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V134
(3) The responsibilities of the chief executive officer include but are not limited to:  

(i) Implementing the policies of the facility and coordinating the provision of services, in accordance with delegations by the governing body.


§405.2136(c)(3)(i)

V135


(ii) Organizing and coordinating the administrative functions of the facility, redelegating duties as authorized, and establishing formal means of accountability for those involved in patient care.


Survey Procedures and Probes:  §405.2136(c)(3)(ii)
How does the CEO ensure all staff are accountable for jobs assigned?  How does the Quality Assurance/Quality Improvement (QA/QI) program monitor those involved in patient care?

V136
(iii) Authorizing expenditures in accordance with established policies and procedures.


§405.2136(c)(3)(iii)

V137
(iv) Familiarizing the staff with the facility's policies, rules, and regulations, and with applicable Federal, State, and local laws and regulations. 
Survey Procedures and Probes:  §405.2136(c)(3)(iv)
The CEO is ultimately responsible for ensuring that policies are put into practice.  

Are the facility’s policies being implemented, i.e., what is the staff’s understanding of facility policies?  Do staff interviews reveal that policies are being put into practice?  Do new staff receive facility policy information at orientation?  How is the staff updated with new information or changes in current policy?

V138
(v) Maintaining and submitting such records and reports, including a chronological record of services provided to patients, as may be required by the facility's internal committees and governing body, or as required by the Secretary.


§405.2136(c)(3)(v)
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V139
 (vi) Participating in the development, negotiation, and implementation of agreements or contracts into which the facility may enter, subject to the approval by the governing body of such agreements or contracts.


§405.2136(c)(3)(vi)

V140
(vii) Participating in the development of the organizational plan and ensuring the development and implementation of an accounting and reporting system, including annual development of a detailed budgetary program, maintenance of fiscal records, and quarterly submission to the governing body of reports of expenses and revenues generated through the facility's operation. 


§405.2136(c)(3)(vii)

V141
(viii) Ensuring that the facility employs the number of qualified personnel needed; that all employees have appropriate orientation to the facility and their work responsibilities upon employment; and that they have an opportunity for continuing education and related development activities.


Survey Procedures and Probes:  §405.2136(c)(3)(viii)
What process does the facility have to evaluate whether the types/mix of staff employed are adequate to meet patient's needs?  What does the orientation program for new employees consist of?  What continuing educational programs are offered to the staff?  How are learning needs identified?  How are skills/competencies demonstrated?  Is QA/QI data used to develop continuing education programs?

V142
(d) Standard:  Personnel policies and procedures.  The governing body, through the chief executive officer of the ESRD facility, is responsible for maintaining and implementing written personnel policies and procedures that support sound patient care and 


§405.2136(d)
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V143
Promote good personnel practices.


Survey Procedures and Probes:  §405.2136(d)
Based on observation, are personnel practices consistent with procedures for sound patient care?



V144
These policies and procedures ensure that:

(1) All members of the facility's staff are qualified to perform the duties and responsibilities assigned to them and meet such Federal, State, and local professional requirements as may apply.


Survey Procedures and Probes:  §405.2136(d)(1)
How does the facility ensure that all staff are appropriately licensed?  Do the health professional staff have the appropriate credentials and authority to administer required treatment procedures?  



V145
(2) A safe and sanitary environment for patients and personnel exists, and 


Interpretive Guidelines:  §405.2136(d)(2)
The facility policies should define which, and how often, personnel will require periodic health examinations.  Specifically, these policies should define how often health examinations will be given to personnel to detect hepatitis and other infectious diseases.  Personnel records should reflect the health status of the personnel.  Due to the confidential aspects of HIV (AIDS) infections, the facility should have procedures specifically developed for this problem. 

Survey Procedures and Probes:  §405.2136(d)(2)
Policies should also promote cleanliness of the facility.  Based on observation of patient treatment areas, is the equipment clean?.  Are the floors and linens clean?  Is there evidence of any water hazards, i.e., puddles on the floor, areas of standing water?  Are reuse rooms kept clean?


V146
Reports of incidents and accidents to patients and personnel are reviewed to identify health and safety hazards.
Interpretive Guidelines:  §405.2136(d)(2)
The incident and accident reports are an integral part of the facility's quality assurance/improvement program.

Survey Procedures and Probes:  §405.2136(d)(2)
How does the facility ensure that incident and accident reports are reviewed appropriately and corrective/preventive action taken, if needed?
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V147
Health supervision of personnel is provided, and they are referred for periodic health examinations and treatments as necessary or as required by Federal, State, and local laws.
Interpretive Guidelines:  §405.2136(d)(2)
While not a requirement of the HCFA regulations, the Centers for Disease Control and Prevention (CDC) recommends and OSHA requires that the facility offer the appropriate vaccinations for hepatitis.  OSHA mandates that the facility offer the vaccine at no charge and documents employee choice.  Coordinate the review of this requirement with §405.2135(c).



V148
Procedures are established for routine testing to ensure detection of hepatitis and other infectious diseases.
Survey Procedures and Probes:  §405.2136(d)(2)
Are procedures available documenting the facility’s policy for ensuring the health of its personnel?

How often is testing done?



V149
(3) If the services of trainees are utilized in providing ESRD services, such trainees are under the direct supervision of qualified professional personnel.


§405.2136(d)(3)

V150
(4) Complete personnel records are maintained on all personnel.  These include health status reports,
Survey Procedures and Probes:  §405.2136(d)(4)
What evidence is there that employees received periodic health examinations and tests for hepatitis or other infectious diseases?


V151
Resumes of training and experience, and


§405.2136(d)(4)



V152
Current job descriptions that reflect the employees' responsibilities and work assignments.
Survey Procedures and Probes:  §405.2136(d)(4)
How does the facility document that each staff member has reviewed his/her current job description?
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V153
(5) Personnel policies are written and made available to all personnel in the facility.  The policies provide for an effective mechanism to handle personnel grievances.


§405.2136(d)(5)

V154
(6) All personnel of the facility participate in educational programs on a regular basis.  These programs cover the initial orientation, and continuing inservice training, including procedures for infection control.  Records are maintained showing the content of training sessions and the attendance at such sessions.


Survey Procedures and Probes:  §405.2136(d)(6)
Coordinate the review of this requirement with §405.2161(b)(2).  Interview nursing and technical staff about training and supervision.  What training do they have for their job?  What qualifications are required for someone to do their job?  Who answers questions and provides direction if staff can't handle something?

V155
(7) Personnel manuals are maintained, 

periodically updated, and made available to all personnel involved in patient care.


Survey Procedures and Probes:  §405.2136(d)(7)
After observing patient care practices and/or interviewing staff or patients, do personnel policy manuals reflect current practice?


V156
(e) Standard:  Use of outside resources. 

If the ESRD facility makes arrangements for the provision of a specific service as authorized in this subpart, the responsibilities, functions, objectives, and the terms of each arrangement, including financial provisions and charges, are delineated in a document signed by an authorized representative of the facility and the person or agency providing the service.


Interpretive Guidelines:  §405.2136(e)
Laboratory analyses of patients’ blood and urine specimens and cultures of water and dialysate specimens are frequently handled by outside laboratories.  It is important for the facility to monitor these services and results in order to ensure that testing is done in accordance with appropriate procedures.  For example, facilities should be aware of procedures used to culture water and whether or not the culturing procedures are in compliance with AAMI guidelines.  Testing done on patient specimens to assess health status must be performed in a CLIA-certified laboratory.
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The chief executive officer when utilizing outside resources, as a consultant, assures that he is apprised of recommendations, plans for implementation, and continuing assessment through dated, signed reports, which are retained by the chief executive officer for follow-up action and evaluation of performance.


Survey Procedures and Probes:  §405.2136(e)
How does the facility ensure the continuing assessment of services provided by outside resources?



V157
(f) Standard:  Patient care policies.
The ESRD facility has written policies, approved by the governing body, concerning the provision of dialysis and other ESRD services to patients.
§405.2136(f)

V158
The governing body reviews implementation of policies periodically to ensure that the intent of the policies is carried out.


Survey Procedures and Probes:  §405.2136(f)
What evidence is there that indicates that the governing body critically examines operating policies to determine whether ESRD policies are current and responsive to the needs of the patient?  What evidence, if any, is there that these policies have been implemented?



V159


These policies are developed by the physician responsible for supervising and directing the provision of ESRD services, or the facility's organized medical staff (if there is one), with the advice of (and with provision for review of such policies from time to time, but at least annually, by) a group of professional personnel associated with the facility, including, but not limited to, one or more physicians and one or more registered nurses experienced in rendering ESRD care.


Survey Procedures and Probes:  §405.2136(f)
If you identify questionable practices during your survey, review the applicable policies.  Does facility practice reflect current policy?

Determine who developed the policies and when they were last reviewed.
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V161
(1) The patient care policies cover the following:

(i) Scope of services provided by the facility (either directly or under arrangement).
§405.2136(f)(1)(i)

V162
(ii) Admission and discharge policies (in relation to both in-facility care and home care).
§405.2136(f)(1)(ii)

V163
(iii) Medical supervision and physician services.
§405.2136(f)(1)(iii)

V164
(iv) Patient long term programs, patient care plans and methods of implementation.
Survey Procedures and Probes:  §405.2136(f)(1)(iv)
Do the policies governing the patient long-term programs and patient care plans reflect regulatory requirements, i.e., do they reflect the requirements specified at Vtags 185 through 205?

V165
(v) Care of patients in medical and other emergencies.
§405.2136(f)(1)(v)

V166
(vi) Pharmaceutical services.
§405.2136(f)(1)(vi)

V167
(vii) Medical records (including those maintained in the ESRD facility and in the patients' homes, to ensure continuity of care).
§405.2136(f)(1)(vii)
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V168
(viii) Administrative records.
§405.2136(f)(1)(viii)

V169
(ix) Use and maintenance of the physical plant and equipment.
§405.2136(f)(1)(ix)

V170
(x) Consultant qualifications, functions, and responsibilities.


§405.405.2136(f)(1)(x)

V171
(xi) The provision of home dialysis support services, if offered (see §405.2163(e)).


§405.2136(f)(1)(xi)

V172


(2) The physician-director of the facility is designated in writing to be responsible for the execution of patient care policies.  If the responsibility for day-to-day execution of patient care policies has been delegated by a physician director to (or, in the case of a self-dialysis unit, to another licensed health practitioner) a registered nurse, the physician-director provides medical guidance in such matters.


Survey Procedures and Probes:  §405.2136(f)(2)
What evidence is there that the physician-director assumes responsibility for executing patient care policies?
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V173
(3) The facility policy provides that, whenever feasible, hours for dialysis are scheduled for patient convenience and that arrangements are made to accommodate employed patients who wish to be dialyzed during their non-working hours.
§405.2136(f)(3)

V174
(4) The governing body adopts policies to ensure there is evaluation of the progress each patient is making towards the goals stated in the patient's long-term program and patient's care plan (see §405.2137(a)).  Such evaluations are carried out through regularly scheduled conferences, with participation by the staff involved in the patient's care.
Survey Procedures and Probes:  §405.2136(f)(4)
Look for evidence that staff meets regularly to evaluate the progress each patient is making towards the goals in their long-term program and patient care plan.  What evidence is there that the patient care plan is impacted, reviewed and updated as a result of care planning meetings?

V175
(g) Standard:  Medical supervision and emergency coverage.
The governing body of the ESRD dialysis and/or transplant facility ensures that the health care of every patient is under the continuing supervision of a physician and
Interpretive Guidelines:  §405.2136(g)
The statutory requirement that every patient be under the care of a physician is extended to non-hospital based facilities by this regulation.  If physician extenders are used, they cannot replace the physician when medical supervision is indicated.

Survey Procedures and Probes:  §405.2136(g)
Ensure that the staff have been able to contact a physician when appropriate.  Review clinical records to determine if dialysis prescriptions are individualized.



V176
That a physician is available in emergency situations.


Survey Procedures and Probes:  §405.2136(g)
Ask patients who they contact in the event of an emergency.
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V177
(1) The physician responsible for the patient's medical supervision evaluates the patient's immediate and long-term needs and on this basis prescribes a planned regimen of care which covers indicated dialysis and other ESRD treatments, services, medication, diet, special procedures recommended for the health and safety of the patient, and plans for continuing care and discharge.
Interpretive Guidelines:  §405.2136(g)(1)
Survey this requirement in conjunction with §405.2137 - Patient long-term program and patient care plan.

Survey Procedures and Probes:  §405.2136(g)(1)
Review the long-term programs and patient care plans.  How are the long-term programs and patient care plans individualized for each patient?  How does the patient care plan reflect an assessment of patient's needs?  How does the patient care plan reflect changes in a patient's needs?  How does the long-term program reflect an assessment of the patient's preferences for a suitable modality and a suitable setting?

Review written orders.  Has the physician prescribed an individualized program of ESRD care for each patient?  Are there written orders for dialysis treatments, services, medications and diet?


V178
Such plans are made with input from other professional personnel involved in the care of the patient.


Survey Procedures and Probes:  §405.2136(g)(1)
Does the interdisciplinary team demonstrate input into the patients’ care plans and long term programs?

V179


(2) The governing body ensures that there is always available medical care for emergencies, 24 hours a day, 7 days a week.  There is posted at the nursing/monitoring station a roster with the names of the physicians to be called, when they are available for emergencies, and how they can be reached.


Survey Procedures and Probes:  §405.2136(g)(2)
If only one physician is on the staff, find out what plan has been developed for coverage for that physician for illness/holidays.
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V180
(h) Standard:  Medical staff.
The governing body of the ESRD facility designates a qualified physician (see §405.2102) as director of the ESRD services; the appointment is made upon the recommendation of the facility's organized medical staff, it there is one.
Interpretive Guidelines:  §405.2136(h)
A qualified physician director is defined at §405.2102 as a physician who:  (1) Is board eligible or board certified in internal medicine or pediatrics by a professional board, and has had at least 12 months of experience or training in the care of patients at ESRD facilities; (2) During the 5-year period prior to September 1, 1976, served at least 12 months as director of a dialysis or transplantation program; or (3) In those areas where a physician who meets the definition in paragraph (1) or (2) of this definition is not available to direct a participating facility, another physician may direct the facility, subject to the approval of the Secretary.

V181
The governing body establishes written policies regarding the development, negotiation, consummation, evaluation, and termination of appointments to the medical staff.
Survey Procedures and Probes:  §405.2136(h)
How does the medical director supervise the staff physicians?  What system is in place to ensure that each physician provides individualized patient care?



V185
§405.2137 Condition:  Patient long-term program and patient care plan.
Each facility maintains for each patient a written long-term program and a written patient care plan to ensure that each patient receives the appropriate modality of care and the appropriate care within that modality.  The patient, or where appropriate, parent or legal guardian is involved with the health team in the planning of care.
§405.2137

V186

A copy of the current program and plan accompany the patient on interfacility transfer.
Interpretive Guidelines:  §405.2137
The intent of this requirement is for transfer of information between different facilities and between centers and facilities.  An ESRD facility that admits a patient to a center would send basic records to that center within one working day and vice versa.  If the center has an outpatient facility on campus, it is expected that the inpatient record would include pertinent information, including the current patient care plan.
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