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V187
(a) Standard:  Patient long-term program.
There is a written long-term program representing the selection of a suitable treatment modality (i.e., dialysis or transplantation) and dialysis setting (e.g., home, self-care) for each patient.


Interpretive Guidelines:  §405.2137(a)
The long-term program presents the rationale for the selection/change of a modality for ESRD treatment.

V188
(1) The program is developed by a professional team which includes but is not limited to the physician director of the dialysis facility or center where the patient is currently being treated, a physician director of a center or facility which offers self-care dialysis training (if not available at the location where the patient is being treated), a transplant surgeon, a qualified nurse responsible for nursing services, a qualified dietitian and a qualified social worker.


Interpretive Guidelines:  §405.2137(a)(1)
The long-term program should be based upon the medical, nutritional, and social evaluation of the patient.  There should be evidence that the members of the health care team participated in the evaluation of the patient and that the program was agreed to by the members of the team.  There should also be an indication that the patient was involved.

A qualified physician director is defined at §405.2102 or see V180.
A qualified transplantation surgeon is defined at §405.2102 as a physician who:  (1) is board eligible or board certified in general surgery or urology by a professional board; and (2) has at least 12 months training or experience in the performance of renal transplantation and the care of patients with renal transplants.

The record must indicate the transplant surgeon's participation to ensure that, consistent with the regulations, the transplant surgeon has participated in determining the selection of the suitable treatment modality.  Criteria for exclusion from or inclusion in an evaluation for transplant may be developed by the transplant surgeon.  These criteria may then be used by the transplant surgeon's designee (who could be a transplant coordinator or the treating nephrologist) to screen patients.  If a designee for the surgeon participates in place of the surgeon on the development of the long-term program, the record must show that the criteria developed by the surgeon were followed in the development of the plan.  The transplant surgeon's signature following review is one way to do this.  If, when the designee is used, the facility can establish this in other ways, then the surgeon does not have to sign.



Rev. 286 
01-98




       H-64

INTERPRETIVE GUIDELINES - END STAGE RENAL DISEASE FACILITIES



TAG

NUMBER
REGULATION
GUIDANCE TO SURVEYORS



Interpretive Guidelines:  §405.2137(a)(1) continued
A qualified nurse responsible for nursing services is defined at §405.2102 as a person who:  is licensed as a registered nurse by the State in which practicing, and (1) has at least 12 months of experience in clinical nursing, and an additional 6 months of experience in nursing care of the patient with permanent kidney failure or undergoing kidney transplantation, including training in and experience with the dialysis process; or (2) has 18 months of experience in nursing care of the patient on maintenance dialysis, or in nursing care of the patient with a kidney transplant, including training in and experience with the dialysis process; and (3) if the nurse responsible for nursing service is in charge of self-care dialysis training, at least 3 months of the total required ESRD experience is in training patients in self-care.

A qualified dietitian is defined at §405.2102 as a person who:  (1) Is eligible for registration by the American Dietetic Association under its requirements in effect on June 3, 1976, and has at least one year of experience in clinical nutrition; or (2) Has a baccalaureate or advanced degree with major studies in food and nutrition or dietetics, and has at least one year of experience in clinical nutrition.

A qualified social worker is defined at §405.2102 as a person who:  Is licensed, if applicable, by the State in which practicing, and (1) Has completed a course of study with specialization in clinical practice at, and holds a masters degree from a graduate school of social work accredited by the Council on Social Work Education; or (2) Has served for at least two years as a social worker, one year of which was in a dialysis unit or transplantation program prior to September 1, 1976, and has established a consultative relationship with a social worker who qualifies under paragraph (1) of this definition.  The social worker may be an employee of the facility or be in a contractual relationship with the facility.  (Refer also to the Interpretive Guidelines at §405.2163(c).)

For any patient considered for self-dialysis or home dialysis, there should be a thorough psychosocial evaluation which was performed prior to the initiation of training.  

Survey Procedures and Probes:  §405.2137(a)(1)
Ask patients what choice of treatment modalities (transplantation, hemodialysis, peritoneal dialysis, home dialysis, self-help, etc.) were given them.  How did they decide on the treatment modality they are now using?  How often are they asked to participate in reviews of their program?

Ask patients who discussed the option of transplantation with them.  What risks and benefits of transplantation were they told about?

Review the patient's long term plan and discuss it with the patient.  How does the patient's plan reflect his/her desires with respect to the current treatment modality?  How has the staff tried to accommodate the long-term plan to the patient's needs or desires?
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V189
(2) The program is formally reviewed and revised in writing as necessary by a team which includes but is not limited to the physician director of the dialysis facility or center where the patient is presently being treated, in addition to the other personnel listed in paragraph (a)(1) of this section at least every 12 months or more often as indicated by the patient's response to treatment (see §405.2161(b)(1) and §405.2170(a).
§405.2137(a)(2)

V190
(3) The patient, parent, or legal guardian, as appropriate, is involved in the development of the patient's long-term program, and due consideration is given to his preferences.
Survey Procedures and Probes:  §405.2137(a)(3)
Interview patients to find out if someone talked to them about their suitability for transplantation or other modalities.  Who explained the modalities?  What did they say?

V191
(4) A copy of the patient's long-term program accompanies the patient on interfacility transfer or is sent within 1 working day.
Interpretive Guidelines:  §405.2137(a)(4)
Acute care hospitals are not required to complete the long-term program.

V192
(b) Standard:  Patient care plan.
There is a written patient care plan for each patient of an ESRD facility (including home dialysis patients under the supervision of the ESRD facility; see §405.2163(e)), based upon the nature of the patient's illness, the treatment prescribed, and an assessment of the patient's needs.


Interpretive Guidelines:  §405.2137(b)
Under the aegis of the statement that an individualized written patient care plan is based upon ". . . treatment prescribed, and an assessment of the patient's needs," you can analyze the "adequacy" of dialysis treatments.
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V193
(1) The patient care plan is personalized for the individual, reflects the psychological, social, and functional needs of the patient, and indicates the ESRD and other care required as well as the individualized modifications in approach necessary to achieve the long-term and short term goals.


Interpretive Guidelines:  §405.2137(b)(1)
The patient care plan ensures that the patient receives individualized care within the selected modality of treatment.  If all patients have the same dialysis prescription, e.g., using the same type dialyzer for 3 hours at a 250 blood flow rate, or the same diet, e.g. , 60 gm PRO, 2 gm Na, 2 gm K+, the care is not individualized.

Survey Procedures and Probes:  §405.2137(b)(1)
What evidence is there that the patient's medical, dietary, psychosocial, and rehabilitation needs are being met?  Is the dialysis prescription individualized for each patient?  Is the dietary prescription individualized for each patient?  Find out if patients are aware of their unique clinical problem areas and the behaviors related to these 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 these areas of your health?



V194
(2) The plan is developed by a professional team consisting of at least the physician responsible for the patient's ESRD care, a qualified nurse responsible for nursing services, a qualified social worker, and a qualified dietitian.


§405.2137(b)(2)

V195
(3) The patient, parent, or legal guardian, as appropriate, is involved in the development of the care plan, and due consideration is given to his preferences. 
§405.2137(b)(3)
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V196
(4) The care plan for patients whose medical condition has not become stabilized is reviewed at least monthly by the professional patient care team described in paragraph (b)(2) of this section.  For patients whose condition has become stabilized, the care plan is reviewed every 6 months.  The care plan is revised as necessary to insure that it provides for the patients’ ongoing needs.


§405.2137(b)(4)

V197
(5) If the patient is transferred to another facility, the care plan is sent with the patient or within 1 working day.


§405.2137(b)(5)

V198
(6) For a home-dialysis patient whose care is under the supervision of the ESRD facility, the care plan provides for periodic monitoring of the patient's home adaptation, including provisions for visits to the home by qualified facility personnel to the extent appropriate.  (See §405.2163(e)).


Interpretive Guidelines:  §405.2137(b)(6)
The care plan for patients on home dialysis should reflect conditions specific to the home dialysis environment.   See also §405.2163(e).

Survey Procedures and Probes:  §405.2137(b)(6)
Interview selected home patients.  Due to time limitations and/or budget constraints, this may be done by telephone.

Ask home patients how their home equipment is maintained?  How is the water used in the preparation of dialysate monitored?
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V199
(7) Beginning July 1, 1991, for a home dialysis patient, and beginning January 1, 1994, for any dialysis patient who uses EPO in the home, the plan must provide for monitoring home use of EPO that includes the following:

(i) Review of diet and fluid intake for indiscretions as indicated by hyperkalemia and elevated blood pressure secondary to volume overload.
Interpretive Guidelines:  §405.2137(b)(7)
The care plan must include provisions for adequate monitoring of the home patient's condition (refer to §405.2163(e)) that could be affected by Epoetin alfa (referred to as "EPO" in the regulations).

Survey Procedures and Probes:  §405.2137(b)(7)
Review records of dialysis patients for whom EPO is prescribed at home.  What indication is there that the care plan has provisions for regular monitoring of the patients' blood chemistries, especially iron and potassium?  There should also be provisions for the patients’ blood pressure to be monitored.  If a patient is unable to give himself/herself the drug, assure that the patient has an adequate care-giver who can administer EPO.

Ask patients what problems, if any, have they had since being on EPO.  How do they monitor their blood pressure?  How do they communicate with the health care staff about EPO and its effects?



V200
(ii) Review of medications to ensure adequate provision of supplemental iron.

§405.2137(b)(7)(ii)

V201
(iii) Ongoing evaluations of hematocrit and iron stores.

§405.2137(b)(7)(iii)
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V202
(iv) A reevaluation of the dialysis prescription taking into account the patient’s increased appetite and red blood cell volume.


§405.2137(b)(7)(iv)

V203
(v) A method for physician followup on blood tests and a mechanism (such as a patient log) for keeping the physician informed of the results.
Interpretive Guidelines:  §405.2137(b)(7)(v)
The care plan must include a procedure for assuring that the physician is informed of the results of the blood tests.

Survey Procedures and Probes:  §405.2137(b)(7)(v)
Review records of home dialysis patients who are prescribed EPO.  There should be an indication (e.g., the physician's signature in the patient's chart) that the physician reviewed the blood test results and acted upon them.



V204
(vi)Training of the patient to identify the signs and symptoms of hypotension and hypertension.


Survey Procedures and Probes:  §405.2137(b)(7)(vi)
How is the patient taught to recognize the signs and symptoms of hypotension and hypertension?  Are patients trained to take their own blood pressure?



V205
(vii) The decrease or discontinuance of EPO if hypertension is uncontrollable.


§405.2137(b)(7)(vii)
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V215
§405.2138 Condition:  Patients' rights and responsibilities.
The governing body of the ESRD facility adopts written policies regarding the rights and responsibilities of patients and, through the chief executive officer, is responsible for development of, and adherence to, procedures implementing such policies. These policies and procedures are made available to patients and any guardians, next of kin, sponsoring agency(ies), representative payees (selected pursuant to section 205(j) of the Social Security Act and subpart Q of 20 CFR part 404), and to the public.


§405.2138

V216
The staff of the facility is trained and involved in the execution of such policies and procedures.


§405.2138

V217
The patients' rights policies and procedures ensure at least the following:

(a) Standard:  Informed patients.  All patients in the facility:
(1) Are fully informed of these rights and responsibilities, and of all the rules and regulations governing patient conduct and responsibilities;


Interpretive Guidelines:  §405.2138(a)(1)
"Fully informed" means that the facility has conscientiously tried, within the constraints of the individual situation, to inform the patient of the policies of the facility.  There should be an indication in the patient's record that the patient (or parent, in the case of a child), guardians, next of kin, etc., received the information.  
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V218
(2) Are fully informed of services available in the facility and of related charges including any charges for services not covered under title XVIII of the Social Security Act;


§405.2138(a)(2)

V219
(3) Are fully informed by a physician of their medical condition unless medically contraindicated (as documented in their medical records);


§405.2138(a)(3)

V220
(4) Are fully informed regarding the facility's reuse of dialysis supplies, including hemodialyzers.  If printed materials such as brochures are utilized to describe a facility and its services, they must contain a statement with respect to reuse; and 


Interpretive Guidelines:  §405.2138(a)(4)
To be fully informed the patient should understand (1) whether the facility practices reuse and, if so, what supplies are reused; and (2) the risks and benefits associated with this practice.

Survey Procedures and Probes:  §405.2138(a)(4)
How does the facility inform patients about reuse practices?
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V221
(5) Are fully informed regarding their suitability for transplantation and home dialysis.
Survey Procedures and Probes:  §405.2138(a)(5)
There should be evidence in the record to indicate that patients were informed about their suitability for transplantation.

Ask patients what they were told about transplantation.  Ask patients what they were told about home dialysis.

V222
(b) Standard:  Participation in planning.
All patients treated in the facility: 

(1) Are afforded the opportunity to participate in the planning of their medical treatment and to refuse to participate in experimental research;
Interpretive Guidelines:  §405.2138(b)(1)
See also §405.2137 (b)(3) regarding patient participation in planning.

Participation by a facility in experimental research must be approved by an institutional review board (IRB).  An IRB is a federally administrated body of at least five members with backgrounds to promote complete and adequate review of research activities commonly conducted by an institution.  Any institution engaged in research involving human subjects that is supported by a department or agency to which Federal policy applies, is subject to IRB oversight for review and approval of that research. (See 45 CFR 46).

A patient being considered for participation in experimental research must be fully informed of the nature of the experiment (e.g., medication, treatment) and understand the possible consequences of participating.  The patient’s or his/her legal representative's written consent must be received prior to participation.  Experimental research must respect the privacy of the patient.  Any direct observation or use of patient-specific data requires the patient's (or guardian's) consent.  Aggregated patient statistics that do not identify the individual patient may be used for studies without obtaining the patient's consent.

Survey Procedures and Probes:   §405.2138(b)(1)
If research is conducted in this facility, how is it handled?  What indication is there that patients are involved in the planning process?

V223
(2) Are transferred or discharged only for medical reasons or for the patient's welfare or that of other patients, or for nonpayment of fees (except as prohibited by title XVIII of the Social Security Act), and are given advance notice to ensure orderly transfer or discharge.


Interpretive Guidelines:  §405.2138(b)(2)
If the records show that any patient was discharged or transferred against his/her will, the reasons and steps taken to resolve problems before discharge should be discussed in the records.

Survey Procedures and Probes:  §405.2138(b)(2)
What evidence is there to indicate that discharges or transfers of patients have been carried out in accordance with §405.2138(b)(2)?  What evidence is there to indicate that advance notice was given to patients before transfer?
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V224
(c) Standard:  Respect and dignity.  

All patients are treated with consideration, respect, and full recognition of their individuality and personal needs, including the need for privacy in treatment.


Survey Procedures and Probes:  §405.2138(c)
Observe interactions in the patient treatment area.  Are patients exposed without screens?  Are patients treated with dignity?

Ask patients if they feel that the staff demonstrates a sensitivity to patient respect and privacy.  Ask patients if they feel that the staff could do anything to provide them with more respect and more privacy during their treatment?  If yes, ask what would they suggest.



V225
Provision is made for translators where a significant number of patients exhibit language barriers.


Survey Procedures and Probes:  §405.2138(c)
What provisions are made for cultural diversity within the facility?

V226
(d) Standard:  Confidentiality.
All patients are ensured confidential treatment of their personal and medical records, and may approve or refuse release of such records to any individual outside the facility, except in case of their transfer to another health care institution or as required by Federal, State, or local law and the Secretary for proper administration of the program.


Survey Procedures and Probes:  §405.2138(d)
How does the facility ensure the confidentiality of patients’ records?
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V227
(e) Standard: Grievance mechanism.  

All patients are encouraged and assisted to understand and exercise their rights.  Grievances and recommended changes in policies and services may be addressed to facility staff, administration, the network organization, and agencies or regulatory bodies with jurisdiction over the facility, through any representative of the patient's choice, without restraint or interference, and without fear of discrimination or reprisal.
Interpretive Guidelines:  §405.2138(e)
The facility's policies and procedures should describe grievance procedures available to the patient.  The patient can file a grievance with the facility, the network organization, and/or the State agency.

Survey Procedures and Probes:  §405.2138(e)
Ask to review the grievance file.  What evidence is there that patients are aware of the various grievance mechanisms available?

Ask patients if they know about the facility's grievance mechanism.  If they had a problem at the facility who would they talk with?  What would they do if the situation wasn't remedied?  Do they know about the network's grievance mechanism?  Have they or anyone they know needed to use the grievance mechanism?  What happened?  Do they know about the State agency's grievance mechanism?

V230
§405.2139 Condition:  Medical records.
The ESRD facility maintains complete medical records on all patients (including self-dialysis patients within the self-dialysis unit and home dialysis patients whose care is under the supervision of the facility) in accordance with accepted professional standards and practices.  A member of the facility's staff is designated to serve as supervisor of medical records services, and ensures that all records are properly documented, completed, and preserved.  The medical records are completely and accurately documented, readily available, and systematically organized to facilitate the compilation and retrieval of information.


Interpretive Guidelines:  §405.2139
The medical record serves as a basis for documentation of health care rendered to the patient.
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V231
(a) Standard:  Medical record. 

Each patient's medical record contains sufficient information to identify the patient clearly, to justify the diagnosis and treatment, and to document the results accurately.
Survey Procedures and Probes:  §405.2139(a)
If the patient is receiving parenteral nutrition, is there documentation of ongoing monitoring of the patient's nutritional status and response to parenteral nutrition?

V232
All medical records contain the following general categories of information:

Documented evidence of assessment of the needs of the patient,
§405.2139(a)

V233
Whether the patient is treated with a reprocessed hemodialyzer,
Interpretive Guidelines:  §405.2139(a)
Survey this requirement in conjunction with §405.2150.

V234
Of establishment of an appropriate plan of treatment, and of the care and services provided (see §405.2137(a) and (b));
Interpretive Guidelines:  §405.2139(a)
§405.2137(a) and (b) refer to the patient long term plan and patient care plan.

V235
Evidence that the patient was informed of the results of the assessment described in §405.2138(a)(5);
Survey Procedures and Probes:  §405.2139(a)
Is there evidence documented in the medical record that the patient was informed of his/her suitability for transplantation and home dialysis?

V236
Identification and social data;
§405.2139(a)
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V237
Signed consent forms, referral information with authentication of diagnosis;
Interpretive Guidelines:  §405.2139(a)
A "signed consent form" may:

o
Authorize a facility or physician to perform designated procedures;

o
Authorize a facility to release certain information to designated person(s) or facility(ies); or

o
Signify that the patient understands that the facility reuses dialyzers.

V238
Medical and nursing history of patient;
Interpretive Guidelines:  §405.2139(a)
You may see copies of histories and physicals (H&P) from hospital admissions being used as the H&P in the record.  If this is the practice, the content should address the renal disease aspects of the patient’s medical history. 

Survey Procedures:  §405.2139(a)

Recommend the H&P be updated annually at a minimum.  Ask the responsible nurse where the nursing history of the patient is documented.  Review these as part of your record review.

V239
Report(s) of physician examination(s); 
§405.2139(a)

V240
Diagnostic and therapeutic orders;
§405.2139(a)

V241
Observations and progress notes;
Interpretive Guidelines:  §405.2139(a)
Dialysis flow sheets are the primary means of documenting the daily care of dialysis patients.  These treatment summaries consist of information, such as a vital signs, weight, laboratory tests, x-ray findings, medications given, clotting time, reports of fluid intake and output, and other treatment related parameters  such as target weight, blood flow rate and documentation of testing for machine parameters such as pH and conductivity.

V242
Reports of treatments and clinical findings;
§405.2139(a)
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V243
Reports of laboratory and other diagnostic tests and procedures; and 
§405.2139(a)

V244
Discharge summary including final diagnosis and prognosis.
Interpretive Guidelines:  §405.2139(a)

Expect to find discharge summaries from the dialysis facility only if a patient expires, is transferred, or is transplanted and is no longer followed by the medical staff of the facility.  Medical staff by-laws or facility policy should define a timeline for completion of these summaries.  Content should include the disposition of the patient.

V245
(b) Standard:  Protection of medical record information.
The ESRD facility safeguards medical record information against loss, destruction, or unauthorized use.  The ESRD facility has written policies and procedures which govern the use and release of information contained in medical records.  Written consent of the patient, or of an authorized person acting in behalf of the patient, is required for release of information not provided by law.  Medical records are made available under stipulation of confidentiality for inspection by authorized agents of the Secretary, as required for administration of the ESRD program under Medicare.


Survey Procedures and Probes:  §405.2139(b)
Where are closed records and thinned portions of open records stored?  Is this area protected from casual access?  Are requested records retrieved quickly?
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V246
(c) Standard:  Medical records supervisor.
A member of the ESRD facility's staff is designated to serve as supervisor of the facility's medical records service.  The functions of the medical records supervisor include, but are not limited to, the following:  Ensuring that the records are documented, completed, and maintained in accordance with accepted professional standards and practices; safeguarding the confidentiality of the records in accordance with established policy and legal requirements; ensuring that the records contain pertinent medical information and are filed for easy retrieval.  When necessary, consultation is secured from a qualified medical record practitioner.
Interpretive Guidelines:  §405.2139(c)

A medical records supervisor may be or may seek consultation from a qualified medical records practitioner.  A qualified medical record practitioner as defined in §405.2102 is a person who:  (1) has graduated from a program for Medical Record Administrators accredited by the Council on Medical Education of the American Medical Association and the American Medical Record Association, and is eligible for certification as a Registered Record Administrator (RRA) by the American Medical Record Association under its requirements in effect on June 3, 1976; (2) has graduated from a program for Medical Record Technicians approved jointly by the Council on Medical Record Technicians approved jointly by the Council on Medical Education of the American Medical Association and the American Medical Record Association, and is eligible for certification as an Accredited Record Technician (ART) by the American Medical Record Association under its requirements in effect June 3, 1976; or (3) has successfully completed and received a satisfactory grade in the American Medical Record Association's Correspondence Course for Medical Record Personnel approved by the Accrediting Commission of the National Home Study Council, and is eligible for certification as an Accredited Record Technician by the American Medical Record Association under its requirements in effect June 3, 1976.

Survey Procedures and Probes:  §405.2139(c)
Generally, facilities will not have a qualified medical records practitioner on their staff.  You may see a contract/letter of agreement with a qualified medical records practitioner, but this is not required by regulation.  If the outcome is that significant problems are identified with medical records, such consultation is “necessary” and should be cited here.


V247
(d) Standard:  Completion of medical records and centralization of clinical information.
Current medical records and those of discharged patients are completed promptly.  All clinical information pertaining to a patient is centralized in the patient's medical record.
Interpretive Guidelines:  §405.2139(d)
In a dialysis unit, it is essential that each clinical event be documented as soon as possible after its occurrence.  Documentation must be currently maintained so that flow sheets and other records provide an up-to-date evaluation of the status of the patient at all times.  Survey in conjunction with §405.2163(e)(3).
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V248
Provision is made for collecting and including in the medical record medical information generated by self-dialysis patients.  Entries concerning the daily dialysis process may either be completed by staff, or be completed by trained self-dialysis patients, trained home dialysis patients or trained assistants and countersigned by staff.
§405.2139(d)

V249
(e) Standard:  retention and preservation of records.
Medical records are retained for a period of time not less than that determined by the State statute governing records retention or statute of limitations; or in the absence of a State statute, 5 years from the date of discharge; or, in the case of a minor, 3 years after the patient becomes of age under State law, whichever is longest.
Interpretive Guidelines:  §405.2139(e)
The accumulation of records for a patient treated 2 to 3 times a week can become voluminous.  It is therefore likely that the facility may choose to retain a record of the last several dialysis treatments and a current summary in the unit, with the older records stored in a convenient safe location.

Storage in computer files is permissible only if a means to protect the integrity of the records is provided.

Authentication may be provided by a signature, initial, or unique identification number. 

Survey Procedures and Probes:  §405.2139(e)
If records are computer-generated, ask the records supervisor to explain the procedure which ensures safeguarding the records against loss and alteration.  How are the records authenticated?

V250
(f) Standard:  location and facilities.
The facility maintains adequate facilities, equipment, and space conveniently located, to provide efficient processing of medical records (e.g., reviewing, filing, and prompt retrieval) and statistical medical information (e.g., required abstracts, reports, etc.).
Survey Procedures and Probes:  §405.2139(f)
Ask to see where records are stored.  Ask how records are protected from damage and casual access.
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V251
(g) Standard:  Transfer of medical information.
The facility provides for the interchange of medical and other information necessary or useful in the care and treatment of patients transferred between treating facilities, or in determining whether such patients can be adequately cared for otherwise than in either of such facilities. 


Interpretive Guidelines:  §405.2139(g)
The facility must have established policies and procedures for the prompt transfer of medical information between treatment facilities.  The intent is to make the transfer of patient information between facilities as easy as possible so that continuity of care can be provided whenever patients have to leave the community temporarily (e.g., vacation, business, hospitalization), or transfer permanently to a new facility.

Survey Procedures and Probes:  §405.2139(g)
Ask the records supervisor what procedures are followed to facilitate the transfer of patient medical information to another facility.



V255
§405.2140 Condition:  Physical environment
The physical environment in which ESRD services are furnished affords a functional, sanitary, safe, and comfortable setting for patients, staff and the public.


§405.2140



V256
(a) Standard:  Building and equipment.
The physical structure in which the ESRD services are furnished is constructed, equipped, and maintained to insure the safety of the patients, staff, and the public.


Interpretive Guidelines:  §410.2140(a)
The facility should be located in a building that can accommodate the needs of patients who may be disabled.  All equipment needed for the comfort and safety of patients and staff (air conditioners, heat, exhaust fans, smoke detectors, etc.) should be in good working order or under repair.
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V257
(1) Fire extinguishers are conveniently located on each floor of the facility and in areas of special hazard.  Fire regulations and fire management procedures are prominently posted and properly followed. 
Interpretive Guidelines:  §405.2140(a)(1)
Fire extinguishers should be supplied in accordance with State and local fire regulations and there should be a sufficient number for the size of the facility.  Their locations should be marked on the floor plan and staff and patients should be trained in their operation.  Procedures for emergency evacuation of the building should be posted and the staff and patients should be trained in their execution. A floor plan with clearly marked exit routes should also be prominently posted throughout the unit. 
Survey Procedures and Probes:  §405.2140(a)(1)
Look for evidence (e.g., a dated tag on the extinguisher) that fire extinguishers are regularly inspected and maintained.  What evidence is there to indicate that the staff and patients have been trained in the operation of the fire extinguisher?

V258
(2) All electrical and other equipment used in the facility is maintained free of defects which could be a potential hazard to patients and personnel.  There is established a planned program of preventive maintenance of equipment used in dialysis and related procedures in the facility.


Interpretive Guidelines:  §405.2140(a)(2)
Electrical equipment includes, but is not limited to, items such as dialysis delivery systems (including all components such as the blood pump, infusion device, air detector, etc.), crash cart, ECG and defibrillator, electric scales, reprocessing equipment (automated as well as any electrical components of manual systems).

All electrical equipment should have the proper grounding connections to meet State and local regulations.  Tests for electrical leakage should be performed and documented.  Equipment under repair should be removed from the treatment areas or if that is not possible, should be tagged to indicate that it is undergoing repair.  Any device undergoing repair should be tagged to indicate that it is undergoing repair.  Devices undergoing repair should not be used by patients or staff unless precautions are made to protect them from exposure to electrical hazards.  Repair of equipment should be performed by manufacturers' representatives or persons whose personnel records indicate they are qualified by training or experience to service the particular equipment.  Preventive maintenance should be conducted by qualified technicians according to a schedule recommended by the manufacturer of the equipment, or according to a plan developed by the facility.
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Interpretive Guidelines:  §405.2140(a)(2) - (Cont.)--

The following machine functions should be calibrated periodically (or as specified by the manufacturer or the facility):  blood pump, air bubble detector/line clamp, blood leak detector, audio/visual alarms, temperature, conductivity and pH, negative pressure/ultrafiltration pump, arterial pressure monitor, and venous pressure monitor.  Scales should be calibrated regularly.

Internal transducer protectors should be changed during the maintenance procedures.

If there have been any deaths or serious injuries caused by equipment or maintenance problems, the facility should have reported this to the manufacturer and/or the FDA as appropriate, and taken steps to prevent similar occurrences from happening in the future.  If you think that the facility is not in compliance with FDA regulations, contact the HCFA RO.

Survey Procedures and Probes:  §405.2140(a)(2)
Review maintenance records.  They should include documentation of safety checks performed in accordance with intervals recommended by the manufacturer or the facility.  Documentation of maintenance on each dialysis machine should be current and complete.



V259
(3) The areas used by patients are maintained in good repair and kept free of hazards such as those created by damaged or defective parts of the building.


Survey Procedures and Probes:  §405.2140(a)(3)
During your inspection, be alert for broken floor tiles, damaged ceiling tiles, water spills, etc.

V260
(4) [Reserved]
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V261
(5)(i) The ESRD facility must employ the water quality requirements listed in paragraph (a)(5)(ii) of this section developed by the Association for the Advancement of Medical Instrumentation (AAMI) and published in “Hemodialysis Systems,” second edition, which is incorporated by reference.

(ii) Required water quality requirements are those listed in sections 3.2.1, Water Bacteriology; 3.2.2 Maximum Level of Chemical Contaminants; and in Appendix B: Guideline for Monitoring Purity of Water Used for Hemodialysis as B1 through B5.

(iii) Incorporation by reference of the AAMI’s “Hemodialysis Systems,” second edition, 1992, was approved by the Director of the Federal Register in accordance with 5 U.S.C. 552(a) and 1 CFR part 51. If any changes in “Hemodialysis Systems,” second edition, are also to be incorporated by reference, a notice to that effect will be published in the Federal Register.


Interpretive Guidelines:  §405.2140(a)(5)
Water used for dialysis purposes must be analyzed periodically and treated as necessary to maintain a continuous water supply that is biologically and chemically compatible with acceptable dialysis techniques.  Records of test results and equipment maintenance are maintained at the facility.

Most professionals in this field have recognized that adherence to water quality standards developed by the Association for the Advancement of Medical Instrumentation (AAMI) can provide safe water for the preparation of dialysate.  These standards not only include recognition of professionally accepted maximum levels of contaminants in the treated water, but also include professionally accepted methods for achieving those levels, including the proper selection, use of equipment, training, and education of the personnel performing these operations. 

The type of water treatment equipment that may be necessary for a particular facility will depend on the source water and the level of contaminants that normally can be anticipated from that source.  The equipment should be operated and serviced by trained personnel experienced in the operation of the particular system.  A written protocol describing how the system is to be operated and maintained should be included in the records of the facility.

The policies and procedures for the operation of the water treatment system should address the safe and effective operation of the system and should include, but not necessarily be limited to, such topics as:  basic operation and use of the system, preventive maintenance procedures and schedules, cleaning and disinfection procedures, calibration of measurement and monitoring instruments, trouble shooting and repair.

The medical director should verify that the individual responsible for operation of the water treatment system has had the necessary experience and training prior to employment ,or that the individual has successfully completed an educational and training program established by the facility.  The medical director should also verify that the water treatment technician's performance in carrying out the requirements of his/her job is evaluated periodically.  If this requirement if not met, cite at V144.
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V26201-98
AAMI Requirement as Adopted by Reference 42 CFR 405. 2140(a)(5)(ii)

3.2.1 Water Bacteriology
3.2.1.1 Water Used to Prepare Dialysate.  Total viable microbial counts should not exceed 200/ml.  A method of cleaning the equipment so that the equipment is capable of meeting this requirement shall be recommended by the manufacturer or supplier.  Monitoring of the water bacteriology of the system following installation is the responsibility of the user (see Appendix B).

The AAMI requirements listed above are those referenced at 

42 CFR 405.2140(a)(5)(ii) and are regulatory.
Survey Procedures and Probes:  §405.2140(a)(5)
The level of microbial contamination in dialysate water should not exceed 200 CFU/ml for bacteria and have no more than five endotoxin units (EU)/ml.  The current AAMI standards give the user a choice of doing either a test for bacterial colony count or a test for endotoxin,  or both.  There can be instances where bacterial counts may be well within the standards, but endotoxin may be elevated.

The bacterial levels in water should be evaluated at least monthly and after any suspected pyrogenic reactions or any modifications made to the water treatment/distribution systems or disinfection protocols.  Water samples should be taken to determine the worst possible level of contamination, i.e., testing should be done just before disinfection is done, preferably from a stagnant site.

Review water culture results. They should be quantitative.  Ask what culture techniques are used.  Pour plate, spread plate, or membrane filter technique should be used.  Typically a system which allows cultures to be taken, incubated and read in the facility is used.  Samples should be cultured within 30 minutes or refrigerated at 4C and tested within 24 hours of collection.  Trypticase soy agar (TSA) is the culture medium of choice.  Colonies should be counted after 48 hours of incubation at 35-37C.  The finding of “no growth” for months would be questioned - sterile water is not being produced; some growth is expected.  

If cultures are sent to a laboratory, are specimens properly labeled as “water” or “dialysate”?  

Have facility staff talked with the laboratory to assure appropriate culture methods are used, i.e., a calibrated loop should not be used (because these loops sample small volumes and are inaccurate)?



Rev. 286 
01-98
H-85

INTERPRETIVE GUIDELINES - END STAGE RENAL DISEASE FACILITIES



TAG

NUMBER
REGULATION
GUIDANCE TO SURVEYORS



Samples for endotoxin testing should be collected in endotoxin-free tubes and tested as soon as possible.  Samples can be assayed using the Bacterial Pyrogen Test (Gel-clot) or equivalent method that uses the Limulus amebocyte lysate (LAL).  If samples cannot be tested immediately, they should be handled as noted above.

Endotoxin is the agent responsible for pyrogenic reaction in hemodialysis patients.  Outbreaks of pyrogenic reactions and bacteremia have been linked to bacterial reservoir in hemodialysis systems and to water containing organisms in excess of AAMI standards.


V263
AAMI Requirement as Adopted by Reference 42 CFR 405. 2140(a)(5)(ii)

3.2.1.2 Bacteriology of the Dialysate.  Total viable microbial count for the dialysate should not exceed 2000/ml.  The supplier of the dialysate supply system shall be responsible for recommending a method of cleaning the equipment that will result in a device capable of meeting the requirements of this section.  The user is responsible for monitoring the purity of the dialysate (see Appendix B).


Survey Procedures and Probes:  §405.2140(a)(5)(ii)
Review dialysate culture results.  Bacteriological testing of the dialysate should be performed and the results documented.   The bacteria level in dialysate should be evaluated at least monthly.
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