, it is not sufficient
to look only at the medical record for the complaint case in conducting a complaint
investigation. The survey must determine whether at the time of the survey the ASC is in
compliance with the CfCs selected for evaluation. However, if evidence of noncompliance is
found to have occurred in the past, and the systems and processes that led to the noncompliance
remain unchanged at the time of the survey, this will be treated as continuing current
noncompliance.

The RO (for deemed ASCs) or the SA (for non-deemed ASCs) will determine in advance of the
survey which CfCs the surveyors will be evaluating in relation to the complaint. Selection of the
CfCs will be determined based on the nature of the allegation(s) explicitly stated or implied by
the complaint — i.e., an allegation of transmission of an infectious disease will require review of
the infection control CfC, and probably also of the governing body CfC, while an allegation by a
hospital that it received an emergency transfer of a patient who had suffered a surgical
complication that called into question the safety and competence of the ASC would necessitate
reviewing multiple CfCs, including surgical services, medical staff, and governing body, at a
minimum.

It will be necessary to review several closed records, and the selection of the sample to review
will in part be dependent on the complaint allegations. Depending on the CfCs to be surveyed
for a complaint, it may also be necessary to observe an open case. If the complaint is about
infection control, for example, following a case will provide a good opportunity to observe
infection control practices throughout the ASC. On the other hand, if the complaint concerns a
failure to assess patients preoperatively for risk, it would be more appropriate to look at a
sample of closed records for the documentation of the assessments, as well as to observe
portions of several open cases, as the patients move from registration into the OR or procedure
room, to observe the pre-operative assessments.

A revisit survey may or may not require review of open or closed cases, depending on the
specific standards and conditions being re-evaluated.

Give each patient case observed/reviewed in the sample a unique identifier. A key containing
identifiable information for patients must be kept on a separate identifier list. Do not use
medical record numbers, Social Security numbers, or billing record numbers to identify the
patients or names or positions for staff.
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Once the medical records are available, surveyors can begin reviewing each record for evidence
of compliance/noncompliance. The interpretive guidelines for the specific regulatory standards
can be used if that is their primary assignment.

In reviewing the record surveyors should confirm whether it contains items required by various
CfCs, including but not limited to:

* A comprehensive medical history and physical assessment completed not more than 30 days
before the date of the surgery;

® Pre-surgical assessments — update of the H&P upon admission, and assessment for the risk of
the procedure and anesthesia;

® Documentation of properly executed informed patient consent;

® Findings and techniques of the operation, including complications, allergies or adverse drug
reactions that occurred;

® Orders signed by the physician for all drugs and biologicals administered to the patient;
* Documentation of adverse drug reactions, if any;

* Documentation of the post-surgical assessment of the patient, including for recovery from
anesthesia;

® Documentation of reason for transfer to a hospital, if applicable;
® Discharge notes, including documentation of post-surgical needs; and
® Discharge order, signed by the operating physician.

Interviews

Interviews provide another method to collect information, and to verify and validate information
obtained through observations, record review and review of other documents. Informal
interviews are conducted throughout the duration of the survey. The information obtained from
interviews may be used to determine what additional observations, interviews, and record
reviews are necessary. When conducting interviews:

® Prepare detailed notes 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 topics
discussed. To the extent possible, document quotes from the interviewee.

® Interviews with facility staff should be brief and to the point.

® Interviews should be used to determine whether staff is aware of and understand what they
need to do for the ASC to comply with regulatory requirements, as well as the ASC’s formal
policies and procedures. It is not necessary for staff to be able to cite specific Medicare
regulations, but they should be able to describe what they do in a way that lets surveyors
determine compliance with the regulations.

20



® Be sure to interview staff having responsibilities related to each of the CfCs being surveyed.

® Use open-ended questions whenever possible to elicit staff knowledge rather than questions
that lead the staff member to certain responses. For example, to determine if a staff member
is aware of building emergency procedures, and his/her role in such events, simply ask, *“If
you smelled smoke, what would you do?”” Do not ask, “Does this ASC have policies and
procedures to address emergencies?”” Likewise, ask, ““Can you describe what typically
happens in the OR before surgery begins?”” Do not ask, ““Does this ASC employ a standard
‘time-out” procedure before beginning surgery?”

® Surveyors must always introduce themselves and ask patients or their representatives for
permission to interview them. Surveyors must be sensitive when selecting patients for
interview; for example, if a patient in recovery appears to be still feeling the effects of the
anesthesia, an interview request should not be made. The same holds if a patient appears to
be experiencing significant pain or anxiety. The privacy, dignity and well-being of the patient
must always be respected, along with the patient’s right to refuse to allow the surveyor to
conduct an interview.

® Patient interview questions should focus on factual matters that the patient is likely to have
information about. For example, ask “Did the doctor discuss your surgery with you today?
What information did the doctor discuss with you about the surgery?” ““Did you notice
whether people washed their hands or used a cleaning gel before providing care to you?”

® Problems or concerns identified during a patient or family interview must be addressed in the
staff interviews to validate the patient’s perception, or to gather additional information.

® Validate as much of the information collected via interviews as possible, e.g., by asking the
same question of several staff or patients, or by integrating interview responses with related
surveyor observations or record review findings.

® If necessary, telephone interviews may be conducted for closed cases, but in-person
interviews are preferred.

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. The team’s or surveyor’s

preliminary decision-making and analysis of findings assist in preparing the exit conference
report.
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Preparation

Prior to beginning this task, each surveyor must review his/her notes and completed worksheets
related to observations and interviews, as well as the documents he/she has photocopied. The
surveyor must be confident that he/she has everything needed to support his/her presentation of
findings to the team, and to the SA manager when preparing a formal survey report.

Discussion Meeting

At this meeting, the surveyors share their findings, evaluate the evidence, and make team
decisions regarding compliance with each requirement. For initial, recertification, and
validation surveys, the Team should proceed sequentially through the regulatory requirements
for each CfC; for complaint surveys they should proceed to review each CfC selected for
investigation. The team must reach a consensus on all findings of noncompliance. Decisions
about deficiencies must be team decisions, with each member having input. The team must
document the evidence that supports each finding of noncompliance. Any additional
documentation or evidence needed to support identified noncompliance must be gathered prior
to exiting the facility.

All noted noncompliance must be cited as a deficiency, even when corrected onsite during the
survey.

When a noncompliant practice is determined to have taken place prior to the survey, this would
be considered evidence of current non-compliance, unless there is documentation that the ASC
identified the problem prior to the survey and implemented effective corrective action. In
evaluating whether the ASC is currently in compliance, the survey team must consider:

® what corrective action the facility implemented;

® whether the corrective action was sufficient to address the underlying, systemic causes of
the deficiency;

® whether the corrective action was evaluated for its effectiveness to sustain long-term
compliance; and

® whether there are any other findings from the survey indicating current non-compliance.

If the deficient practice is identified and corrected by the ASC prior to the survey and there is no
other evidence of current non-compliance, do not cite noncompliance.

In the case of a revisit survey, the surveyor’s task is to determine current compliance with the
regulatory requirements that were cited during the previous survey and ensure that the
implementation of the written plan of correction submitted by the ASC and accepted by the SA
was effective in maintaining long term compliance. The surveyor should conduct observations,
document reviews and interviews to confirm current compliance with the CfC(s) addressed by
the plan of correction.
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Integrating Findings

The survey team integrates the findings derived from document review, observations, and
interviews that pertain to each CfC surveyed, in order to make a determination of whether there
is evidence of compliance/non-compliance.

Determining the Citation Level of Deficiencies

Citing noncompliance at the appropriate level, i.e., standard- or condition-level, is critical to the
integrity of the survey process.

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 particular standard within the Conditions for Coverage
is noted, the determination of whether the lack of compliance is at the Standard or Condition
level depends upon the nature of the noncompliance — i.e., how serious is the deficiency in terms
of its potential or actual harm to patients - and extent of noncompliance — i.e., is there
noncompliance with the CfC stem statement, or how many different regulatory requirements
within a CfC are being cited for noncompliance, or how frequent was a given noncompliant
practice, etc. One instance of noncompliance with a standard that poses a serious threat to
patient health and safety is sufficient to find condition-level noncompliance. Likewise, when an
ASC has multiple standard-level deficiencies in a CfC, this may add up to pervasive non-
compliance and could be sufficient to find condition-level noncompliance.

Determinations of citation level for complaint surveys follow the same process that is applied to
full surveys; the only difference is that the complaint survey itself is generally limited to the CfCs
implicated in the complaint.

Gathering Additional Information

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

compliance or noncompliance, the Team Coordinator determines the best way to gather such
information.

Task 5 - Exit Conference

General Objective

The general objective of this task is to inform the ASC management of the team’s preliminary
findings.
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Prior to the Exit Conference

® The Team Coordinator is responsible for organizing the exit conference, including who
will have a speaking role.

® The health and Life Safety Code (LSC) surveyors/survey teams must have one joint exit
conference if they are exiting at the same time; otherwise they may conduct separate exit
conferences.

* |f the team feels it may encounter a problem during the exit conference, the Team
Coordinator should contact the SA manager in advance to discuss the potential problems
and appropriate methods to handle them.

Discontinuation of an Exit Conference

CMS’ general policy is to conduct an exit conference at the conclusion of all types of surveys.
However, there are some comparatively rare situations that justify refusal to conduct or continue
an exit conference. For example:

® |f the ASC is represented by an attorney (all participants in the exit conference, both
surveyor team members and ASC staff, must identify themselves prior to beginning the exit
conference), surveyors may refuse to conduct the conference if the attorney attempts to
turn it into an evidentiary hearing; or

® |f the ASC staff /administration create 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 SA 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 Team Coordinator should select one of the tapes at
the conclusion of the exit conference to take back to the SA. Video taping is also permitted, if the
survey team agrees to this, and a copy is provided at the conclusion of the conference. The
survey team is under no obligation to consent to video taping and is not required to offer a
reason if it refuses to permit video taping.

General Principles

The following general principles apply when conducting an exit conference:

® The ASC management determines which ASC staff will attend the exit conference.
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® The identity of individual patients or staff members must not be revealed by the survey
team when discussing the survey results. Identity includes not just the name of an
individual patient or staff member, but also includes any reference or characterization by
which identity may be deduced.

® Because of the information gathering activities the survey team has already engaged in, in
most instances members of the ASC’s staff should generally be aware prior to the exit
conference of the areas, if any, where the survey team has concerns. Accordingly, there
should be few cases where the ASC has not already had the opportunity prior to the exit
conference to present additional information that might be relevant to the survey team’s
findings. The exit conference is not the correct setting for further information-gathering
activities.

Exit Conference Sequence of Events

Introductory Remarks:
® Thank everyone for their cooperation during the survey.

® Reintroduce all surveyors who participated in the survey, even if they are no longer in the
facility.

® Briefly reiterate what was the reason for the survey (i.e., initial, recertification, validation,
or complaint).

® Explain how the team will conduct the exit conference and any ground rules, e.g:,

- the exit conference is an informal meeting for surveyors to summarize their
preliminary findings;

- brief comments on the findings may be made by the ASC, but will not be debated;

- whether comments will be permitted in the middle of a surveyor’s presentation or
only after the presentation has concluded;

Presentation of Findings

® Do not refer to any specific ASPEN software data tag numbers when describing deficiency
findings. In the process of writing up the findings the SA will finalize just which
tags/regulatory text to cite for each finding, so it would be premature to make such
statements during the exit conference.

® Present the findings of noncompliance, explaining why the findings indicate
noncompliance with the regulatory requirement. If the ASC asks for the pertinent
regulatory reference, provide the citation for the applicable CfC.
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® Do not make any general characterizations about the survey results (e.g., “Overall the
facility is very good.”” or “In general the facility is in compliance with Medicare
requirements.”) Stick to presenting the specific factual findings.

® Do not make any statements about whether the findings represent condition-level or
standard-level deficiencies. Avoid statements such as, “the condition was not met”” or “the
standard was not met.”” It is better to state ““the requirement related to XXX is not met.”

* |If an immediate jeopardy situation was identified during the team discussion that the team
had not previously discussed with the ASC’s management, explain the significance and
need for immediate correction. Follow instructions in Appendix Q

® Do not rank findings. Treat requirements as equal as possible.

® Be certain that all deficiency findings are discussed at the exit conference.

Closure

® |ndicate the official survey findings are presented in writing to the ASC via the Form
CMS-2567, Statement of Deficiencies and Plan of Correction, which will be prepared and
mailed to the ASC within ten working days. It documents either that no deficiencies were
found, or the specific deficiencies found, relating each to the applicable regulatory
requirement. There will also be a letter communicating whether or not CMS will be
taking enforcement action as a result of the survey’s findings.

® The ASC’s plan of correction (POC) and timeframes for implementation of corrective
actions are incorporated into the Form CMS-2567 and returned to the SA. 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 those (Form CMS-2567 with POC). The
Form CMS-2567 is made public no later than 90 calendar days following completion of
the survey.

* |f any deficiencies have been identified, inform the ASC that a written plan of correction
must be submitted to the survey agency within ten calendar days following receipt of the
written statement of deficiencies.

® Explain that, if a POC is required, the ASC will have the following three options:
- Accept the deficiencies stated on Form CMS-2567 and submit a PoC,;
- Record objections to the cited deficiencies on Form CMS-2567 and submit a PoC; or
- Record objections to cited deficiencies on Form CMS-2567, do not submit a PoC, but

submit written arguments and documented evidence that the deficiencies are invalid.
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e CMS will consider objections and accompanying documentation that attempt to
refute the factual accuracy of the survey findings, but will not entertain objections
to CMS’s judgment of the level, extent, scope or severity of a deficiency. CMS
reviews additional documentation submitted by provider making an objection
and, if the added evidence is convincing, will remove the deficiency.

o If CMS disagrees with the ASC’s objections, the ASC must submit an acceptable
POC. Failure to submit an acceptable PoC or failure to correct a deficiency may
result in termination of the ASC’s supplier agreement in accordance with 42 CFR
488.28(a), and 416.35(b).

Explain that an acceptable plan of correction must contain the following:
® Action that will be taken to correct each specific deficiency cited;
® Description of how the actions will improve the processes that led to the deficiency cited;
® The procedure for implementing the corrective actions;
® A completion date for correction of each deficiency cited;

® Monitoring and tracking procedures to ensure the POC is effective in bringing the ASC
into compliance, and that the ASC remains in compliance with the regulatory
requirements;

® The plan must include the title of the person responsible for implementing the acceptable
plan of correction; and

® The administrator’s signature and the date signed on page 1 of the Form CMS-2567;

Indicate that the POC will be reviewed by the SA, or in some cases, the RO, to determine
whether it is acceptable. If a POC is determined not to be acceptable, it will be returned to the
ASC for revision.

State that in some cases, the SA will make an unannounced revisit survey to determine whether
the ASC has come into compliance.

If the exit conference was audio- or videotaped, obtain a copy of the tape before exiting 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 determines the
best way to review the additional information. It is usually prudent for at least two individuals to
remain if all of the team members do not leave at the same time.
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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 SA and RO must follow the instructions in the SOM including:
® Timelines for completing each step of the process;

® Responsibilities for completing the Form CMS 2567, ““Statement of Deficiencies,”
following the “Principles of Documentation;”

® Notification to the ASC regarding survey results;

® Additional survey activities based on the survey results (e.g., revisit, forwarding
documents to the RO for further action/direction, such as concurrence with findings for
deemed ASCs, authorization of a full survey for deemed ASCs with condition-level
deficiencies);

® Compilation of documents for the supplier’s file;

Survey Package

The Team Coordinator will assign responsibilities for completion of the various elements of
the survey package.

Statement of Deficiencies Report & Plan of Correction

The Statement of Deficiencies Report and Plan of Correction (Form CMS-2567) is the
official document that communicates the determination of compliance or noncompliance with
Federal requirements. Also, it is the form that the ASC will use to submit a plan to achieve
compliance. Form CMS-2567 is an official record and is available to the public on request.

Indicate on Form CMS-2567 whether any deficiency constitutes immediate jeopardy to the
individual’s health and safety.
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Write each deficiency statement in terms specific enough to allow a reasonably knowledgeable
person to understand what regulatory requirements were not met. The consequence for
incorrectly or unclearly documenting deficiencies can be the inability of CMS to take needed
enforcement action.

Refrain from making clinical judgments. Instead, focus on the ASC’s policies and procedures, as
well as how they were or were not implemented by the ASC’s medical and other staff.

After you complete Form CMS-2567 in ASPEN, submit it to your supervisor for review. If, after
reviewing the form, your supervisor approves what you have documented, you will begin
working on the remainder of the survey package. If your supervisor does not approve the form,
then you will make any requested changes.

Other Survey Package Documentation

Complete the following documentation in hard copy. For complaint investigations, attach these
materials to the corresponding complaint in ACTS:

® Description of sample selection

® Summary listing of sample cases

® Summary of interviews

® Complaint investigation narrative

®* Form CMS-378 Ambulatory Surgical Center Survey Report;

® Form CMS-378E Ambulatory Surgical Center Crucial Data Extract (not yet available
online);

® For all surveys with a Life Safety Code component, Form CMS-2786U Fire Safety Survey
Report;

®* Form CMS-670, Survey Team Composition and Workload Report
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Part 1
Interpretive Guidelines

Q-0001
8416.25 Basic Requirements

Participation as an ASC is limited to facilities that —

(a) Meet the definition in §416.2; and

(b) Have in effect an agreement obtained in accordance with this subpart.
Interpretive Guidelines, §416.25

An ASC must satisfy all the elements of the definition of an ASC and have in effect an agreement
to participate as an ASC in order to satisfy the basic Medicare ASC requirements.

Q-0002
8416.2 Definitions

As used in this part:

Ambulatory surgical center or ASC means any distinct entity that operates exclusively for
the purpose of providing surgical services to patients not requiring hospitalization and in
which the expected duration of services would not exceed 24 hours following an admission.
The entity must have an agreement with CMS to participate in Medicare as an ASC and
must meet the conditions set forth in Subpart B and C of this part.

Interpretive Guidelines §416.2

According to the definition of an Ambulatory Surgical Center, or ASC, its key characteristics are
that it:

® |s a distinct entity;

® Operates exclusively for the provision of surgical services to patients not requiring
hospitalization, with the ASC’s services expected not to exceed 24 hours in duration
following an admission;

® Has an agreement with Medicare to participate as an ASC; and

30



® Complies with the Conditions for Coverage (CfCs) in Subparts B and C, i.e., 42 CFR
416.25-52.

Distinct Entity

An ASC satisfies the criterion of being a “distinct™ entity when it is wholly separate and clearly
distinguishable from any other healthcare facility or office-based physician practice. The ASC is
not required to be housed in a separate building from other healthcare facilities or physician
practices, but, in accordance with National Fire Protection Association (NFPA) Life Safety Code
requirements (incorporated by cross-reference at 8416.44(b)), it must be separated from other
facilities or operations within the same building by walls with at least a one-hour separation. If
there are State licensure requirements for more permanent separations, the ASC must comply
with the more stringent requirement.

An ASC does not have to be completely separate and distinct physically from another entity, if,
and only if, it is temporally distinct. In other words, the same physical premises may be used by
the ASC and other entities, so long as they are separated in their usage by time. For example:

® Adjacent physician office: Some ASCs may be adjacent to the office(s) of the physicians
who practice in the ASC. Where permitted under State law, CMS permits certain
common, non-clinical spaces, such as a reception area, waiting room, or restrooms to be
shared between an ASC and another entity, as long as they are never used by more than
one of the entities at any given time, and as long as this practice does not conflict with
State licensure or other State law requirements. In other words, if a physician owns an
ASC that is located adjacent to the physician’s office, the physician’s office may, for
example, use the same waiting area, as long as the physician’s office is closed while the
ASC is open and vice-versa. The common space may not be used during concurrent or
overlapping hours of operation of the ASC and the physician office. Furthermore, care
must be taken when such an arrangement is in use to ensure that the ASC’s medical and
administrative records are physically separate. During the hours that the ASC is closed its
records must be secure and not accessible by non-ASC personnel.

Permitting use of common, non-clinical space by distinct entities separated temporally
does not mean that the ASC is relieved of the obligation to comply with the NFPA Life
Safety Code standards for ASCs, in accordance with 8§416.44(b), that require, among other
things, a one-hour separation around all physical space that is used by the ASC and fire
alarms in the ASC.

It is not permissible for an ASC during its hours of operation to ““rent out™ or otherwise
make available an OR or procedure room, or other clinical space, to another provider or
supplier, including a physician with an adjacent office.

® Facilities with Diagnostic Imaging and Surgery Capability: Some facilities are equipped
to perform both ambulatory surgeries and diagnostic imaging. However, Medicare
regulations do not recognize a non-hospital institutional healthcare entity that performs
both types of services, and actually requires an ASC to operate exclusively for the purpose
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of providing surgical services. Where permitted under State law, CMS permits the same
physical space to be used by both a Medicare-certified ASC and an Independent
Diagnostic Testing Facility, as long as they do not operate at the same time.

NOTE: Certain radiology services integral to surgical procedures may be provided
when the facility is operating as an ASC.

® Separately Certified ASCs Sharing Space: Where permitted under State law, several
different ASCs, including ones that participate in Medicare and ones that do not, may use
the same physical space, including the same operating rooms, so long as they are
temporally distinct, i.e., they do not have concurrent or overlapping hours of operation.
However, an ASC and a hospital or CAH outpatient surgery department, including a
provider-based department that is either on or off the hospital’s or CAH’s main campus,
may not share the same physical space, since the regulations at 42 CFR 413.65(d)(4)
require that the provider-based department be held out to the public as a part of the main
hospital, and that patients entering the provider-based facility are aware that they are
entering the hospital.

Each of the different ASCs that utilize the same space is separately and individually
responsible for compliance with all ASC Conditions for Coverage (CfCs). So, for example,
each ASC must have its own policies and procedures and its own medical records, and
these documents must be physically separate from those of any other ASC. During the
hours that one ASC is closed its records must be secure and not accessible by personnel of
the other ASC(s) or other entities that utilize the same premises. Likewise, although there
is no prohibition against each ASC using the same nursing and other staff under an
arrangement with the employer of the staff, each is nevertheless required to separately
comply with all requirements governing the utilization of staff in the ASC.

At the same time, each Medicare-certified ASC that shares the same space as another
Medicare-certified ASC should be aware, when entering into such an arrangement, that
identification of certain deficient practices may result in citation of deficiencies for all
ASCs occupying the same premises. For example, building features that violate the Life
Safety Code would not vary according to which ASC happened to be operating on the
premises at the time of a survey, and all ASCs at that location would be cited for the
deficiency.

If there are multiple ASCs utilizing the same space, but at different times, it may be
prudent to consider organizing recertification surveys in order to use the time on-site to
conduct multiple surveys surveys allowing assessment of each ASC that utilizes the space.

Exclusive Provision of Limited Surgical Services

The ASC must offer only surgical services. Separate ancillary services that are integral to the
surgical services, i.e., those furnished immediately before, during or immediately after a surgical
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procedure, may be provided. The ASC may not, however, offer services unrelated to the
surgeries it performs.
What constitutes “surgery”?

For the purposes of determining compliance with the ASC definition, CMS relies, with minor
modification, upon the definition of surgery developed by the American College of Surgeons
(www. facs.org/fellows_info/statements/st-11.html.) Accordingly, the following definition is
used to determine whether or not a procedure constitutes surgery:

Surgery is performed for the purpose of structurally altering the human body by the
incision or destruction of tissues and is part of the practice of medicine. Surgery also is
the diagnostic or therapeutic treatment of conditions or disease processes by any
instruments causing localized alteration or transposition of live human tissue which
include lasers, ultrasound, ionizing radiation, scalpels, probes, and needles. The tissue
can be cut, burned, vaporized, frozen, sutured, probed, or manipulated by closed
reductions for major dislocations or fractures, or otherwise altered by mechanical,
thermal, light-based, electromagnetic, or chemical means. Injection of diagnostic or
therapeutic substances into body cavities, internal organs, joints, sensory organs, and the
central nervous system, is also considered to be surgery. (This does not include the
administration by nursing personnel of some injections, subcutaneous, intramuscular,
and intravenous, when ordered by a physician.) All of these surgical procedures are
invasive, including those that are performed with lasers, and the risks of any surgical
procedure are not eliminated by using a light knife or laser in place of a metal knife, or
scalpel.

An ASC is further limited to providing surgical services only to patients who do not require
hospitalization after the surgery. Further, the ASC’s surgical services must be ones that
ordinarily would not take more than 24 hours, including not just the time for the surgical
procedure but also pre-op preparation and recovery time, following the admission of an ASC
patient. These limitations apply to all of the ASC’s surgical services, not just to surgeries on
Medicare beneficiaries who use the ASC.

® The term ““hospitalization” means that a patient