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Part I


INTRODUCTION

POLICY FOR CONDUCTING SURVEYS:  INITIAL CERTIFICATIONS, RECERTIFICATIONS, AND COMPLAINTS

Section 1881(b)(1) of the Social Security Act (the Act) requires facilities to be approved to participate in the end stage renal disease (ESRD) program.  The regulations at 42 CFR Part 405.2100, Subpart U, specify the Conditions that facilities must meet to achieve and maintain approval.

USE OF THE SURVEY PROCEDURES AND INTERPRETIVE GUIDELINES IN THE SURVEY PROCESS
Survey procedures and Interpretive Guidelines follow pertinent sections of the Act.  These provide guidance in conducting surveys of providers and suppliers participating in the Medicare program.  They clarify and/or explain the Conditions for Coverage of ESRD suppliers, and they are used in measuring compliance with Federal requirements.  The purpose of the procedures and guidelines is to provide suggestions, interpretations, check lists, and other tools for you to use throughout the survey process.

This survey process represents the policy of the Health Care Financing Administration (HCFA) about relevant areas and issues that should be surveyed/reviewed under each regulation, and in some cases the methods that should be used to survey those areas and issues.  The use of these protocols will promote consistency in the survey/review process.  The protocols also ensure that a facility's compliance with regulations is reviewed in a thorough, efficient, and consistent manner so that at the completion of the survey, you have sufficient information to make compliance decisions.

Use the information contained in the Interpretive Guidelines when you make a determination about a supplier's compliance with requirements.  However, guidelines do not replace or supersede the law or regulations, and, therefore, may not be used as the basis for a citation, although they do contain authoritative interpretations and clarification of statutory and regulatory requirements and assist you in determining an entity's compliance with requirements.  The guidelines do not establish requirements that must be met by facilities participating in Medicare, nor do they require any particular course of action on the part of any health care facility.  Thus, they do not impose any costs or other burdens that are not already required by the relevant laws or regulations.  All mandatory requirements for facilities are set forth in relevant provisions of the Act and in regulations.

When conducting surveys in accordance with the protocols, look to the substantive requirements in the statute and the regulations to determine whether a citation of noncompliance is appropriate.  Citation of a deficiency may not be based on a violation of a guideline alone; a deficiency must be based on a violation of the statute or the regulations.  Carefully consider how the practices of the dialysis facility relate to the illustrations within the Survey Procedures and Interpretive Guidelines, and then compare these to the specific language and requirement of the regulation before determining that a deficiency exists.  Where you observe that conditions at a dialysis facility do not meet a particular guideline, that observation is a significant indication that the applicable statutory or regulatory provision may not be met.  However, in each such case you must determine whether a deficiency
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based on the applicable statutory or regulatory provision is appropriate.  Base your decision on facts and circumstances existing at the time and such further investigations as may be warranted.

THE SURVEY PROCEDURES
The survey procedures include three separate survey protocols:  A BASIC SURVEY protocol, a SUPPLEMENTAL SURVEY protocol, and an INITIAL SURVEY protocol.  Each survey protocol has a different focus and purpose.

The BASIC SURVEY protocol is used for recertification surveys, and therefore assumes that the facility is fully established with a performance history.  This survey protocol is designed around survey tasks that involve observing areas and actions, interviewing patients and staff, and reviewing records and documents.  All of these are focused most on patient care and outcomes.  This survey protocol is a guide to assist you in determining compliance with the regulations.  To amplify or verify your findings, you may expand your samples, augment your interviews, or review additional documentation.  If you do not find probable Condition-level deficiencies in the BASIC SURVEY, the facility is considered to be in compliance with the Conditions for Coverage, and you should conclude the survey, citing standard-level deficiencies, if any.

The SUPPLEMENTAL SURVEY protocol is initiated when Condition-level (or suspected Condition-level) problems are noted while conducting the BASIC SURVEY.  The SUPPLEMENTAL SURVEY protocol is used to identify underlying problems or structural weaknesses in the operation of the dialysis facility that has or could produce Condition-level deficiencies.  The SUPPLEMENTAL SURVEY is organized around Conditions for Coverage for each respective area covered in the outcome-oriented BASIC SURVEY.  The SUPPLEMENTAL SURVEY can be used in whole or in part to augment the BASIC SURVEY.  

The INITIAL SURVEY protocol is used for first surveys for new ESRD suppliers.  This initial protocol can also be used for facilities that are changing ownership/management or location/services.  During the INITIAL SURVEY, many policies and procedures are reviewed that you will not need to review again.  These policies and procedures should ensure that the facility meets the basic safety and health standards of the regulations.  This survey emphasizes reviewing documents and protocols, observing the site, and interviewing staff.  Because patients do not have a long history with a new facility, patient interviews are not necessarily central to the INITIAL SURVEY protocol. 

For a complaint survey, use whichever components of the above-mentioned survey protocols you determine are necessary to confirm or refute the complaint allegation.  If the complaint alleges problems generally or in a number of service and review areas, the complaint investigation may be incorporated into the specific task(s) of the BASIC SURVEY protocol or may be investigated independently.  You can decide the scope, conduct, and duration of a complaint survey.

You can treat a relocation survey as either a recertification survey or an initial survey depending upon the circumstances.  Therefore, you can use either the BASIC SURVEY protocol, augmented by the SUPPLEMENTAL SURVEY protocol, or the INITIAL SURVEY protocol.

THE INTERPRETIVE GUIDELINES
The Interpretive Guidelines are a reference.  As a reference, they may be used by the surveyor or the facility to delineate facility performance expectations 
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and the interpretation of those expectations.  Whereas the survey procedures delineate priority areas for surveys, the Interpretive Guidelines address all areas of the regulation.

The Interpretive Guidelines include three columns.  The first column contains the survey tag number.  The second column contains the wording of the regulation from Subpart U of the 42 CFR, §405.2000.  The third column contains guidance to surveyors, including additional survey procedures and probes.


Part II


THE BASIC SURVEY PROTOCOL

THE BASIC SURVEY PROTOCOL

The BASIC SURVEY protocol is used for recertification surveys.  This protocol can also be used for complaint and relocation surveys.  The BASIC SURVEY protocol is patient-centered, outcome-oriented, and focused.

As a patient-centered protocol, the survey protocol is organized around interviews with selected patients.  The interview probes in this survey protocol recognize that each ESRD patient is an individual with a unique combination of health factors, interests, and preferred patterns of behavior.  During the interviews, determine if individual patients are attaining the level of health that each wants to attain, and, if not, what factors are contributing to the patient's sense that he/she has not attained this desired level of health.  Inherent in the patient-centered survey approach is the principle that the patient is qualified to assess the quality and effectiveness of the care given at the facility.  It is recognized that while this principle is true in many instances, this rule cannot be generalized to all aspects of a facility's operations or to all of its ESRD patients.  As with all reported problems, verify these problems before citing deficiencies.

As an outcome-oriented protocol, the BASIC SURVEY focuses on outcomes of treatment and services, whenever possible.  The survey protocol incorporates both quality outcomes as experienced by patients, such as weight control, and technical outcomes, such as the purity of the water.  Structural and procedural elements that are directly related to patient outcomes are taken into account in this protocol, along with the outcome assessments.

As a focused survey, the BASIC SURVEY emphasizes those aspects of care that are considered the most important indicators of quality outcomes for patients.  Elements that are important, but not considered as predictive, are included in the SUPPLEMENTAL SURVEY protocol.

THE COMPONENTS OF THE BASIC SURVEY
A BASIC SURVEY of an ESRD  facility consists of the following tasks: 

Task 1
Preparation Presurvey Off-site.

Task 2
Activities at the Beginning of the Survey.

Task 3
Tour for Observations.

Task 4
Survey of the Reuse Area.
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Task 5
Survey of the Water Treatment Area.

Task 6
Selection of Samples for Interviews and Records

Task 7
Interviews/Observations of Patients.

Task 8
Interviews/Observations of Personnel.

Task 9
Review of Clinical Records.

Task 10
Review of the Quality Assurance/Improvement Program

Task 11
Review of Operational Logs.

Task 12
Review of Personnel Records.

Task 13
Review of Affiliations.

Task 14
Assessment of Special Situations.

Task 15
Exit Conference at the Conclusion of the Survey.

I.
TASK 1-PREPARATION PRESURVEY OFF SITE
Prior to each survey, review the facility's survey and certification file and facility profiles generated by other organizations.  Profiles from other organizations include, but are not limited to, profiles developed by the ESRD Networks and the National Surveillance of Dialysis-Associate Diseases Form (CDC-537) developed by the Centers for Disease Control and Prevention (CDC).  This review includes the following:

A.
Facility File.--Review the facility's history for any prior survey and certification issues.

o
Review determinations of compliance and/or noncompliance by reading previous Federal and State (if applicable) survey results.  Note patterns, number and nature of deficiencies, and plans of correction.

o
Review complaint allegations.  Note the frequency, significance, severity, and (if substantiated) the resolution.

o
Review information from the facility file including the facility's ownership, parent company (if applicable), whether the facility is hospital administered, the type(s) of service(s) offered, and the number of dialysis stations.

B.
Profile from the ESRD Network.--Review information from the ESRD Network.  Facility-specific information on gross mortality rates and standardized mortality rates, patient/family or facility complaints, and issues related to Medicare certification may be shared.

C.
Profile from the CDC.--Review information from the National Surveillance of Dialysis-Associated Diseases Form (CDC-53.7).  This information is sent to the State agencies on an annual basis from the CDC through the regional offices (ROs).  This form includes information on the prevalence of HBsAg-positive patients, the prevalence of pyrogenic reactions, reuse techniques, water treatment techniques, and the type(s) of dialyzer(s) used in the facility.

H-4
Rev. 270 


SURVEY PROCEDURES - END STAGE RENAL DISEASE FACILITIES


II.

TASK 2-ACTIVITIES AT THE SURVEY ENTRANCE
When you arrive, present your identification, introduce the survey team, and tell a key person in the facility about the purpose of the survey and the anticipated time schedule.  Explain that the survey will include observations within the facility, record reviews, and interviews with patients and staff.  Advise the staff that they will have the opportunity to discuss areas and to supply additional information.  This introduction should be extremely brief to allow you to observe tasks as quickly as possible.

Give the facility staff person a list of the documents that you need to review during the survey.  This list should be prepared off site and you should be prepared to present it as soon as you arrive.  You may want to find out about any formalized patient groups that are related to the facility.  You can ask which patients have leadership roles in these groups.  Then you can interview these patients individually or collectively during the survey.  You should post a notice that the survey is in progress and invite patients and/or staff to talk with you if they wish.

III.

TASK 3-TOUR FOR OBSERVATIONS
The purpose of the observational tour of the dialysis unit is to make initial assessments of the cleanliness and infection control practices of the facility; the safety and emergency preparedness of the facility and staff; the appropriateness of the patient treatment area; and the character of patient/staff interactions.  Although these observations are grouped under the initial tour, these areas may be observed at any point in the survey.

During this initial tour, you also can make some general observations about the patients and some preliminary selections of patients for interviews.  Observe the general health and appearance of the patients.  Observe the logistics of the facility.  Note patients who would be logistically easy to interview.

Depending upon a facility's unique schedule and your travel requirements, you may arrive during the start up of the dialysis procedure, at the initiation or ending of a patient shift, or while a treatment is being conducted.  Each time presents unique opportunities to view special aspects of dialysis.  During start up times, you can view equipment preparation (preparing dialysate, assembling the extracorporeal system, priming the dialyzer and extracorporeal circuit) and the pre-dialysis assessment of the patient (weighing the patient, taking the blood pressure, taking the patient's pulse, assessing heart and lung sounds, taking the patient's temperature, communicating with the patient, evaluating the vascular access).  Whenever you arrive, you will be able to observe staff documentation of these actions as they occur.

When the shift starts, you can observe the staff placing a needle into a fistula access and checking reused dialyzers for patient identification.  At the end of a treatment, you can observe the staff discontinuing  dialysis, taking vital signs, and cleaning equipment.

During a treatment, you will note the staff monitoring patients (taking vital signs, performing safety checks, monitoring the general condition of the patient), giving medications and solutions, and monitoring equipment.  

At any time, you can make some general observations about the sanitation and safety of the facility, the appropriateness of the patient treatment area, and the comfort of the patient/staff interactions.
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A.
Cleanliness and Infection Control.--Observe the cleanliness (V145, V380, V387) and infection control and prevention practices (V380, V388, V394, V395, V396, V397) of the facility.  What evidence is there that the facility is sanitary and that it follows procedures that should lead to the prevention and control of infection?

o
Note if there is blood on any surface--floors, ceilings, chairs, blankets, arms, clothing, machines.  You should not see any blood spills.  These always should be cleaned immediately.

o
Observe evidence of people following the Universal Precautions for infection control and prevention developed by the CDC and regulated by the Occupational Safety and Health Administration (OSHA) requirements.  Do the staff wear and change gloves at any time of exposure to blood and body fluids?  Do the staff wear and change protective clothing (including face/eye protection) appropriately?  Are the handwashing procedures appropriate?  Is there evidence of the prevention of cross contamination?  (V388, V394, V395).

o
Observe the areas around the sinks in the facility.  Are paper towel holders, soap dispensers, and trash cans placed appropriately around the sinks?  Are clean supplies kept away from splash areas around sinks?  (V394, V395).

o
Observe if waste collection and disposal are appropriate.  Determine what method the facility uses for disposal of infectious/contaminated materials.  Are the waste containers for trash placed and used appropriately?  Are the sharps boxes for needles placed and used appropriately?  (V394, V395).

o
Note if hepatitis B-infected patients are treated appropriately in an isolated area.  Are appropriate measures taken to prevent cross-contamination between the isolated area and the regular patient care area?  Are appropriate measures taken to prevent contamination among the patients and staff in the isolated area?  (V145, V380, V388).

o
Note whether the ventilation and temperature of the facility seem appropriate.  Do you smell vapors from disinfectants?  How does the facility determine the appropriate temperature for both patients and staff?  (V392, V224, V226).

o
Observe the refrigerators and other storage areas.  Are medications, laboratory specimens, and food stored in separate refrigerators?  Are staff food items kept out of the patient care area?  Are storage areas sanitary?  Are clean supplies and waste separated appropriately?  (V394).

B.
Safety and Emergency Preparedness.--Observe the safety and emergency preparedness of the facility.  What evidence is there that the facility is safe and that the staff and patients are prepared for emergencies?  (V145, V380).

o
See if fire extinguisher(s) and a plan for dealing with a fire or other emergency are visible.  Is there evidence that the staff participates in fire drills?  Is there evidence that patients understand how to cope with fire or other emergency?  (V382).

o
Observe the emergency equipment in the facility.  Is a fully equipped emergency tray available in the unit?  (V403).
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o
Observe the design of the facility.  Is the physical layout of the facility designed for safety and emergencies?  Can all patients be observed?  (V391) Is there adequate space between patient chairs to provide emergency care in the event of a drop in blood pressure, nausea, and/or vomiting?  (V145), V389).

C.
Patient Treatment Area Set Up.--Observe the set-up of the patient treatment area.  What evidence is there that the care provided at the patient's treatment area is safe and appropriate?  Focus on a few patient treatment stations.  If you observe any problems, continue to observe additional patient stations.  (V145, V381, V387).

o
Read treatment flowsheet at the patient stations.  Are vital signs recorded at the initiation and conclusion of treatment?  Does the flow sheet indicate periodic safety checks?  If reuse is being done in the facility, are two signatures for dialyzer identification available?

o
Observe the patient and the treatment area.  Are the patient's arm and hand free of blood?  Are clamps available to the patient for emergency takeoff?  If syringes are predrawn, are they labeled with contents and the patient's name?

D.
Patient/Staff Coverage, Care and Relationships.--Observe the patient/staff coverage, care, and relationships.  What evidence is there that the staff coverage and behavior are appropriate and respectful?  Note staff responses to patient requests and verbal interactions between patients/staff.  (V339, V430, V432).

o
Observe the staff coverage.  How does the facility ensure:  

--
That there is sufficient staff coverage?

--
That there is at least one licensed health professional present during dialysis treatments? (V432)

--
That the health professionals have credentials and authority to institute required emergency treatment procedures, such as changing a clotted dialyzer or administering intravenous medications, physicians orders, or CPR?

--
That there is a roster of physician(s) who are available for emergencies posted at the nurses station?  Are mechanisms for contacting physicians satisfactory?  (V175, 176).

o
Observe the care.  Are staff members paying attention to the patient's reaction to treatment?  Are vital signs being monitored during treatment?  (V424).

o
Observe the relationships.  Can you observe dignity and respect in the relationships among staff and patients?  (V339).

IV.
TASK 4-SURVEY OF THE REUSE AREA
It is of paramount importance that the reprocessing of each dialyzer be done in an appropriate and consistent manner.  This survey protocol focuses on a "flash" survey of the actual reprocessing activity as quickly as possible after the surveyor completes the observational tour.  The purpose of the "flash" survey of the reuse process is to determine the actual state of the reprocessing area and the behavior of the facility personnel before the facility adjusts to your presence.
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Proceed with the "flash" survey of the reprocessing area.  Interview a technician responsible for reuse.  Because the role of personnel is so crucial to appropriate reuse, the interview with the reuse technician is an important part of this phase.  If the timing is appropriate, observe the reprocessing of dialyzers at this time.  If not, observe later.  While in the reuse area, determine how dialyzer performance associated with reuse is handled.  Reuse may be accomplished either through chemical disinfection or heat sterilization.

A.
Inspect the Reprocessing Area.--Go to the reprocessing area (V226, V227, V229, V230, V293) to observe and evaluate.

o
Observe the area for clean and sanitary conditions.

o
Evaluate the area for adequacy of ventilation.  Vapors from reprocessing materials must be maintained below potentially toxic levels.  Formaldehyde vapors should be monitored at least monthly and whenever indicated by the discomfort of the personnel (V230).  Testing for air quality for any disinfectants used should be in accordance with OSHA standards (V293).  Note if steps are taken to reduce exposure to toxic fumes by maintaining covers on the containers of germicides and by mixing disinfectants carefully.

o
Evaluate for visible, tangible separation between storage for new dialyzers, reprocessing dialyzers, and used dialyzers awaiting reprocessing (V227).

o
Observe that durable gloves, eye protection (goggles or face shield, eye-wash station), and protective clothing (impervious apron) are available and used during reprocessing (V229).

B.
Inspect the Reprocessed and Stored Dialyzers.--While in the reuse area, inspect the dialyzers that have been reused and are in storage.  (V237, V256, V257, V258, V259, V260, V261, V262, V264, V266).

o
Observe that the external surfaces (jackets) of the reprocessed dialyzers are clean with no visible blood and no leaks or cracks (V256, V258).

o
Observe that dialyzer labels (including at least the patient's name, the number of previous uses, and the date of the last reprocessing) are properly applied, legible, and complete (V237, V262).

o
Determine that the blood and dialysate ports are capped with no evidence of leakage (V261).  

(NOTE:  Caps supplied with the disinfectant peracetic acid and hydrogen peroxide (Renalin) are vented to release under pressure.)

o
Observe that the dialyzer headers are free of all but small peripheral blood clots (V243, V260).

o
Observe that the dialyzers are free of visible, clotted blood, except for a few clotted fibers (V243).

o
Observe that the dialyzers contain ample amounts of disinfectant and a minimal air pocket.

C.
Interview(s) with Technician(s) Responsible for Reuse.--During this part of the survey, determine if the personnel involved in reprocessing have adequate training and/or experience to perform the assigned tasks.  There may be many technicians who work in this area, and their backgrounds may range from no medical background to licensed practitioners.  Reuse technicians generally
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store/handle chemicals and perform reprocessing procedures.  Repairs of automated equipment are usually done by biomedical technicians, manufacturer's representatives or other personnel who have been trained by the manufacturer.  (V209, V210, V211.)

o
Ask the technician to describe the reprocessing procedures for dialyzers.

o
Ask the technician some general questions regarding reuse.  What is the average total volume of disinfectant used for reuse each day?  How long is the disinfectant stable after it is mixed?  Once a dialyzer is reprocessed, how long must it remain on the shelf before being used?

o
Ask the technician to describe his/her behavior if it is apparent that he/she cannot perform tasks or procedures properly.  Questions you can ask include:  What would you do if you ran out of disinfectant?  What would you do if the concentration of disinfectant is unacceptable?  What would you do if you don't have enough time for the disinfectant to sit in the dialyzer?  What would you do if you don't have enough room in the storage area?  What would you do if you noticed that the port caps had popped off of the reprocessed dialyzer during storage?

o
Ask the technician about records.  Where do you record the date of each reprocessing step?  Where do you record the results of testing device performance and safety?

o
Ask the technician to describe the risks and actions associated with the toxic substances used in reprocessing.  What toxic substances do you work with?  What protective clothing do you wear and why?  What do you do in the event of a large/small spill of toxic substances?  Ask the technician to show you the location of equipment used to handle a toxic spill.

o
Ask the technician to describe the storage and handling of reprocessing chemicals.  Where do you store the reuse chemicals?  Is the temperature correct in the storage area?  Where are the written procedures for the handling and safe storage of reprocessing chemicals?

o
Ask the technician about environmental safety.  How do you ensure that toxic vapors from disinfectants are monitored as necessary?  What steps are taken if the staff complains of discomfort from vapors?

o
Ask the technician about quality controls.  What happens when a patient has an adverse reaction?  How is the reused dialyzer investigated?  If a dialyzer is investigated, where is the investigation documented?

o
Ask the technician to describe the training and certification necessary for working with reprocessing.

D.
Observe Reprocessing.--Observe the reprocessing of dialyzers if the timing is appropriate.  Dialyzer reprocessing, with either manual or automated systems, includes cleaning, performance testing, and disinfection.  If the timing of the "flash" survey does not coincide with the reprocessing of dialyzers, ask the staff at what time the patient shift changes will occur and when reprocessing will begin in the reuse area.  Reprocessing must be observed before the survey is completed.

An order for observing reprocessing is as follows:

o
Observe, if possible, how the disinfectant solution is made 
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and how proper concentrations are achieved.  Ask the technician to describe the process.  What procedures do you follow to ensure that the disinfectant solution is mixed thoroughly?  How is the concentration of germicide tested to show that it is adequate to disinfect the dialyzer?

o
Observe that the dialyzer port caps are in contact with a disinfectant for a specified time period (V295).

o
Observe directly that the dialyzers and headers are rinsed with treated water (not tap water) until the effluent is clear and the dialyzer is free of visible clotted blood (V240, V241, V242, V243).

o
Ask how performance tests are guaranteed with reused dialyzers?  How does the facility determine that the urea and creatinine clearance and ultrafiltration rates are appropriate?  The facility must assure that reused dialyzers retain their efficacy to eliminate excess fluid and to clear the blood of toxins, such as urea and creatinine.  Most facilities perform an indirect measurement of function by total cell volume (TCV) measurements.  Ask the technician to demonstrate the process used in this facility.  Observe whether the technician is performing these tasks appropriately.  Ask the technician how the efficacy of reused dialyzer is measured in the facility.  Commonly used methods are clinical monitoring of patients with urea reduction rates (URR), kinetic modeling (Kt/V), or blood chemistries (V244, V245, V246, V248, V249).

o
Ask how the facility verifies the membrane integrity of the dialyzers.  Is pressure testing and/or leak testing done on every dialyzer to verify its membrane integrity?  (V248, V249)

o
Ask and observe how the facility determines how many times to refill the dialyzer with germicide in order to ensure that the effluent (final) germicide concentration in the dialyzer is within 90 percent of the intended use concentration.  Ask how the facility determines the adequate volume for filling the dialyzer.  Ask what procedures have been developed by the facility based upon these determinations.  For manual systems, observe how the technician fills the dialyzer with germicide.  You may ask the following questions:  Since the dialyzer fibers are wet with other liquids when you begin to fill it with disinfectant, how do you know when the concentration of germicide in the dialyzer is adequate to disinfect the dialyzer? (V253)

o
Observe that the dialyzer ports are disinfected and capped with new or disinfected caps (V295).

o
Observe the cleaning of the outside of the dialyzer with a low-level disinfectant (V255).

o
Observe the inspection of reprocessing materials, devices awaiting reprocessing, and reprocessed devices.  The storage area should minimize deterioration, contamination, and breakage (V227).

o
Ask how the facility ensures that reused dialyzers are used for the same patient.  Dialyzer labeling is intended to ensure that dialyzers are used only for the same patient and also to provide information essential to reuse procedures.  What system is in place to flag dialyzers of patients with similar last names to alert care givers?  (V234, V235, V236, V237, V262, V266, V267)

E.
Review for Dialyzer Failures.--A dialyzer failure is the unexpected failure of a dialyzer to perform safely and effectively.  Such failures include inadequate clearance or inadequate ultrafiltration performance and blood or dialysate leaks.  Failures include a TCV less than 80 percent of the reference

H-10
Rev. 270 


SURVEY PROCEDURES - END STAGE RENAL DISEASE FACILITIES


TCV and more than a few clotted blood fibers in a dialyzer.  These are outcome measures that should be monitored by the facility (V245, V246, V247, V249, V276, V280, V282).

o
Questions for the Medical Director may include the following:  What parameters has the facility established for dialyzer failures?  How are these parameters measured?  How do you validate that TCV measures efficacy?  How do you assess the adequacy of your dialysis treatments?  How is reuse considered as part of reviewing adequacy of dialysis?  How many pyrogenic episodes were there in your facility during the last year?  How were they investigated?

o
Questions for the reuse technician may include the following:  What is the mean, median, and range of reuses?  How do you know that a dialyzer has failed?  How do you record dialyzer failures?  To whom do you report dialyzer failures?  What do you do with a dialyzer that has failed?  How do you introduce a new dialyzer if one fails?  What do you do if the patient comes in the next day and a new or reprocessed dialyzer isn't ready?

V.
TASK 5-SURVEY OF THE WATER TREATMENT AREA
Water quality is of vital importance to a dialysis facility and to the patient.  The hemodialysis patient's blood can be exposed to toxic contaminants if they are present in the water.  The patient's exposure to water can be through water mixed with dialysate, water mixed with reprocessing germicides, and water flushing out dialyzers.  Contamination of the water system with organic and inorganic chemicals, bacteria, and endotoxins can result in adverse patient reactions, such as hemolysis, bacteremia, pyrogenic reactions (fever, chills, nausea), or death.  Some contaminants can cause chronic health defects (e.g., aluminum) and others can be fatal (e.g., fluoride).

An ESRD facility must monitor the quality of the water used in treatments and monitor the equipment used in water treatment.  The Association for Advanced Medical Instrumentation (AAMI) has published guidelines for water treatment and for reprocessing dialyzers.  The ESRD regulations have incorporated by reference the AAMI recommended guidelines for the reuse of hemodialyzers but not AAMI's guidelines for water treatment.  The regulations require water that is biologically and chemically compatible with acceptable dialysis techniques.  The reuse regulations require that the quality of water used for reprocessing must have less than 200 colony forming units of bacteria per milliliter (cfu/mL) and/or less than one nanogram of bacterial endotoxin per milliliter (ng/mL).

Your assessment of the water treatment system will consist of observations and interviews in the water treatment area at this time (V386, V216).  During your review of operational records, review records of water specimen analysis and equipment maintenance (V217, V218, V252, V253, V254).  Monitoring of patient blood chemistries and symptoms, part of your review of clinical records, will be another way that you will check for the effects of inadequate water treatment (V146, V338, V294).

A.
Water Treatment Area and Equipment.--Inspect the water treatment equipment.

o
Observe the components of the water treatment and distribution system to ensure that they are compatible and will not leach toxic elements.  Copper, zinc, brass, or aluminum components should not be used in the distribution system after the first processing element in the dialysis water treatment system.
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o
Determine that there are no stagnant flow areas in the fluid distribution system that can't be easily sanitized.  Observe that sampling ports are located after each component of the water treatment system.

o
Observe how bicarbonate concentration is prepared and stored.  Are the containers used in the preparation or delivery of bicarbonate concentrate rinsed and completely drained at the end of each day?  Are they disinfected periodically?

B.
Interview the Staff.--Interview the person responsible for water treatment.  Questions to ask include, but are not limited to:

o
The daily start-up procedure:  Who starts the system?  Who tests the water?  How often do you test for chlorine/chloramines?  What are the accepted limits?  What do you do if you exceed those limits?  Do you ever put the water treatment system in by-pass?  Who determines if the system goes into by-pass?  What happens to reuse if this occurs?  Who does this when you are not here?  Determine who is required to start the system and if they have the required information.

o
The local water system:  What contaminants are common in your local water?  Does your local water department require a back flow preventor?  How would your local water department contact you in the event of an emergency or change?

o
The water analysis:  How does the facility test hemodialysis fluids (i.e., water for dialysate, water for reuse, dialysate) for chemical, bacterial, endotoxin concentrations?  How does the medical director document his/her review?  What limits are set up by the facility?  What action is taken if the chemical, bacterial, and/or endotoxin analyses reveal levels of toxins above specified limits?  Where do you document corrective action for results that are not within standards?

Examine the results of water analysis.  If the water microbial assay results do not seem credible (e.g., consistent reports, "no growth"), consult with the off-site laboratory doing the tests.  Check on the culture medium, temperature and time of incubation, and assay procedures.  If appropriate procedures are not followed, the sensitivity of the assay may not be valid.

VI.
TASK 6-SELECTION OF SAMPLES FOR PATIENT INTERVIEWS, PERSONNEL INTERVIEWS, AND RECORD REVIEWS
For patient interviews and record reviews, consider the demographics of patients that the facility serves.  Although it may not be possible to select a statistically valid random sample of patients, it is possible to select a cross section.  Choose a variety of patient interviewees and records.  Try to select patients who are normative.  Factors to consider in the sample selection may be the patient's age, length of time on dialysis, site of dialysis (facility, home, skilled nursing facility), choice of modality (hemodialysis, peritoneal dialysis, pre- or post-transplant), shift and schedule, co-morbid conditions, and degree of medical, nursing, psychosocial (including psychosocial), and nutritional interventions required.  Although you cannot choose specific patients until you arrive at the facility, you can determine which factors you are going to consider prior to the on-site survey.

The sampling process is important.  However, it is not intended to be a  statistically valid random sample.  The sample of interviewees and records should be sufficient to give the surveyor enough information to make required decisions.
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Generally, the core sample for patient interviews should be ten percent (10%) of the patient population, with at least 5 patients interviewed for facilities with a patient population of 50 or under, and a maximum of 15 patients in a facility with more than 150 patients.  However, you may always extend the number of core sample interviews conducted or records reviewed as needed.  Home patients may be interviewed by telephone.

Personnel interviews will include interviews with the person responsible for medical direction, nursing services, nutritional services, and social and rehabilitation services.  If the person responsible for the specific service is not available, a designee may be interviewed.  You also will be interviewing the person responsible for reuse and the person responsible for water treatment.  These individuals may be interviewed early in the survey process.

VII.

TASK 7-INTERVIEWS/OBSERVATIONS OF PATIENTS
This survey protocol includes interviews with selected patients.  The interview should solicit information about the patient's clinical status, about the comprehensive multidisciplinary care received and the patient's satisfaction with it, and about the patient's understanding of the facility's clinical and administrative policies.  Family members of patients may also be able to provide some of this information.  Individual interviews should occur in private, away from other patients and staff to the greatest extent possible.

The interview questions take into account the fact that each ESRD patient is an individual with a unique combination of health factors, co-morbid conditions, goals, and preferred patterns of behavior.  You will want to interview a variety of patients, realizing that some patients have very strong feelings about their disease and treatments and other patients may be very protective about their facility or staff.  Some patients may be concerned about answering questions forthright in front of the staff.  However, an overview of the consensus within the sample selected should provide an accurate overall portrait of the care experienced by the patients in this facility.

A.
Clinical Status.--Interview the patient about his/her clinical status. 

o
Find out if patients are aware of their unique clinical problem areas and the behaviors related to clinical areas.  Questions may include the following:  What things do you need to be careful about because of your renal disease and treatment?  What do you do to manage those areas of your health?  (V330, V334, V339, V424)

o
Elicit information about the efficacy of the dialysis treatments in general, such as:  Do you feel like you need dialysis when you get on the machine?  Ask about emergency dialyses for pulmonary edema, episodes of chills, problems with repair of accesses.  How is your blood pressure controlled during treatment?  How do you feel when you finish your treatment?  Is your weight goal achieved when your treatment is finished?  How are your laboratory values?  Has anyone discussed "adequacy of dialysis" with you?  How would you know if you have had an "adequate" dialysis treatment?  Are you familiar with the terms "Kt/V" or "urea reduction ratio"?  What do they mean to you?  Do you have questions about your dialysis procedure that you are uncertain about?  (V424)
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o
Find out about the patient's specific experience with the individual dialysis treatments.  Do you have any concerns/problems with the needle puncture at your access site?  If you experience clinical symptoms while on dialysis, such as itching, chills, fever, who do you tell?  What happens?  Do you feel safe?  Do you feel well cared for here?  Do you feel that the staff cares about you?  (V423)

o
Find out about the patient's general sense of well-being.  How is your appetite?  Are you losing real weight?  How do you sleep?  How do you feel when you arrive home?  (V423)

B.
Comprehensive Multidisciplinary Care.--Interview the patient about the extent to which he/she receives comprehensive, multidisciplinary care.

o
Ask about the patient-care planning process and the long-term care program.  How does the facility determine your needs?  Which health care professionals participate with you in patient-care planning and long-term care planning?  How often do you meet?  How are you encouraged to develop short-term and long-term goals for yourself?  What are your short-term and long-term goals for yourself?  Has someone talked with you about your suitability for transplantation?  Who?  What did that person say?  Where are you on a list?  (V310, V317, V315)

o
Find out about basic multidisciplinary roles and coverage in the facility.  Who prescribes the type of dialyzer you use?  Who gives you medications?  Who checks your blood pressure?  How frequently?  Who interprets your laboratory work for you?  Who helps you with your nutrition?  Who talks to you about the services which are covered under Medicare?  Who helps you with personal problems like adjusting to your illness, family support, or feelings of depression?  Who talks to you about your rehabilitation possibilities?  About rehabilitation and employment counseling?  Who talks to you about exercise possibilities? (V177, V430)

o
Find out about what happens off site.  Do you discuss things that go wrong at home, such as bleeding from the access site, diarrhea, pain or headaches after dialysis, or depression, with the staff?  Have you ever discussed these things with the staff?  Were people helpful?  How were they helpful?  Do you receive home health care?  If so, is there communication between the home health agency and the ESRD program?  (V175, V176, V424, V430, V446, V448)

o
Find out if care is individualized.  If you wanted to know everything that you could do to be healthy, is there someone who could help you?  (V430)

o
Find out about the numbers of staff.  Do you think that there are enough staff members present to care for you and the other patients safely?  Can you describe any time when you felt that there were not enough staff members present?  (V430)

C.
Understanding of Facility Policies.--Interview the patient about his/her understanding of the facility's clinical and administrative policies.

o
Ask the patient if he/she knows about the facility's grievance mechanism.  Do you know about the facility's grievance mechanism?  Do you feel comfortable with the facility and staff or are you too intimidated to express concerns?  If you had a problem at the facility who would you talk with?  What would you do if the problem wasn't fixed?  Do you know about the network's grievance mechanism?  Have you or anyone you know needed to use the grievance 
H-14
Rev. 270 


SURVEY PROCEDURES - END STAGE RENAL DISEASE FACILITIES


mechanism?  What happened?  If a facility has never received a patient complaint, the grievance procedure may be too confusing or intimidating (V342).

o
Ask the patient about medical emergencies and disasters.  What would you do in case of a medical emergency at the facility?  At home?  What does the facility expect you to do in the case of a fire or other disaster?  (V177, V179, V406)

IX.
TASK 8-INTERVIEWS/OBSERVATIONS OF SELECTED PERSONNEL
Interviews and observations with selected personnel are an important component of this survey protocol.  These interview questions are geared to elicit outcome-Oriented responses.  It is recognized that staff members have important 

contributions to make to the survey process.  It is also recognized that individual staff members, like patients, can be influenced in his/her responses by personal feelings and relationships.

The challenge for ESRD personnel is to collectively provide treatment to patients that they want, that can maintain or improve their health and that is as error-free as possible.  Caring for the ESRD patient includes offering medical, nursing, technical, nutritional, and social and rehabilitative services.  Teams of caregivers make coordinated care possible.  Staff members will bring different knowledge and experience to the treatment team.  Collectively, the team of health-care providers should offer comprehensive, multidisciplinary care.  As a surveyor, you want to determine how aggressively the facility tries to find out what their patients need and want and how they deliver it, assess it, and change it as needed.  You will want to determine how they manage multiple, sometimes conflicting, priorities.

A.
Role Coverage and Multidisciplinary Relationships.--Interview a person responsible for medical direction, for nursing services, for nutritional services, and for social and rehabilitative services (V420, V430, V440).

o
Find out about roles.  What is your job?  What are the roles of others, e.g., the dietitian and the social worker?  How would you expand your role if you had more time and money?  What evidence is there that:  the nursing needs of the patients are being met?

--
The nutritional needs of the patients are being met?  that the social service needs of the patients are being met?  

--
How do you measure and prescribe an "adequate" dialysis? 

o
Find out about interdisciplinary relationships.  How do you communicate with other team members?  How do you communicate with the Medical Director?  What meetings do you have together?  What evidence is there that the care of the patient is truly interdisciplinary?  

B.
Training and Supervision.--Interview nursing and technical staff about training and supervision.  What training do you have to do your job?  What qualifications are required for someone to do your job?  Who answers questions and provides direction when you need it?  How is continued proficiency demonstrated and documented on a continuing basis?  How is the staff credentialed on an ongoing basis?  How do you participate in quality assurance/improvement programs in the facility?  How does the facility's training program relate to the quality assurance program? (V149, V154, V402)
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C.
Administrative Support.--Interview the staff about administrative areas.  How do you feel about the staff-to-patient ratios?  What do you do when someone calls in sick?  How do you feel about the physical environment at your facility?  What health exams do you have in relation to your job?  What grievance mechanism is available for the staff? (V147, V153)

IX.
TASK 9-REVIEW OF CLINICAL RECORDS
Review the records for the sample of selected patients.  These patients should be interviewed, if possible.  You should review the prescriptions for dialysis, the long-term programs and patient care plans, and the treatment records.  You may review as many records as you find necessary to make determinations about compliance.

The facility should use documentation of the patient's treatment in a variety of ways, including as a diagnostic and communication tool for the team, as a 

basis for the prescription for therapy, and as a record of and a stimulus for quality assurance activities.

A.
Dialysis Prescriptions.--Review the records to determine if dialysis prescriptions are individualized.  What does the facility target as a measure of adequate dialysis?  Is there an individual prescription for dialysis for each patient?  Is the provided treatment the same as the treatment prescribed?  Are the dialyzer, blood flow rate, time, and target weight listed on the treatment provided as ordered?  If the treatment does not allow attainment of the adequacy target, is an action taken such as a change of blood flow, a different size dialyzer, or a different amount of time on dialysis?  Is the vascular access evaluated? (V177, V393)

B.
Long Term Programs and Patient Care Plans.--Review the long-term care plans and patient care plans.  How are the long term programs and patient care plans individualized for each patient?  How do the care plans incorporate the records of the different disciplines?  How does the care plan reflect an assessment of patient's needs?  How does the care plan reflect changes in patient's needs?  How does the long-term program reflect an assessment of the patient's preferences for a suitable modality (transplant, hemodialysis peritoneal dialysis) and a suitable setting (home, facility)?  How does the transplant surgeon participate in the development of the long-term care program?  (V310, V312, V317, V313, V314, V315, V318, V319, V321)

C.
Treatment Records.--Review the patient's treatment records.  How do the daily treatment records note times on/off dialysis, predialysis safety checks, vital signs-monitoring during dialysis, medication administration, and notations of adverse reactions?  Do the progress notes provide an accurate picture of the progress of the patient and changes in patient status, plans, and results of changes in treatment regimen, diagnostic testing, consultations, or unusual events?  Is dry weight consistently achieved?  Are laboratory results documented?  How do the records show that someone has reviewed, analyzed, and responded to the results of the laboratory reports?  Do the nursing or medical notes show that someone responded to unexpected laboratory  results?  Does the record include an admission history and current physician's orders?  How does the physician update the record for prescriptions and medications?  Is there documentation indicating that patients have completed their consent for treatment forms and have received their rights and responsibilities' and grievance procedures' documents?  (V351, V367).
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X.
TASK 10-REVIEW OF THE QUALITY ASSURANCE/IMPROVEMENT PROGRAM
Quality assurance (QA) in renal care covers a wide range of areas and applications.  Some of these include:  monitoring appropriateness and outcomes of therapy, assessing patient satisfaction, credentialing staff, measuring mortality and morbidity with the subsequent implementation of potential solutions, and monitoring of technical and clinical processes with suitable modifications when standards are not met.

The regulations define a broad quality assurance/quality control program which is required for each facility that reuses dialyzers.  The regulations also address monitoring accident and incident reports in the facility.  Review the quality assurance records in the facility.  (V146, V388, V294)

A.
Interview Staff.--Find out from the staff about the quality improvement program in the facility.  How does the quality improvement program operate?  How are quality improvement decisions made?  What aspects of care does the facility monitor in its quality improvement program?  What flags are used by the facility personnel to detect deteriorating clinical status in the 

patients?  How are unexplained changes in serum creatinine or albumin recorded and investigated?  What evidence is there that the facility has instituted a practical process for quality assurance/improvement in the facility, and not simply a program to correct problems when they are detected?

B.
Review Records.--Review records and logs to ensure that the facility has a comprehensive quality assurance recordkeeping system.  Where are incident and accident reports maintained?  How are patient and staff complaints recorded?  How are infections monitored?  Where are equipment failures reported?  Who reviews?  How often?  Do minutes of the QA committee regularly exist?  Do records of formal QA activities exist?  Does reuse QA comply with AAMI standards?

XI.
TASK 11-REVIEW OF OPERATIONAL LOGS
Ensure that operational logs are kept and reviewed.  These operational logs should include records for the dialysate delivery and blood circuit system; records for reprocessing; and record for the water treatment system and water quality.  These logs may be reviewed when convenient. (V383, V222, V223, V224, V225, V386)

A.
Delivery and Circulation System.--Review logs for monitoring, preventive maintenance and repair, and review of system.  What logs are kept for the dialysate delivery and blood circuit system?  Who reviews the logs?  How often?  Does the monitoring comply with manufacturer's instructions? (V383)

B.
Reprocessing.--Review the reuse records for documentation regarding rinsing and cleaning, testing, and disinfecting.  Does the facility have either (1) operating manuals for automated reprocessing equipment, or (2) complete process protocols developed by the facility for manual reprocessing equipment?  Does the facility maintain records that can determine how each dialyzer was reprocessed?  Who performed the procedure?  When was the dialyzer reprocessed?  Are dialyzers tested for performance?  What test results are achieved?  What do logs of discarded dialyzers reveal as the reasons for discard?  Are these records accurately and completely maintained? (V222, V223, V224, V225)

C.
Water Treatment.--Review records of water specimens analysis and equipment maintenance.  What documentation does the facility have for maintenance, calibration checks, and testing of the water treatment system?  What tests are done daily or prior to each patient shift?  What records does the facility maintain for disinfection and for test results of disinfection? (V386)
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XII.

TASK 12-REVIEW OF PERSONNEL RECORDS
Review the personnel records.  Record review will include a review of current licensure records, as well as health and training records for the staff.  Do the staff meet applicable Federal, State, and local regulatory requirements?  What is the incidence of hepatitis B conversion among the staff?  What measures are taken to prevent and control the transmission of infection among staff?  What orientation and in-service training is available for the staff? (V103, V144, V145, V147, V141)

XIII.
TASK 13-REVIEW OF AFFILIATIONS
Note that the facility participates with outside organizations, as required and appropriate.  Does the facility participate with the ESRD Network?  Does the facility participate with a transplant organ registry?  Are the Food and Drug Administration and manufacturers notified if patient reactions or technical problems appear to be associated with any commercially-obtained device? (V115, V455, V104)

XIV.
TASK 14-ASSESSMENT OF SPECIAL SITUATIONS
Some facilities will have special situations that require special survey assessments.  These special situations include responsibility for home patients, responsibility for nursing home patients, and responsibility for pediatric patients.

A.
Home Patients and Nursing Home Patients.--Review the records of patients who dialyze off-site for whom the facility is responsible.  Home visits may be done if in the surveyor's opinion, they are needed.  Home visits may be needed if you find poor outcomes, an absence of necessary information on home patients, or complaints (V368, V449, V450, V451, V452, V453, V454).

o
Review the records of home dialysis patients.  How are records kept for home dialysis patients?  Who reviews these records?  How are social and dietary services provided to home patients?

o
Review the records of nursing home patients.  How are records kept for patients who dialyze in a nursing home?  Who dialyzes the patient?  How are the nursing home staff involved with the dialysis procedure?  How are equipment emergencies handled?  How are clinical emergencies handled?  How is infection control handled?  How is water tested and treated?  Who is trained and by whom?  How do ESRD and nursing home providers interact?

B.
Pediatric Patient.--Review the records of pediatric patients to make sure that their special needs are acknowledged.  It is especially important that the facility track the cognitive development of pediatric patients and closely monitor and respond to their unique medical, nursing, nutritional, and developmental, educational and psychosocial needs (V440).

XV.

TASK 15-BEHAVIOR AT THE END OF THE SURVEY:  EXIT CONFERENCE
Prior to the exit conference, come to an agreed judgement on the severity of the deficiencies and whether their number, character, and combination interfere with the delivery of adequate care, and create hazards to patients' health and safety.

The general objective of the exit conference is to communicate informally with the facility representative about your preliminary observations and findings at the end of the survey.  You may either describe to the facility the requirements that you tentatively have decided are not in compliance and the
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findings that substantiate the deficiencies, or you may inform the facility that requirements appear to be met based upon a preliminary analysis of the findings of the BASIC SURVEY protocol.  

Although it is a general policy to conduct an exit conference, there are situations that justify your refusal to conduct or to continue an exit conference.  For example, you may refuse to continue a conference if an attorney attempts to turn an exit conference into an evidentiary hearing or if a person creates an environment that is hostile, overly intimidating, or inconsistent with the informal and preliminary nature of an exit conference.

When you have completed the exit conference, tell the facility representative that a formal statement of deficiencies (if any) will be mailed.  If you have identified an immediate and serious threat to patient health and safety, explain the significance of finding(s) and the need for immediate corrective action.  If other deficiencies are found, explain the due date for submitting a plan of correction.  Make it clear that only compliance will stop an adverse action.

In an initial survey, tell the supplier to expect notification of initial approval or denial of Medicare participation from the RO.  Explain that the RO establishes the effective date of participation and notifies the supplier in writing, and that Medicare payment will not be made before the effective date.

Use The Principles of Documentation as your guide in writing your statement of deficiencies.


Part III

THE SUPPLEMENTAL SURVEY PROTOCOL
THE SUPPLEMENTAL SURVEY PROTOCOL
A SUPPLEMENTAL SURVEY protocol is initiated when Condition-level (or suspected Condition-level) problems are noted while conducting the BASIC SURVEY.  The SUPPLEMENTAL SURVEY protocol is used to identify  underlying problems or structural weaknesses in the operation of the dialysis facility that has or could produce Condition-level deficiencies.  The SUPPLEMENTAL SURVEY is organized around Conditions for Coverage of each respective area covered in the outcome-oriented BASIC SURVEY.  The SUPPLEMENTAL SURVEY can be used in whole or in part to augment the BASIC SURVEY.

Do not be constrained by the suggestions that certain Conditions be reviewed.  If different Conditions apply, then exercise professional judgement in deciding to review them.  View the SUPPLEMENTAL SURVEY as an extension of the BASIC SURVEY.  This extension can be used in whole or in part to complete a survey.

THE COMPONENTS OF THE SUPPLEMENTAL SURVEY
Task 1
Tour for Observations.

Task 2
Survey of the Reuse Area.

Task 3
Survey of the Water Treatment Area.
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Task 4
Interviews/Observations of Patients.

Task 5
Interviews/Observations of Personnel.

Task 6
Review of Clinical Records.

Task 7
Review of Quality Assurance/Improvement Records.

Task 8
Review of Operational Logs.

Task 9
Review of Personnel Records.

Task 10
Review of Affiliations.

Task 11
Assessment of Special Situations.

I.
TASK 1-TOUR FOR OBSERVATIONS

A.
Cleanliness and Infection Control.--If you find problems in the areas of sanitation or infection control, review the policies and procedures regarding sanitation and infection control and prevention.  Consider looking further into the following Conditions for Coverage.

o
Governing body and management (V111).--Review the personnel policies and procedures, the staff training, and the trainee supervision as related to sanitation and infection control.  How do the policies and procedures ensure a sanitary and safe environment?  How does the facility routinely test for hepatitis and other infectious diseases?  How does the facility ensure that the staff are adequately trained in infection control and prevention?  What supervision and oversight is provided for staff to ensure that the policies and procedures for sanitation and infection control are followed?

o
Physical environment (V380).--Ascertain if the facility is equipped and maintained to provide a sanitary and safe environment for patients and staff.  How are infections and infection rates in the facility monitored and reported?  How does the facility ensure that universal precautions for infection control are followed?  How does the facility prevent cross contamination between areas that need to be segregated?  How are waste storage and disposal handled?  How is the temperature and ventilation in the facility monitored?

o
Medical director (V420).--Determine how the medical director provides supervision for the training of the staff and for the development and availability of a patient care policy and procedures manual and its implementation.  How does the medical director ensure adequate training of the staff in sanitation and infection control?  How does the medical director monitor the development, availability, and implementation of policies and procedures regarding cleanliness and infection control?

B.
Safety and Emergency Preparedness.--If you find problems in the areas of safety and emergency preparedness, review the policies and procedures related to this area.  Consider looking further into the following Conditions for Coverage.

o
Governing body and management (V110).--Note that the governing body is responsible for the maintenance and implementation of policies and procedures that ensure a safe environment for patients and staff.  How does the 
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governing body ensure that the facility is a safe place to dialyze and that the patients, staff, and equipment are prepared for emergencies?  How does the governing body ensure that there is always available medical care for emergencies, 24 hours a day, 7 days a week?

o
Physical environment (V380).--Note that the physical environment is safe for patients, staff, and the public.  How does the facility ensure that fire regulations and fire management procedures are followed properly?  How does the facility ensure that all electrical and other equipment is free of defects?  How does the facility annually review and test the emergency procedures for fire, natural disasters, and equipment failure?  How are these procedures updated and revised?  How does the facility guarantee that personnel are knowledgeable and trained in their respective roles in emergency situation?  How does the facility ensure the surveillance of patients for safety while they are receiving dialysis treatments?

C.
Patient Treatment Area Set-Up.--If you find problems in the patient treatment set-up area, review the treatment progress notes.  Consider looking further into the following Conditions for Coverage.

o
Governing body and management (V110).--Note that the governing body needs to ensure that there are policies and procedures to ensure a safe and sanitary environment.  How does the governing body ensure that the patient treatment area is safe and sanitary?

o
Medical records (V350).--Review the medical records to ensure that the medical records are maintained in accordance with accepted professional standards and practices.  How does the facility ensure that medical record entries concerning observations and treatment progress notes are appropriately documented, completed, and maintained?

o
Physical environment (V380).--Observe if the physical environment at the patient treatment area is safe and functional.  How is the patient treatment area set up to ensure a safe and functional environment for the dialysis treatments?

D.
Patient/Staff Coverage and Relationships.--If you find problems in the coverage and relationships of patients and staff, review the staffing logs and patient/staff schedules.  Consider looking further into the following Conditions for Coverage.

o
Patient's rights and responsibilities (V330).--Review the policies and procedures regarding the treatment of patients.  How are the facility policies and procedures operationalized to ensure that patients are treated with respect, dignity, and recognition of their individual needs?

o
Staff (V430).--Review the staffing patterns.  How do the staffing patterns developed by the facility guarantee that properly trained personnel are present in adequate numbers to meet the needs of the patients, including those arising from medical and nonmedical emergencies?  How do the staffing patterns ensure that one currently licensed health professional experienced in rendering ESRD care is on duty whenever dialysis is in progress to oversee ESRD patient care?

II.
TASK 2-SURVEY OF THE REUSE AREA
If you find problems with the reprocessing of dialyzers and other dialysis supplies, review policies and procedures on reuse.  Consider looking further into the following Conditions of Coverage.
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o
Governing body and management (V110).--Note that the governing body needs to ensure that there are policies and procedures to ensure proper reprocessing.  How does the governing body monitor reuse?

o
Medical director (V420).--Is the Medical Director aware of reuse practices and procedure?

o
Reuse (V200).--How does the facility comply with the standards from the AAMI recommended practice for the reuse of hemodialyzers?

III.

TASK 3-SURVEY OF THE WATER TREATMENT AREA

A.
Water Treatment Area and Equipment.--If you find problems in the water treatment area or with the water treatment equipment, review policies and procedures on water treatment systems and equipment maintenance.  Consider looking further into the following Conditions for Coverage:

o
Physical environment (V380).--How does the facility ensure that the water used for dialysis treatments is biologically and chemically 

acceptable?  What test results and equipment maintenance schedules are maintained?

o
Reuse (V200).--How does the facility meet the water treatment standards that are a part of the Association for the Advancement of Medical Instrumentation guidelines on the Recommended Practice for the Reuse of Hemodialyzers?

B.
Interview of the Person Responsible for Water Treatment.--If you find problems during your interview with the person responsible for water treatment, look further into the same Conditions for Coverage listed under Water Treatment Area and Equipment.

V.
TASK 4 INTERVIEWS/OBSERVATIONS OF PATIENTS
A.
Clinical Status of Patients.--If you find problems in the area of clinical care of patients, review the structure of the medical records and quality assurance systems and review the policies on the dialysis prescription.  Refer to Task 6 of the Basic Survey when selecting a sample for patient interviews.  Consider looking further into the following Conditions for Coverage.

o
Patient's rights and responsibilities (V330).--How does the facility ensure that patients are fully informed about their medical condition and treatment?  How does the facility monitor that extent to which the patient is informed?  How is this documented in the patient's clinical record?

o
Medical director (V420).--How does the medical director ensure that each patient receives an adequate dialysis?  What standards does the medical director use to prescribe dialysis treatments?  When and how does the medical director adjust an individual patient's dialysis prescription?  How is the medical director alerted to clinical symptoms that a patient is having while on dialysis?  Who monitors laboratory values?  How/when is the medical director informed of laboratory values?  How/when is the medical director notified of treatment outcomes inconsistent with those intended?

B.  Comprehensive Interdisciplinary Care.--If you find problems in the area of comprehensive, interdisciplinary care, review staffing credentials and patterns.  Consider looking further into the following Conditions for Coverage.
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o
Patient long-term program and patient care plan (V310).--How do the members of the professional team participate in the collaborative development of a long-term program and care plan for each patient?  How is the patient involved in the development of his/her long-term program and care plan?

o
Staff (V430).--Review staffing patterns.  How does the facility determine the adequate number of trained personnel who are required to meet the needs of the patients.  How does the facility determine that the staff have appropriate training and licensure?

o
Minimal service requirements (V440).--Review documentation of social and nutritional services provided.  How does the facility ensure that adequate dialysis services are being provided?  How does the facility ensure that adequate laboratory, social, and nutritional services are provided to the patient?

C.
Understanding of Facility Policies.--If the patients do not understand the facility's clinical and administrative policies, review the documents related to patient's rights.  Consider looking further into the following Conditions for Coverage.

o
Governing body and management (V110).--How does the facility ensure that the patient care policies cover the care of patients in medical and other emergencies?  How does the governing body inform patients about the patient-related policies and procedures of the facility?

o
Patients rights and responsibilities (V330).--Review documentation in patient records related to rights and responsibilities.  How does the facility ensure that patients are informed of their rights?  How does the facility educate patients about services available to them within the facility?  What are the facility's policies and procedures about grievances?  How are grievances investigated and addressed within the facility?

V.
TASK 5-INTERVIEWS/OBSERVATIONS OF PERSONNEL
A.
Role Coverage and Interdisciplinary Relationships.--If you find gaps in staff/role coverage, review staffing credentials, schedules, and patterns.  Refer to Task 6 of the Basic Survey when selecting a sample for personnel interviews.  Consider looking further into the following Conditions for Coverage.

o
Staff (V430).--Review staffing patterns.  How does the facility ensure that properly trained personnel are present in adequate numbers to meet the needs of the patients?  How does the facility guarantee that the staff are appropriately trained and licensed?

o
Minimal service requirements (V440).--Review documentation of these services.  How does the facility ensure that it is providing adequate social services and nutritional services to meet the needs of the patients?

B.
Training and Supervision.--If you find problems in training and supervision, review training documents.  Consider looking further into the following Conditions for Coverage.

o
Governing body (V110).--Review training documents.  How does the facility ensure that the staff are adequately trained?  How does the facility

ensure that all of the staff participate in educational programs on a regular basis?  What is the staff supervisory structure?  Who supervises trainees?
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o
Medical director (V420).--How does the medical director ensure adequate training in dialysis techniques?

C.
Administrative Support.--If you find problems with administrative support, review personnel policies and procedures.  Consider looking further into the following Conditions of Coverage.

o
Governing body and management (V110).--Review personnel policies and procedures.  Do the personnel policies and procedures support sound patient care and promote good personnel practices?  Does the Chief Executive Officer (CEO) devote sufficient time to the oversight of the facility?

VII.
TASK 6 REVIEW OF CLINICAL RECORDS
A.
Dialysis Prescriptions.--If you find problems with the individualized dialysis prescriptions, review policies on prescriptive dialysis.  Refer to Task 6 of the Basic Survey when selecting a sample for records review.  Consider looking further into the following Conditions of Coverage.

o
Governing body and management (V110).--How does the facility  ensure that the physician responsible for the patient's medical supervision evaluates the patient's immediate and long-term needs and prescribes care?

o
Physical environment (V380).--How does a facility ensure that there are sufficient individual delivery systems for the treatment of any patient requiring special dialysis solutions?  If a facility only has a central batch delivery system, what agreements or arrangements does it have for the provision of individualized dialysis treatments?

o
Director (V420).--How does the director or director-designate ensure adequate monitoring of the patient and the dialysis process?  How does he/she ensure that each patient's dialysis prescription is individualized?

B.
Long-Term Programs and Patient Care Plans.--If there are problems with the long-term program or the patient care plan, review the philosophy and process governing the long-term program development.  Consider looking further into the following Condition of Coverage.

o
Long-term program and patient care plan (V310).--How does the facility ensure that each patient participates in the development and renewal of his/her long-term program and patient care plan?  How does the facility ensure that these programs and plans are interdisciplinary?

C.
Treatment Records.--If there are problems with the treatment records,  review the policies and procedures on medical records.  Consider looking further into the following Condition of Coverage.

o
Medical records (V350).--How are the medical records of the facility organized?  How does the facility ensure that these records are accurate and complete?  Are the records readily available for recording and retrieval?  Who supervises the medical record system?  Who ensures that records and reports are reviewed appropriately?

VII.

TASK 7-REVIEW OF QUALITY ASSURANCE/IMPROVEMENT RECORDS

If you find deficiencies in a facility's quality assurance program, review the policies and procedures on quality assurance, review by-laws, minutes of the governing body, and organizational charts to track responsibilities for quality improvement activities.
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o
Governing body and management (V110).--How does the facility ensure that reports of incidents and accidents are maintained and reviewed periodically?  What policies address quality improvement goals?

o
Reuse (V200).--If the facility is reprocessing disposables, how does the facility maintain reports for its quality assurance and quality control activities?  How and within what timeframes does the facility produce and analyze trends?  How are reports distributed, reviewed, and used as documents for problem solving?

VIII.  
TASK 8-REVIEW OF OPERATIONAL LOGS
If you find problems in the areas of preventive maintenance or repair of equipment, review policies and procedures on maintenance and repair of equipment.  Consider looking further into the following Conditions of Coverage.

o
Physical environment (V380).--What is the program for preventive maintenance of equipment?  What equipment is included in the preventive maintenance plans?  How does the facility guarantee that all equipment is safe?  Who is in charge of fixing equipment that needs repair?

o
Reuse (V200).--What is the program for preventive maintenance of the reuse equipment?  Who monitors the equipment maintenance and the repair of the equipment used in reuse?

IX.

TASK 9-REVIEW OF PERSONNEL RECORDS
If you find personnel problems during your survey, review job descriptions, staff licenses, and personnel policies on health and training.  Consider looking further into the following Conditions of Coverage.

o
Governing body and management (V110).--How does the facility ensure that the personnel receive appropriate health monitoring and clinical supervision and ongoing training?

o
Staff (V430).--How does the facility determine the adequate number of trained personnel who are required to meet the needs of the patients?  How does the facility determine that the staff have appropriate training and licensure?

o
Minimal service requirements (V440).--How does the facility ensure that adequate dialysis services are being provided?  How does the facility ensure that adequate laboratory, social, and nutritional services are provided to the patient?

X.
TASK 10-REVIEW OF AFFILIATIONS
If you find problems in the area of responsibilities to organizations outside of the facility, such as an ESRD Network organization or an organ procurement organization, review policies and documents related to responsibilities to organizations outside of the facility.  Consider looking further into the following Conditions of Coverage.

o
Governing body and management (V110).--How does the facility ensure appropriate involvement with organizations outside of the facility?

o
Minimal service requirements (V440).--How does the facility  participate in a patient registry program with an organ procurement organization?
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o
Compliance with other laws (V100).--How does the facility enforce other Federal, State, and local laws?

XI.
TASK 11-ASSESSMENT OF SPECIAL SITUATIONS
If you find problems in the manner in which special situations are managed, review appropriate policies and medical records.  Consider looking further into the following Conditions of Coverage.

o
Medical director (V420).--Review  the policies and the job description/contract which address the responsibilities of the Medical Director.  Review medical records for evidence of the Medical Director's involvement in monitoring patients and the dialysis process.  In facilities which provide service to patients of multiple physicians, the medical director's oversight should be reflected in facility administrative records, such as minutes of governing body activities and quality assurance.  How does the Medical Director monitor dialysis patients and the dialysis process?  How does the Medical Director monitor self dialysis patients?  How does the Medical Director monitor staff physicians?

o
Minimal service requirements (V440).--How does the facility provide adequate laboratory, social, and dietetic services to meet the individual patient needs?  How does the facility provide support services for self dialysis?  A renal dialysis center which treats pediatric patients must comply with appropriate requirements for disabled children under title V of the Act.  How does the center comply with requirements under title V?


Part IV

THE INITIAL SURVEY PROTOCOL
THE INITIAL SURVEY PROTOCOL
The initial survey protocol is used for first surveys for new ESRD suppliers.  This survey protocol can also be used for facilities that are changing ownership, management, location, or services.  During the initial survey, many policies and procedures will be reviewed that you will not need to review again.  These policies and procedures should ensure that the facility meets the basic safety and health standards of the regulations. 

This survey emphasizes reviewing documents and protocols, observing the site, and interviewing staff.  Patient interviews are a minor part of this survey protocol because there are usually only a few patients, and they will not have a history with a new facility.  

THE COMPONENTS OF THE INITIAL SURVEY
Task 1
Tour for observations

Task 2
Record reviews

Task 3
Interviews

I.
TASK 1-TOUR FOR OBSERVATIONS
Conduct the observational tour to make assessments about the physical layout of the facility.  Determine if the physical layout is designed with consideration of infection control, safety, and emergency preparedness.
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Observe the locations of the sinks and waste containers.  Are paper towel holders, soap dispensers, and trash cans placed appropriately around the sinks?  If hepatitis B-infected patients will be treated in the facility, observe how cross-contamination will be prevented. (V110, V380)

Note the area of patient treatment.  Is there adequate space between patient chairs to provide emergency care in the event of an emergency, such as a drop in blood pressure, nausea, and/or vomiting.  What emergency equipment is available in the unit?  Note the patient reception/waiting area.  Is there adequate space for wheel chair storage?  Are patient restrooms available, clean, and handicapped-accessible?  Is there a call system or other mechanism in the patient restroom to allow needed help to be summoned? (V110, V380)  

Observe the reuse area if the facility will practice reuse.  Observe the ventilation system.  Note the storage areas for reprocessing materials, devices awaiting reprocessing, and reprocessed devices.  Determine if the storage area minimizes deterioration, contamination, and breakage.  Observe that durable gloves, eye protection, and protective clothing are available for use during reprocessing.  Determine if an eye wash station, a respirator, and spill kit materials are available for use if needed.  After the facility has been operational for several months, schedule a full reuse survey. (V200)

Observe the water treatment area.  Observe the components of the water treatment and distribution system to ensure that they are compatible and will not leach toxic elements.  Copper, zinc, brass, or aluminum components should not be used.  Determine by observation and interview that there are no stagnant flow areas in the fluid distribution system that can't be easily sanitized.  Observe that sampling ports are located after each component of the water treatment system.  Observe where the bicarbonate concentrate is prepared and stored. (V380)

II.
TASK 2-RECORD REVIEWS
Find out about the record-keeping system.  How are the records organized?  What policies have been established for charting and review?  If the facility will be doing home training, how will records be maintained for the home patients? (V368, V451)

Review records and documents in the following areas:

o
Cleanliness and Infection Control.--Review the policies and procedures regarding sanitation and infection control and prevention.  How is a safe and sanitary environment ensured? (V110, V380)

o
Safety and Emergency Preparedness.--Review the policies and procedures on safety and emergency preparedness.  Does the facility have appropriate disaster and emergency plans for fire, equipment failure, and natural disaster? (V110, V380)

o
Dialyzer Reuse.--Review policies and procedures for the reprocessing of hemodialyzers.  What equipment and disinfectant has the facility selected if dialyzers are going to be reprocessed?  How will the facility meet manufacturers' guidelines in its reprocessing?  What parameters have been established for reprocessing? (V200)

o
Water and Dialysate Treatment.--Review the policies and procedures on water treatment systems and equipment maintenance.  How will the facility ensure that the water will be biologically and chemically acceptable?  What 
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test results and equipment maintenance schedules will be maintained?  Review initial water testing results for compliance with regulatory requirements. (V380)

o
Clinical Records.--Review the policies and procedures on clinical records, the dialysis prescription, and the care planning process.  Find out how the records are organized, used, and stored.  How will the facility ensure that these records are accurate and complete?  Will the records be readily available for recording and retrieval?  Who supervises the medical record system?  Who will ensure that the records are reviewed appropriately? (V350)

How is the patient's dialysis prescription determined, recorded, and reviewed?  How will the patient and the multidisciplinary team participate in the care planning process, and how will team planning be recorded? (V110, V310, V420)

Where will data be recorded regarding fevers and chills, hospitalizations, device reactions, blood reactions?  How and where will unusual incidents, medication errors, and patient grievances be recorded?  How will appropriate agencies be notified? (V100, V110, V330)

o
Quality Assurance/Improvement Records.--Review the policies and procedures on quality assurance/improvement.  Review by-laws and organizational charts to track responsibilities for quality improvement activities.  What quality assurance program has the facility established?  How will the facility ensure that reports of incidents and accidents are maintained, reviewed, and acted upon? (V110, V200)

o
Operational Logs.--Review the policies and procedures on maintenance and repair of equipment.  Review records of the installation and calibration of dialysis equipment and automated reuse equipment.  What equipment is included in the preventive maintenance plans?  Who monitors equipment maintenance and the repair of equipment? (V380, V200)

o
Personnel Records and Staffing.--Review job descriptions, staff schedules, staff licenses and credentials, employment contracts, staffing and supervision policies, and personnel policies on health and training.  How did the facility determine the qualifications of their initial staff members?  What orientation to this new facility has been provided?  How does the facility determine that the staff have appropriate education and licensure?  How does the facility ensure that personnel receive appropriate clinical supervision, health monitoring, and ongoing training?  How does the facility ensure that adequate laboratory, social, and nutritional services are provided to the patient?  Review planned staffing schedules to ensure that adequate coverage for the planned census of patients will be available (V110, V430, V440).

o
Affiliation Agreements.--Review policies and documents related to responsibilities to organizations outside of the facility, such as the ESRD Network organization and the organ procurement organization in the area (V110, V440). 

III.
  TASK 3-INTERVIEWS 
Conduct interviews with the Medical Director, as well as other key staff persons, including nurses and technicians.

A.
Interview with Reuse Technician.--Determine if the personnel involved in reprocessing exhibit that they have adequate training and/or experience to perform the assigned tasks (V200, V430).
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o
Ask the technician to describe the reprocessing procedures for dialyzers.

o
Ask the technician some general questions regarding reuse.  How long is the disinfectant stable after it is mixed?  Once a dialyzer is reprocessed, how long can it remain on the shelf before being used?

o
Ask the technician to describe his/her behavior if it is apparent that he/she cannot perform tasks or procedures properly.  What would you do if you ran out of disinfectant?  What would you do if the concentration of disinfectant in dialyzers after storage is too low?  What would you do if you don't have enough room in the storage area?  What would you do if you noticed that the port caps had popped off of the reprocessed dialyzer during storage?

o
Ask the technician about records.  Where do you record the date of each reprocessing step?  Where do you record the results of testing device performance and safety?

o
Ask the technician to describe the risks and actions associated with the toxic substances used in reprocessing.  What toxic substances do you work with?  What protective clothing do you wear and why?  What would you do in the event of a large/small spill of toxic substances?  Which personnel are aware of the risks and actions necessary in the handling of toxic substances?  

o
Ask the technician to describe the storage and handling of reprocessing chemicals.  Where do you store the reuse chemicals?  Are there certain temperatures which must be maintained in the storage area?

o
Ask the technician about environmental safety.  How do you ensure that toxic vapors from disinfectants are monitored as necessary?  What steps are taken if the staff complains of discomfort from vapors?

B.
Interview with Water Treatment Personnel.--Determine how the person in charge of water treatment functions (V380, V430).

o
Ask about the daily start-up system.  Who starts the system?  Who tests the water?  When do you test for chlorine/chloramines?  What are the accepted limits?  What do you do if you exceed those limits?  Do you ever put the water treatment system in by-pass?  Who determines if the system goes into by-pass?  What happens to reuse if this occurs?

o
Ask about the local water system.  What contaminants are common in your local water?  Does your local water department require a back flow preventor?  How would your local water department contact you in the event of an emergency or change?

o
Ask about water analysis.  How does the facility test hemodialysis fluids (water, dialysate) for chemical, bacterial, and endotoxin concentrations?  How often will each test be done?  How does the medical director document his/her review?  What action will be taken if the chemical analysis reveals levels of toxins above AAMI specified limits?

C.
Interview with Patient Care/Nursing Staff.--Determine if the personnel involved in patient care/nursing care exhibit that they have adequate training and/or experience to perform the assigned tasks.

o
Ask the nurse what the facility will do to prevent and control the spread of infections.  What are the facility's policies and procedures 

Rev. 270 
H-29


SURVEY PROCEDURES - END STAGE RENAL DISEASE FACILITIES


regarding hepatitis testing and control among patients and staff?  How does the staff collect and dispose of waste?  How does the staff dispose of needles?  When and where is protective clothing worn?  Where is protective clothing stored during breaks? (V110, V380)

o
Ask the nurse about hazards and emergencies.  Ask for a demonstration of the use of emergency equipment.  What would you do if you observed a hazard or unsafe condition in the facility?  What action would be taken if two patients (in proximate time) displayed serious unexplained symptoms?  How would you evacuate patients? (V110, V380)

o
Ask about nursing coverage.  How will the facility ensure that there is sufficient staff coverage?  How will the facility ensure that there is at least one licensed health professional present during dialysis treatments?  How will the facility ensure that health professionals have credentials and authority to institute required emergency treatment procedures, such as changing a clotted dialyzer, administering intravenous medications or physicians orders, or conducting cardiac-pulmonary resuscitation?  What actions will be taken when sick calls occur? (V110, V430)

o
Ask about patient treatment.  How are patients informed about their medical condition and treatment?  How will patients be involved in the development of their long-term program and care plan?  What provisions are made to ensure that patients are treated with respect and dignity?  What orientation did patients receive regarding this new facility? (V310, V330)

o
Ask about recording and assessing care.  How are the records organized?  What is recorded on a routine basis?  How often?  How do you know that medical records and laboratory reports are reviewed appropriately?  What quality assurance/quality improvement system will the facility use?  How do you ensure that care is assessed, problems are addressed, and improvements are made on a continual basis? (V110, V350)

D.
Interview with the Medical Director.--Determine what medical direction is provided to the facility.

o
Ask about monitoring care.  How will medical coverage be

provided to the patients?  By whom?  Where?  How often?  How will you supervise the medical staff? (V420)

o
Ask about adequate treatment.  How do you ensure that each patient receives an adequate dialysis?  What standards do you use to prescribe dialysis treatments?  How are you alerted to problems that a patient is having while on dialysis?  When and how do you adjust an individual patient's dialysis prescription?  How/when are you informed of laboratory values? (V1000, V3000, V420)

o
Ask about training.  How have you ensured adequate training of the staff in dialysis techniques?  How have you participated in the training of staff/patients?  What do you have planned for continuing education for the staff of this unit? (V110, V420)

o
Ask about recording and assessing care.  What system of recording is used by the physician staff?  How do you ensure that care is assessed, problems are addressed, and improvements are made on a continual basis? (V110, V350, V420)

H-30
Rev. 270


SURVEY PROCEDURES - END STAGE RENAL DISEASE FACILITIES


E.
Interview with Administrative Staff.--Determine how the facility is administered.

o
Ask about staffing.  How will the staffing patterns developed by the facility ensure that properly trained personnel are present in adequate numbers to meet the needs of the patients?  How did the facility ensure that the staff are adequately trained?  What is the staff supervisory structure?  Who supervises trainees? (V110)

o
Ask about comprehensive care.  How will the facility provide adequate laboratory, social, and dietetic services to meet the individual patient needs?  How will members of the team participate in collaborative development of a long-term program and care plan for each patient? (V310, V440)

o
Ask about patient rights.  How will the facility ensure that patients are informed of their rights and responsibilities as patients?  How will the facility educate patients about services available to them within the facility?  What are the facility's policies and procedures about grievances?  How will grievances be addressed within the facility? (V330)

F.
Interview with the Social Worker.--Determine how social work services will be provided.

o
Ask about services.  How will you provide the mandated social work services to patients and their families?  What is your expected caseload both initially and as the facility functions more fully?  How will your caseload and schedule allow you the needed time to minimally provide the mandated services? (V444, V445, V446)

o
Ask about supervision and support.  What type of supervision will you have?  What type of administrative support will you have? (V110)  

o
Ask about team role.  How do you define your role on the team? (V310, V440)

o
Ask about privacy.  How will you ensure the patient's right to privacy in communications with you? (V330) 

o
Ask about recording and assessing care.  What system of 

recording will you use?  How will you ensure that care is assessed, problems are addressed, and improvements are made on a continual basis? (V110, V350)

G.
Interview with the Dietitian.--Determine how nutritional services will be provided.

o
Ask about services.  How will you provide the mandated nutritional services to the patients? (V447, V448)

o
Ask about team role.  How do you define your role on the team?  How is your role different from the role of the staff physicians and other patient care staff regarding nutritional services? (V310, V440)

o
Ask about recording and assessing care.  What system of recording will you use?  How will you ensure that care is assessed, problems are addressed, and improvements are made on a continual basis? (V110, V350)
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H.
Interviews with Patients.--If patients are available for interviews, determine how they view the facility services.

o
Ask about facility policies.  How did you find out about the facility's administrative and clinical policies?  If you had a problem at the facility, who would you talk with?  What would you do if the problem wasn't fixed?  Do you know about the facility's grievance procedure?  Do you know about the network's grievance procedure?  What would you do in case of a medical emergency at the facility?  At home?  What does the facility expect you to do in the case of a fire or other disaster?  (V177, V179, V342, V406)

o
Ask about clinical, individualized care.  How did/will the facility assess your health?  How will/did the facility make a medical plan for you?  What things do you need to be careful of because of your renal disease and treatment?  How is your access working?  Do you have any concerns/problems with the needle puncture at your access site?  If you experience clinical symptoms while on dialysis, such as itching, chills, fever, who do you tell?  Do you feel safe?  Do you feel well-cared-for here? (V145, V146, V177)

o
Ask about comprehensive care.  What members of the health care team have you met so far?  How have/will each of them assist you with your renal management and treatment?  What have you been told about your medical condition?  About your treatment?  What choices about health management and different treatment modalities have been presented to you?  Who has talked to you about services that are covered under Medicare?  Who has talked with you about rehabilitation possibilities? (V310, V333, V334, V335, V336, V337, V420, V430, V440)


Part V


THE INTERPRETIVE GUIDELINES

THE INTERPRETIVE GUIDELINES

The Interpretive Guidelines are a reference.  As a reference, they may be used by the surveyor or the facility to delineate facility performance expectations and the interpretation of those expectations.  Whereas the survey procedures delineate priority areas for surveys, the Interpretive Guidelines address all areas of the regulations.

The Interpretive Guidelines include three columns.  The first column contains the survey tag number that corresponds to a respective item on the ESRD Facility Survey Report.  The second column contains the wording of the regulation from Subpart U, 42 CFR §405.2000.  The third column contains guidance to surveyors, including survey procedures and probes.
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