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The analyses upon which this publication is based were performed by The Renal Network:
ESRD Network 4 under Contract Number HHSM-500-2006-NW004C, the End Stage Renal
Disease Networks Organization for the Commonwealth of Pennsylvania and the State of
Delaware, sponsored by the Centers for Medicare & Medicaid Services, Department of Health
and Human Services. The content of this publication does not necessarily reflect the views or
policies of the Department of Health and Human Services, nor does mention of trade names,
commercial products, or organizations imply endorsement by the U.S. Government.

The author assumes full responsibility for the accuracy and completeness of the ideas
presented. This article is a direct result of the Health Care Quality Improvement Program
initiated by the Centers for Medicare & Medicaid Services, which has encouraged identification
of quality improvement projects derived from analysis of patterns of care, and therefore required
no special funding on the part of this contractor. ldeas and contributions to the author
concerning experience in engaging with issues presented are welcome.

The guidelines presented in these chapters have been developed to ensure minimum levels of
guality in dialysis facilities, dialysis centers and transplantation centers in Pennsylvania and
Delaware.

These guidelines are not to be considered as licensure requirements. They are based on the

current federal and state regulations for chronic renal dialysis and guidelines approved by renal
professional organizations. Therefore, they provide a reference for areas of accountability.
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Chapter 1:
Medical Director

Source: Federal Regulations Governing Chronic Renal Dialysis
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QUALIFICATIONS OF THE MEDICAL DIRECTOR

The Medical Director must be a board-certified physician in internal medicine* or pediatrics* by
a professional board, who has completed a board-approved training program in nephrology and
has at least twelve months experience providing care to patients receiving dialysis.

A physician who does not meet this requirement may only serve as a medical director with the
approval and documentation of the secretary of the Department of Health and Human Services.

Each facility must have only a single Medical Director.

* CMS will accept board certification in nephrology or pediatric nephrology as meeting these
gualifications.

DUTIES AND RESPONSIBILITIES OF THE MEDICAL DIRECTOR

The Medical Director is responsible for the delivery of patient care and for the outcomes of all
patients, in-center and home, who receive care from the facility.

The Medical Director has operational responsibility for the Quality Assessment and
Performance Improvement (QAPI) program and must ensure that quality indicators data is
collected and prioritized so as to facilitate development of performance improvement plans to
reach targeted goals. The QAPI process must be continuous and the Medical Director must
ensure participation of the facility and medical staff.

The Medical Director must ensure that the facility staff has received the appropriate education
and training necessary to competently carry out their assigned duties.

The Medical Director is responsible for participating in the development and review of all patient
care policies and procedures, for their approval and for their implementation.

The Medical Director is responsible for ensuring that the facility has an established policy
regarding admissions and must participate in and supervise any involuntary discharges from the
facility.

The Medical Director is responsible for all aspects of patient safety in the facility, including but
not limited to, infection control, water and dialysate quality and any reuse program.
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Chapter 2:
Physician

Source: Federal Regulations Governing Chronic Renal Dialysis
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DRAFT

QUALIFICATIONS OF THE PHYSICIAN

Criteria

Exceptions

Data Source

1)

2)

3)

Hold a valid license to practice
medicine in the State in which
he/she practices.

Be an MD or DO who is board
certified or eligible in Nephrology
or Pediatric Nephrology or board
certified or eligible in Internal
Medicine or Pediatrics and have
at least 12 months of supervised
experience in the care of ESRD
patients, or during the five-year
period prior to the effective date of
these guidelines served for at
least 12 months as attending
physician in an ESRD program.

Have admitting privileges to at
least one hospital in the areas
where appropriate renal care can
be provided.

1)

2)

3)

Federal Hospital

None

Physician on initial provisional
status. Have documented referral
arrangement to nephrologist for
impatient care.

CMS

CMS

| RESPONSIBILITIES OF THE PHYSICIAN

Criteria

Exceptions

Data Source

1)

2)

3)

Provides within 30 days of

admission to a chronic program a

complete data base on the new

patient consisting of:

a) A complete medical history
and physical exam

b) A listing of the patient’s major
diagnoses

Generate dialysis prescription,
medications, therapies, diet and
fluid regimen.

a) Monitor patient progress,
condition and response to
dialytic therapy as needed.

b) Provide documented physician
evaluation monthly, with
reference to overall renal care.
(Progress notes on treatment
record are acceptable).
Unstable diagnoses should be

1)

2)

3)

May be provided by resident, fellow
or mid-level practitioner under the
documented supervision of the
attending physician. History and
physical, consult, discharge
summary from recent
hospitalization or office visit.

Resident, fellow, or mid-level
practitioner under the documented
supervision of the attending
physician.

May be performed by a resident,
fellow or mid-level practitioner
under the documented supervision
of the attending physician.

Home Patients — both hemodialysis
and peritoneal dialysis.
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| RESPONSIBILITIES OF THE PHYSICIAN

Criteria Exceptions Data Source
appropriately addressed.
c) Evaluate the patient at least
once monthly while on
dialysis.
4) Active participation in periodic 4) None CMS
Patient Care Conferences to
evaluate current therapy as
required by CMS Standards
[Subpart U of the Medicare
Regulations; Federal Register,
Vol. 70, No. 23. Tuesday, April 15,
2008, 494.80 (a) (b) (c) (d)]
5) Participation in an initial, as well 5) None CMS
as a yearly updated Plan of Care
to include:
a) Comments on current medical
condition.
b) Assurance that the patient
receives adequate information
on all therapeutic options and
comments on the
appropriateness of the current
therapeutic modality.
6) Perform a periodic updated 6) a) May be provided by resident, CMS
medical history and physical fellow or mid-level practitioner
exam, as needed but at least under the documented
yearly and including ordering supervision of the attending
appropriate diagnostic studies. physician.
b) Patient refusal.
c) Discharge summary with
documented history and
physical exam, office history
and physical, or consult history
and physical are acceptable by
the above practitioners.
7) Obtain and evaluate appropriate 7) Patient refusal CMS
monthly laboratory studies for in-
center patients and at |east
quarterly for home patients.
8) Provide continuous medical 8) None CMS
coverage for patient care needs,
including adequate alternate
physician coverage when not
personally available.
9) Provide a note (within thirty days) 9) May be provided by resident, fellow CMS

Page 8



(approved for distribution by the Network 4 MRB — April 2010)

DRAFT

| RESPONSIBILITIES OF THE PHYSICIAN

Criteria

Exceptions

Data Source

summarizing hospitalization and
note when a patient recovers, is
successfully transplanted or
expires.

10) Provide appropriate transfer
information to the facility
whenever a patient transfers.

11) Be members of an organized
medical staff with a Medical
Director, having written objectives
and policies to provide quality
care and encourage cooperation
among physicians, hon-physician
staff and administration.

12) Cooperate with dialysis facility
staff in their responsibilities to
carry out ESRD Network goals
and objectives.

13) To be recredentialed every two
years.

or mid-level practitioner under the
documented supervision of the
attending physician.

10) May be provided by resident, fellow
or mid-level practitioner under the
documented supervision of the
attending physician.

11) None

12) None

13) None
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DRAFT

QUALIFICATIONS OF THE TRANSPLANT SURGEON

Criteria

Exceptions

Data Source

1) Transplant Surgeon will be an MD
or DO, who is board eligible or
certified by the American Board of
Surgery or American Board of

Uro
a)

b)

logy.

One year minimum of formal

training in a renal transplant

program sanctioned by the

Education Committee of the

American Society of

Transplant Surgeons.

In lieu of one year of formal

training, a minimum of three

years experience to include:

i) Pre-operative assessment,
operation as primary
surgeon or first assistant,
and post-operative
management of renal
transplants.

i) A minimum of ten renal
transplants per year at a
transplant program
meeting United Network
for Organ Sharing (UNOS)
criteria for membership.

Maintain current knowledge in

the care of transplant patients.

Obtain twelve Continuing

Medical Education credits in

renal transplantation every

three years.

1) None

UNOS

RESPONSIBILITIES OF THE TRANSPLANT SURGEON

Criteria

Exceptions

Data Source

1) Reporting on patient care:

a)

Reporting and documentation
which meets UNOS Criteria
will be considered as
adequate for Network 4.

1) None
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QUALIFICATIONS OF THE TRANSPLANT PHYSICIAN

Criteria Exceptions Data Source
1) The transplant physician will be an 1) a) Nephrology with transplantation UNOS
MD or DO, board certified or experience

eligible in Internal Medicine or

Pediatrics, and satisfy the

requirement for physicians caring

for ESRD patients as in Section I.

a) Additional training of one year
formalized training in
transplantation medicine or a
minimum of two years
documented experience in
transplantation medicine with
a transplant program that is
approved by UNOS.

b) Experience must include pre-
operative and post-operative
patient care responsibility for a
minimum of ten renal
transplants per year in a
UNOS approved renal
transplant program.

¢) Or a cumulative experience of
at least 20 renal transplants
over more than two years.

d) The transplant physician must
maintain a minimum of 12
Continuing Medical Education
credits in transplantation every
three years.

RESPONSIBILITIES OF THE TRANSPLANT PHYSICIAN

Criteria Exceptions Data Source
1) Reporting of activity and patient 1) None
followup:

a) Shall be considered adequate
if in compliance with UNOS
reporting criteria.
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Chapter 5:

Nurse Responsible
for Nursing
Services

Source: Federal Regulations Governing Chronic Renal Dialysis
American Nephrology Nurses Association Core Curriculum
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QUALIFICATIONS OF THE NURSE RESPONSIBLE FOR NURSING SERVICES

Federal Regulations require that the Nurse responsible for Nursing Services —
(i) Be a full time employee of the facility;
(ii) Be a registered nurse; and
(i) Have at least 12 months of experience in clinical nursing, and an additional 6 months
of experience in providing nursing care to patients on maintenance dialysis.

[Federal Register, 42 CFR Parts 405, 410, 413, 414, 488, and 494). Tuesday, April 15, 2008
Section 494.140

Qualifications/Training — Assures that documentation is available for the following:
+ In the personnel files, that the person is a qualified nurse, with possession of a current valid
license to practice nursing in the state

+ In the personnel files, that nursing personnel have received needed supervised clinical
experience according to facility policy to develop competency in their area of responsibility

+ In the personnel file, resume, in-service record or staff training manual that shows person
has received instructions in and/or demonstrated knowledge of:

Anatomy and physiology of normal kidney

Fluid and electrolyte and acid-base balance

Pathophysiology of renal disease

Acceptable laboratory values for the patient with renal disease

Theoretical aspects of hemodialysis and/or peritoneal dialysis, including vascular access

and maintenance of blood flow or peritoneal access and maintenance of dialysate flow

Technical aspects of hemodialysis or peritoneal dialysis

Monitoring patients during treatment, treatment initiation and termination

Recognition of dialysis complications, emergency conditions, and institution of the

appropriate corrective action; emergency equipment is available and staff is trained in its

use

Psychological, social, financial and physical complications of long term dialysis

Care of the patient with acute renal failure

Dietary modifications and medications for the uremic patient

Understanding of referral pattern and when referrals should be made to the physician,

social worker or dietician

VVV VYVVVVY

Y VVY

+ In the personnel files or inservice record that personnel are informed of new developments
in the field and basic principles are reviewed

« Staff are updated in emergency procedures to include:
Certification in CPR

Annual updates on the following

Hemodialysis

Anaphylactic shock

Disaster (including power outage)

Cardiac and/or pulmonary arrest

Pyrogen reaction

Air embolism

Problems peculiar to central dialysate and/or water systems

VVVVVVYVYYVYY
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RESPONSIBILITIES OF THE NURSE RESPONSIBLE FOR NURSING SERVICES |

CONDITION: staff of arenal dialysis facility or renal dialysis center.
Properly trained personnel are present in adequate numbers to meet the needs of the patients,
including those arising from medical and non-medical emergencies.

Y/
0'0

Y/
0'0

Standard: Nurse Manager

» The dialysis facility employs at least one full time qualified nurse responsible for nursing
service, that has at least 12 months of clinical nursing experience and an additional 6
months of experience in providing nursing care to patients on maintenance dialysis.

Standard: Charge Nurse

» There must be one or more charge nurses designated as responsible each shift. The
charge nurse responsible for each shift must -- (i) Be a registered nurse, a licensed
practical nurse, or vocational nurse who meets the practice requirements in the State in
which he or she is employed; (ii) Have at least 12 months experience in providing
nursing care, including 3 months of experience in providing nursing care to patients on
maintenance dialysis; and (iii) If such nurse is a licensed practical nurse or licensed
vocational nurse, work under the supervision of a registered nurse in accordance with
state nursing practice act provisions.

Standard: Self-care Dialysis Training Personnel

> If the facility offers self-care dialysis training, the nurse responsible for self-care and/or
home care training must -- (i) Be a registered nurse; and (ii) Have at least 12 months
experience in providing nursing care and an additional 3 months of experience in the
specific modality for which the nurse will provide self-care training.(see Sec. 494.140).

Standard: Staff Nurse

» Each nurse who provides care and treatment to patients must be either a registered
nurse or a practical nurse who meets the practice requirements in the State in which he
or she is employed.

Standard: Water Treatment System Technicians

» Technicians who perform monitoring and testing of the water treatment system must
complete a training program that has been approved by the medical director and the
governing body.

Standard: On-duty Personnel

Whenever patients are undergoing dialysis:

» One currently licensed health professional (e.g., physician, registered nurse, or licensed
practical nurse) experienced in rendering ESRD care is on-duty to oversee ESRD
patient care.

» An adequate number of personnel are present so that the patient/staff ratio is
appropriate to the level of dialysis care being given and meets the needs of patients.

» An adequate number of personnel are readily available to meet medical and non-
medical needs.

Staffing — Assures that documentation is available for the following:

» A licensed health professional (e.g., physician, RN or LPN) experienced in rendering
ESRD care is on-duty whenever a patient is dialyzing, i.e., professional signature must
appear on flow sheet or elsewhere on chart.

Staff Health Policies — Assures that documentation is available for the following:

» Any routine health screening required by state law and/or facility policy, i.e., Hepatitis
screening, TB screening, health assessment.
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Chapter 6:
Staff Nurse

Source: Federal Regulations Governing Chronic Renal Dialysis
American Nephrology Nurses Association Core Curriculum
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GUIDELINES FOR STAFF RN/LPN

R/
0’0

Y/
0'0

Individual is a qualified nurse, with possession of a current valid license to practice nursing
in the state

Has received needed supervised clinical experience according to facility policy to develop
competency in their area of responsibility

Has received instructions in and/or demonstrated knowledge of:

Anatomy and physiology of normal kidney

Fluid and electrolyte and acid-base balance

Pathophysiology of renal disease

Acceptable laboratory values for the patient with renal disease

Theoretical aspects of hemodialysis and/or peritoneal dialysis, including vascular access
and maintenance of blood flow or peritoneal access and maintenance of dialysate flow
Technical aspects of hemodialysis or peritoneal dialysis

Monitoring patients during treatment, treatment initiation and termination

Recognition of dialysis complications, emergency conditions, and institution of the
appropriate corrective action; emergency equipment is available and staff is trained in its
use

Psychological, social, financial and physical complications of long term dialysis

Care of the patient with acute renal failure

Dietary modifications and medications for the uremic patient

Understanding of referral pattern and when referrals should be made to the physician,
social worker or dietician

VVV VVVVYY

YV VY

Provide safe, effective delivery of patient care in compliance with standards outlined in
patient care policies and procedures, as well as regulations set forth by state and federal
agencies

Promotes and assists in the maintenance of a safe and clean working environment

Informed of new developments in the field and basic principles are reviewed. Acquires
information and knowledge in current practice related to dialysis principles and techniques
by participating in in-service classes.

Coordinated the patient care plan with physician, dietician, and social worker

Competency with all emergency operational procedures to include the following, in addition
to the ability to respond appropriately in the event of an emergency:
» Certification in CPR
» Annual updates on the following

= Hemodialysis

= Anaphylactic shock

= Disaster (including power outage)

= Cardiac and/or pulmonary arrest

= Pyrogen reaction

= Air embolism

= Problems peculiar to central dialysate and/or water systems
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GUIDELINES FOR STAFF RN/LPN, continued

Differences between LPN scope of practice in Pennsylvania and Delaware include the following:
+« Under the direction of an RN, Delaware LPNs are able to administer Hypertonic Saline,
Mannitol and Sodium Bicarb, while LPNs in Pennsylvania are not.
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Chapter 7.
Patient Care
Techniclan

Source: Federal Regulations Governing Chronic Renal Dialysis
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GUIDELINES FOR PCT

Patient care dialysis technicians must --
(1) Meet all applicable State requirements for education, training, credentialing,
competency, standards of practice, certification, and licensure in the State in which he or
she is employed as a dialysis technician; and
(2) Have a high school diploma or equivalency;
(3) Have completed a training program that is approved by the medical director and
governing body, under the direction of a registered nurse, focused on the operation of
kidney dialysis equipment and machines, providing direct patient care, and
communication and interpersonal skills, including patient sensitivity training and care of
difficult patients. The training program must include the following subjects:
(i) Principles of dialysis.
(if) Care of patients with kidney failure, including interpersonal skills.
(i) Dialysis procedures and documentation, including initiation, proper
cannulation techniques, monitoring, and termination
of dialysis.
(iv) Possible complications of dialysis.
(v) Water treatment and dialysate preparation.
(vi) Infection control.
(vii) Safety.
(viii) Dialyzer reprocessing, if applicable.
(4) Be certified under a State certification program or a national commercially available
certification program, as follows —
(i) For newly employed patient care technicians, within 18 months of being hired
as a dialysis patient care technician; or
(if) For patient care technicians employed on October 14, 2008, within 18 months
after such date.
+ Has received needed supervised clinical experience according to facility policy to develop
competency in their area of responsibility

+ Has received instructions in and/or demonstrated knowledge of:

» Anatomy and physiology of normal kidney

» Fluid and electrolyte and acid-base balance

» Pathophysiology of renal disease

» Acceptable laboratory values for the patient with renal disease

» Theoretical aspects of hemodialysis and/or peritoneal dialysis, including vascular access
and maintenance of blood flow or peritoneal access and maintenance of dialysate flow

» Technical aspects of hemodialysis or peritoneal dialysis

» Monitoring patients during treatment, treatment initiation and termination

» Recognition of dialysis complications, emergency conditions, and institution of the
appropriate corrective action; emergency equipment is available and staff is trained in its
use

» Psychological, social, financial and physical complications of long term dialysis

» Care of the patient with acute renal failure

» Dietary modifications and medications for the uremic patient

» Understanding of referral pattern and when referrals should be made to the physician,

social worker or dietician
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GUIDELINES FOR PCT, continued

+ Provides safe, effective delivery of patient care in compliance with standards outlined in
patient care policies and procedures, as well as regulations set forth by state and federal
agencies

+ Assists in the maintenance of a safe and clean working environment

+ Is informed of new developments in the field and basic principles are reviewed. Acquires
information and knowledge in current practice related to dialysis principles and techniques
by participating in in-service classes.

+ Competency with all emergency operational procedures to include the following, in addition
to the ability to assist with all emergency operational procedures:
» Certification in CPR
» Annual updates on the following
= Hemodialysis
= Anaphylactic shock
= Disaster (including power outage)
= Cardiac and/or pulmonary arrest
= Pyrogen reaction
= Air embolism
= Problems peculiar to central dialysate and/or water systems

Differences between Pennsylvania state regulations and Delaware state regulations for PCT’s

include the following:

+» Heparin administration by a PCT under the direction of an RN is permitted in Pennsylvania,
but not in Delaware
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Chapter 8:
Social Work
Services

Source: Federal Regulations Governing Chronic Renal Dialysis
NKF — Council of Nephrology Social Workers
The Renal Network: ESRD Network 4
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QUALIFICATIONS OF THE SOCIAL WORKER

Standard: Social Services

"Social services are provided to patients and their families and are directed at supporting and
maximizing the social functioning and adjustment of the patient. The qualified social worker is
responsible for conducting psychosocial evaluations, participating in team review of the patient's
progress and recommending changes in treatment based on the patient’s current psychosocial
needs, providing casework and group work services to patients and their families in dealing with
special problems associated with ESRD, and identifying community social agencies and other
resources and assisting patients and families to utilize them." [Federal Register, Vol. 70, No 23.
Tuesday, April 15, 2008. Sections 405.2102(f) and 494.140(d)]

The new Conditions for Coverage set forth in 2008 recognize the importance of the numerous
psychosocial concerns that patients and their families experience during the course of coping
with kidney disease and treatment. The interdisciplinary approach places an emphasis on
reducing psychosocial barriers to patient outcomes.

QUALIFICATIONS AND RESPONSIBILITIES OF THE SOCIAL WORKER

Criteria Exceptions Data Source
1) Social worker holds master’s 1) Social worker has served for at CMS
degree in social work with a least 2 years as a social worker, 1
specialization in clinical practice year of which was in a dialysis unit
from a school of social work or transplantation program prior to
accredited by the Council on the effective date of these
Social Work Education (CSWE). regulations (9/1/76) and has

established a consultative
relationship with a social worker
who qualifies under § 494.140

(d)(1)
2) Social worker licensure 2) Licensing not available in your
requirements for masters- state.
prepared social workers in clinical
practice vary from state to state.
The MSW must meet the
licensure requirements in the state
of practice.
3) There will be a written record of 3) None

social work policies and
procedures that include:

a) Statement of program
philosophy and objectives.

b) A written job description of
renal social work duties.
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DRAFT

QUALIFICATIONS AND RESPONSIBILITIES OF THE SOCIAL WORKER

Criteria

Exceptions

Data Source

4)

5)

c) Inform patients of their right to
execute an advanced
directive, to explain relevant
state laws and to describe the
facility’s advance directive
policy regarding whether it
honors a patient’s advance
directive.

d) Social workers will play a
central role in overseeing
patient grievances, patient
satisfaction and involuntary
discharges.

e) If a patient is interested in a

treatment option not offered by

a facility (i.e. home dialysis)
the social worker is expected
to help the patient locate and
transfer to a unit that does.

f) A patient’s psychosocial status
must be measured by a
standardized mental and
physical assessment tool
chosen by the social worker.

Sufficient suitable space is
available to the social worker so
that patient/family/staff interviews
and other activities can be
conducted with privacy and
confidentiality.

There will be documentation in
progress notes of initial intake
interview on each patient new to
the facility within 4 weeks (i.e.,
documentation that social worker
has introduced self and explained
role).

4) None

5)
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QUALIFICATIONS AND RESPONSIBILITIES OF THE SOCIAL WORKER

Criteria

Exceptions

Data Source

6)

7

CMS-2728 Form (End State Renal
Disease Medical Evidence Report
Medicare Entitlement and/or
Patient Registration) completed
and submitted to Social Security
and to the Network 4 office within
45 days of patient’s first chronic
treatment.

Psychosocial assessment
conducted for all new patients and
documented in chart within one
month of patient’s first treatment
at chronic outpatient facility.

a) Assessment has been
updated at least on a yearly
basis.

b) Psychosocial assessment

should include:

i) Family/support system

ii) Education

iii) Employment

iv) Living arrangements

v) Finances/insurance

vi) Significant medical or
psychosocial history

vii) Psychosocial treatment plan
and goal setting

viii) Within the context of the
interdisciplinary team, the
new Conditions require social
workers to complete their
section of the Comprehensive
Multidisciplinary Patients
Assessment (CMPA) within
30 calendar days or 13
treatments, beginning with
the first outpatient treatment
at the facility. A follow-up re-
assessment must be
completed three months after
the initial assessment. The
follow-up assessment should
evaluate how well patients
follow their treatment plan
and general adjustment to the
dialysis regiment.

6) When patient initiates treatment at

7

the chronic outpatient facility more
than 45 days after the first
treatment.

Initial, less formal, brief
psychosocial assessment done
within two weeks with
comprehensive psychosocial
assessment within three months.

a) Patient has not been in the

facility for a year.

b) None

Page 26



(approved for distribution by the Network 4 MRB — April 2010)

DRAFT

QUALIFICATIONS AND RESPONSIBILITIES OF THE SOCIAL WORKER

Criteria

Exceptions

Data Source

8) The medical record will contain
dated entries of direct social work
services to patients and their
families as well as related
activities on their behalf.

a) For dated entries:

i) Problem is identified,
situation assessed.

i) Plan for resolution
formulated and
implemented.

iii) Problem resolved to extent
possible or social worker
or patient determine
services are unavailable to
or not utilized by patient.

b) Documentation in the medical
record that the social worker
has assisted in the
development of the long term
and short term care plan
i) LTCP within 30 days of
admission to facility and
annually thereafter

ii) STCP reviewed/updated a
minimum of every six
months

8) None

Network

SOCIAL WORK SERVICES REFERENCES

To reference a “Position Statement” on social work staffing, go to pages 10 — 18 in the
Standards of Practice for Nephrology Social Work, Fourth Edition, Council of Nephrology

Social Workers, National Kidney Foundation.
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Chapter 9:
Nutritional Services

Source: Federal Regulations Governing Chronic Renal Dialysis
The Renal Network: ESRD Network 4
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QUALIFICATIONS OF THE DIETITIAN

Standard: Dietetic Services

"Each patient is evaluated as to his nutritional needs by the attending physician and by a
qualified dietitian (Sec. 405.2102) who has an employment or contractual relationship with the
facility. The dietitian, in consultation with the attending physician, is responsible for assessing
the nutritional and dietetic needs of each patient, recommending therapeutic diets, counseling
patients and their families on prescribed diets, and monitoring adherence and response to
diets." [Federal Register, Vol. 70, No. 23. Tuesday, April 15, 2008. Sections 405.2102(b) and
494.140(c)]

Qualified Personnel: Dietitian

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."

RESPONSIBILITIES OF THE DIETITIAN
Target Population of Adult ESRD Patients Receiving Chronic Hemodialysis Treatments

Assessment
Criteria Data Source
1) Documentation in the medical records that a qualified Network

Registered Dietitian (R.D.) has interviewed the patient within
two weeks of admission to the facility.

2) Documentation of the patient’s nutritional assessment (Initial CMS
Assessment in the medical record by the qualified R.D. within PA Department of Health
one month of the admission to the facility (and recommended to  Network
be updated annually) to include: Forum of ESRD Networks
a) Height/Weight (Annual Update)

b) Patient’s usual and present weight (% usual body weight
and % of standard [NHANES II] body weight), stability of
weight.

c) Pertinent lab data

d) Dietary interview and/or diary

e) Assessment of adequacy of patient’s caloric and protein
intake. Address the need to modify other nutrients in
patient’s diet (i.e. potassium, phosphorus, sodium) and
fluids.

f) Documentation of nutrition education progress, level of
understanding, and ability/willingness of the patient and/or
caregiver to follow the nutrition information provided.
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RESPONSIBILITIES OF THE DIETITIAN, continued
Target Population of Adult ESRD Patients Receiving Chronic Hemodialysis Treatments

2)

assisted in the development of the Long Term Plan (LTCP) for
each patient within 30 days of admission to the facility and
annually thereafter.

Documentation in the medical record that a qualified R.D. has
participated in the development of the comprehensive
Interdisciplinary Patient Assessment and Plan of Care. A Plan
of Care is developed monthly on patients who are unstable.
Stable patients are reviewed yearly based on the
comprehensive interdisciplinary Assessment and Plan of Care.

Monitoring and Education

Criteria

Care Plans
Criteria Data Source
1) Documentation in the medical record that a qualified R.D. has CMS

PA Department of Health
Network

Forum of ESRD Networks
(Annual Update)

CMS

PA Department of Health
Network

Forum of ESRD Networks
(Annual Update)

Data Source

1)

2)

3)

4)

5)

Progress notes are documented in the medical record by a

qualified R.D. at regular intervals. Minimum required entries

include:

a) Monthly progress notes on unstable patients

b) Progress notes every six months on stable patients (though
guarterly charting is recommended).

Recommended routine measurements for monitoring nutritional
status are (see NKF-K/DOQI Nutrition Guidelines for suggested
frequency of measurements):

¢ Predialysis or stabilized serum albumin

¢ Percent of usual post-dialysis or post-drain body weight
¢ Percent of standard (NHANES 1) body weight

¢ nPNA

¢ Subjective global assessment (SGA)

¢ Dietary interview and/or diary

Any specific nutrition related problems requiring assessment
and referral for follow-up resources (i.e. community contacts,
extended care facilities, nutrition supplement programs) should
also be documented as needed.

Document nutrition education provided to the patient/or
adjustments in the diet that were made, along with the
reasoning. Document patient adherence and response to diet
counseling.

For patients receiving parenteral nutrition, document the
monitoring of the patient’s nutritional status and response to
parenteral nutrition therapy.
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ROLE OF THE RENAL DIETITIAN

Taken from the chapter on Nutrition, Appendix 1V, Clinical Practice Guidelines for Nutrition in
Chronic Renal Failure, National Kidney Foundation Kidney Disease Outcomes Quality Initiative
(NKF-K/DOQI)

Implicit in many of the guidelines in this document is the availability to the patient of an
individual with expertise in renal dietetics. Implementation of many of the guidelines concerning
nutritional assessment (anthropometry, subjective global assessment, dietary interviews and
diaries, and integration of the results of nutritional measurements) and nutritional therapy
(developing a plan for nutritional management, counseling the patient and his/her family on
appropriate dietary protein and energy intake, monitoring nutrient intake, educational activities,
and encouragement to maximize dietary compliance) is best performed by an individual who is
trained and experienced in these tasks. Although occasionally a physician, nurse or other
individual may possess the expertise and time to conduct such activities, a registered dietitian,
trained and experienced in renal nutrition usually is best qualified to carry out these tasks. Such
an individual not only has undergone all of the training required to become a registered dietitian,
including, in many instances, a dietetic internship, but has also received formal or informal
training in renal nutrition. Such a person, therefore, is particularly experienced in working with
MD patients as well as individuals with CRF.

There appears to be a general sense among renal dietitians, based on experience, that an
individual dietitian should be responsible for the care of approximately 100 MD patients but
almost certainly no more than 150 patients to provide adequate nutritional services to these
individuals. Because, in many dialysis facilities, the responsibilities of the renal dietitian are
expanded beyond the basic care described in these guidelines (e.g. monitoring protocols and
continuous quality improvement), these facilities should consider a higher ratio of dietitians to
patients. Randomized prospective controlled clinical trials have not been conducted to examine
whether this is the maximum number of patients at which dietitians are still highly effective.
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Chapter 10;
Transplantation
Documentation

Source: ESRD Network 4 Organ Procurement/Transplantation Committee
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INFORM AND DOCUMENT DECISION

Transplantation Status

Document in Plan of Care

e Treatment options discussed

e Plan for transplantation if the patient accepts transplantation referral

e Patient’s decision, if the patient is a transplantation candidate but declines transplantation
referral

Reason(s) for the patient’s non-referral as a transplant candidate

The medical record will indicate the following:

The interdisciplinary team as defined at § 494.80 must develop and implement a written,
individualized comprehensive plan of care that specifies the services necessary to address the
patient’s needs, as identified by the comprehensive assessment and changes in the patient’s
condition, and must include measurable and expected outcomes and estimated timetables to
achieve these outcomes. The outcomes specified in the patient plan of care must be consistent
with current evidence-based professionally-accepted clinical practice standards

The patient’s plan of care must reflect the information from the interdisciplinary team’s
evaluation of the patient's suitability for transplantation referral, required under the Condition for
Patient assessment at V513.

The patient record must show evidence that the patient was informed about transplantation as
an option, living and deceased kidney donation, area transplant center(s) and each transplant
facility’s selection criteria. Each patient's record must reflect the Interdisciplinary Team'’s (IDT)
determination about the patient's suitability and whether the patient accepted or declined
referral for transplantation and reason for non-referral.

If a patient was determined as suitable for transplantation referral, the IDT must document
making the referral and providing applicable information to the transplant center as appropriate
or when requested.

Documentation in patient records should agree with the patient’s understanding of their status
as a transplant candidate. Patients may independently contact a transplant center for an
appointment for more information and evaluation. If this is the case, the IDT should be aware of
the self-referral. A patient’s insurance coverage and a transplant center’s selection criteria may
dictate which transplant center(s) the patient can access.

Guidelines for referral are determined by the transplant center. Therefore, consultation with the
transplant center may be necessary to determine unsuitability.

Suitable Patients Are Usually Unsuitable Patients Are Usually

e Psychologically stable e Active infection

e Understand risks, hazards & benefits of transplant

e Free of uncorrectable medical conditions Advanced age and cardiac disease
are no longer regarded as absolute
contraindications to transplantation
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gr_The Nephrologist may wish to review: Criteria for Ratings of Appropriateness for Renal |
+ Transplantation: Epstein AM, et al: Racial disparities in access to renal transplantation. The :
i New England Journal of Medicine (Volume 343:1537-1544, November 23, 2002.) i

| DOCUMENT TRANSPLANT STATUS

For Patients Electing Evaluation for Transplantation:

e The medical record will document referral to a transplant center

e Process to evaluate patient for cadaveric or living donor transplant initiated

e Patient wait-listed for cadaveric transplant and/or scheduled for living donor transplant

¢ Communicate with the transplant center regarding patient transplant status at least annually,
and if patient deemed unsuitable candidate for transplant

e Patient refused the transplant option after further consideration

| ANNUAL REVIEW

Sec. 494.90 Condition: Patient plan of care.

Implementation of the initial plan of care must begin within the latter of 30 calendar days after
admission to the dialysis facility or 13 outpatient hemodialysis sessions beginning with the first
outpatient dialysis session.

Monthly updates of the plan of care are required for unstable patients, while annual updates
are acceptable for stable patients. Refer to V520 for the minimum criteria for stable
Vs. unstable status.

| NETWORK 4 TRANSPLANTATION GOALS AND OBJECTIVES |

100% of dialysis facilities should have a written policy for delivery of transplant information to all
patients, including: when transplant information will be presented to new patients, what tools
(brochures, video, verbal) are used, and who conducts annual follow-up education with the
patient.

Each Network 4 patient will have documented transplant status that is updated annually.

For pediatric patients (<18 years of age) the term “patient” applies to the patient (if they are old
enough to understand) and their identified responsible caretaker.
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Chapter 11.

Quality
Improvement

Source: JCAHO Quality Model

Conditions for Coverage for ESRD Services (Final rule April 15, 2008)

Federal Register. Section 494.110 Condition: Quality Assessment and
Performance Improvement

ESRD Network 4 Medical Review Board
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GOALS OF QUALITY IMPROVEMENT

The ultimate goal of performance improvement is to improve patient outcomes. The facility
must perform important functions in order to achieve desired outcomes, and to insure the
internal and external customers of the value and quality of services. External customers may be
CMS, Networks, Professional Organizations, Consultants and most importantly the patient.
Internal customers include Network office staff, the Medical Review Board, committee members,
etc.

Performance improvement (PI) activities are most effective when they are planned, systematic,
and organization wide and when all appropriate individuals and professions work collaboratively
to implement them. The quality within the organization cannot be assured without a structure to
plan, implement, measure and evaluate performance.

QUALITY IMPROVEMENT GUIDELINES

1) All facilities will participate in Network continuous quality improvement (CQI) projects as
identified and defined by the Medical Review Board (MRB).

2.) The dialysis facility must develop, implement, maintain, and evaluate an effective, data-
driven, interdisciplinary quality assessment and performance improvement program with
participation by the professional members of the interdisciplinary team. The program must
reflect the complexity of the dialysis facility's organization and services (including those services
provided under arrangement), and must focus on indicators related to improved health
outcomes and the prevention and reduction of medical errors. The dialysis facility must maintain
and demonstrate evidence of its quality improvement and performance improvement program
for review by CMS.

Standard: Program scope.

(1) The program must include, but not be limited to, an ongoing program that achieves
measurable improvement in health outcomes and reduction of medical errors by using
indicators or performance measures associated with improved health outcomes and with the
identification and reduction of medical errors.

(2) The dialysis facility must measure, analyze and track quality indicators or other aspects of

performance that the facility adopts or develops that reflect processes of care and facility

operations. These performance components must influence or relate to the desired outcomes or

be the outcomes themselves. The program must include, but not be limited to, the following:
e Adequacy of dialysis.

Nutritional status.

Mineral metabolism and renal bone disease

Anemia management.

Vascular access.

Medical injuries and medical errors identification.

Hemodialyzer reuse program (if the facility reuses hemodialyzers).

Patient satisfaction and grievances.
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¢ Infection control; the facility must--
¢ Analyze and document the incidence of infection to identify trends and
establish baseline information on infection incidence;
e Develop recommendations and action plans to minimize infection
transmission,
e promote immunization
= Take actions to reduce future incidents.
e Monitor health outcomes:
= physical
= mental
= patient survival

Standard: Monitoring Performance Improvement

The dialysis facility must continuously monitor its performance, take actions that result in
performance improvements, and track performance to ensure that improvements are
sustained over time. Each facility must participate in ESRD network activities and pursue
network goals.

Standard: Prioritizing Improvement Activities

The dialysis facility must set priorities for performance improvement, considering prevalence
and severity of identified problems and giving priority to improvement activities that affect clinical
outcomes or patient safety. The facility must immediately correct any identified problems that
threaten the health and safety of patients.

Reference: Conditions for Coverage for ESRD services made final in the April 15, 2008 Federal
Register. Section 494.110 Condition: Quality assessment and performance improvement

Special Note on Quality Projects and Research
Currently there are issues over the relationship between quality projects and research that exist.
When definitive definitions are issued, that information will be forwarded to each ESRD facility.

The Medical Review Board of The Renal Network: ESRD Network 4 identified two articles for
review under this topic:

e “The Role of the Institutional Review Board in Quality Improvement: A Survey of Quality
Officers, Institutional Review Board Chairs, and Journal Editors.” Am J Med. 2002; 113:
575-579.

e “Determining When Quality Improvement Initiatives Should Be Considered Research:
Proposed Criteria and Potential Implications.” JAMA. 2000; 283: 2275-2280.

Additional Materials Available

Consult the Network office (telephone number 412-325-2250) or website
(www.esrdnetwork4.orq) for information on specific Quality Improvement Projects, educational
and resource materials, collection forms, timelines and project life cycles.
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Chapter 12:
Water Treatment

Source: Recommended Practice for Water Quality Standards
Developed by Association for the Advancement of Medical Instrumentation
(AAMI)
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To contact AAMI regarding water standards, you can call (800) 332-2264 ext. 250

The website address is [ammi.org]

AAMI WATER QUALITY STANDARD

Guidelines for both Bacteriologic and Chemical Testing: Standard Minimum Testing Frequency

AAMI recommends that the chemical contaminate (AAMI Analysis) test be completed when the

RO is installed, whenever RO Membranes are replaced, and at least annually thereafter.

The microbiology recommendations are that water cultures be completed monthly at the first
and last sample locations on the distribution loop(s), (if RO Storage Tanks are used).

In addition, two machines (minimum) each month so that all are cultured in the course of a year.

These are the recommendations from AAMI, RD-52 and RD-62.

Substances Normally Included in Dialysate

Contaminant AAMI Standard
Calcium 2 mg/L (0.1 mEg/L)
Magnesium 4 mg/L (0.3 mEqg/L)
Potassium 8 mg/L (0.2 mEqg/L)
Sodium 70 mg/L (3.0 mEqg/L)

Substances ldentified as Toxic in Hemodialysis

Lowest Concentration Associated
Contaminant with Dialysis Toxicity AAMI Standard
Aluminum 0.06 mg/L 0.01 mg/L
Chloramines 0.25 mg/L 0.10 mg/L
Free Chlorine 0.50 mg/L
Copper 0.49 mg/L 0.10 mg/L
Fluoride 1.0 mg/L 0.20 mg/L
Nitrate 21 mg/L 2.0 mg/L
Sulfate 200 mg/L 100 mg/L
Zinc 0.2 mg/L 0.10 mg/L
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Substances Regulated by the Safe Drinking Water Act

Contaminant

EPA Maximum for Drinking Water

AAMI Standard

Antimony 0.006 mg/L 0.006 mg/L
Arsenic 0.01 mg/L 0.005 mg/L
Barium 2.0 mg/L 0.10 mg/L
Beryllium 0.004 mg/L 0.0004 mg/L
Cadmium 0.005 mg/L 0.001 mg/L
Chromium 0.10 mg/L 0.014 mg/L
Lead 0.015 mg/L 0.005 mg/L
Mercury 0.002 mg/L 0.0002 mg/L
Selenium 0.05 mg/L 0.09 mg/L
Silver 0.10 mg/L 0.005 mg/L
Thallium 0.002 mg/L 0.002 mg/L
Bacteriologic Standards
AAMI Limit Action Level

Bacteria

Water <200 cfu/mL >50 cfu/mL

Dialysate <200 cfu/mL >50 cfu/ml

Concentrate See Statement Below See Statement Below
Endotoxin

Water <2 EU/mL >1 EU/mL
Concentrates

It is not expected that concentrates would be cultured or tested for endotoxin levels. Machine
cultures (of dialysate) are the evidence used to determine if this requirement is met.
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Chapter 13:
Medical Records

Source: Federal Regulations Governing Chronic Renal Dialysis
Forum of ESRD Networks
The Renal Network: ESRD Network 4
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MEDICAL RECORD MODEL

From: Forum of ESRD Networks
Developed: 4/1993

Revised: 8/2001

Approved by Forum’s BOD: 10/2001

NOTE:

The Forum of ESRD Networks, working through the Quality Improvement Directors, has
developed and endorsed this Medical Record Model for use by all dialysis facilities. The goal of
this Model is to enhance quality care by promoting consistent content for medical records.
Although use of this Model is not mandatory, it is hoped that dialysis providers will voluntarily
adopt the Model for use within their own programs.

The Medical Record Model defines the components necessary to achieve a consistent
approach to ESRD medical records, thereby decreasing the fragmentation that frequently
occurs in the medical records of ESRD patients.

It was developed using existing guidelines, standards and ideas regarding medical records, with
input from the major nephrology professional organizations, the 18 ESRD networks, and dialysis
facilities around the country.
All medical records should be completed in accordance with applicable state laws.

& od
The following medical record guidelines represents what the Network and Forum of ESRD
Networks believe comprises a comprehensive medical record. Requirements for the content of

the records and the medical records supervisor are taken from the Federal Register - §405.2139
[41 CFR Ch. IV [10/1/2008 Edition], Section 494.170 (a)(b)(c)(d)].

Condition: Medical Records

The dialysis facility must maintain complete, accurate, accessible records on all patients,
including home patients who elect to receive dialysis supplies and equipment from a supplier
that is not a provider of ESRD services and all other home dialysis patients whose care is under
the supervision of the facility.

(b)Standard: Completion of patient records and centralization of clinical information

(1) Current medical records and those of discharged patients must be completed promptly.

(2) All clinical information pertaining to a patient must be centralized in the patient’s record,
including whether the patient has executed an advance directive. These records must be
maintained in a manner such that each member of the interdisciplinary team has access
to current information regarding the patient’s condition and prescribed treatment.

(3) The dialysis facility must complete, maintain, and monitor home care patients’ records,
including the records of patients who receive supplies and equipment from a durable
medical equipment supplier.

(c) Standard: record retention and preservation.
In accordance with 45 CFR § 164.530(j)(2), all patient records must be retained for six
(6) years from the date of the patient’s discharge, transfer or death.
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Recommendations: Content of Active Records

Identifying Information

Name

Address

Telephone number

Date of birth

Sex

Race

Ethnicity

Primary/secondary ESRD diagnosis

Current co-morbid conditions

Primary/attending physician and phone number

Facility patient registration number

Date/type of first renal therapy (first acute, chronic location)

Date of admission to current facility

Next of kin/significant other

Emergency contact person and phone number

HIC (Medicare) number

Copy of patient’s driver’s license and Medicare or insurance card
Home patients — list of dialysis supplies / equipment furnished by a durable medical
equipment (DME) supplier

Allergy stickers/information

Computerized Records
Acceptable, if meets all requirements of paper records (i.e. confidentiality and retention laws)

Confidentiality
Confidentiality of Medical Records as per HIPAA Privacy Rule

Consents and Notifications

Informed consent for treatment

Informed consent for reprocessed dialyzer (if applicable)
Informed consent for blood transfusion

Receipt of “Patient Rights and Responsibilities”

Receipt of “Patient Grievance Form” and process information
Privacy / confidentiality

Receipt of ESRD Network grievance/contact information
Release of records form

Medical records request form

Advance directives forms (e.g. DNR), or documentation that issues have been discussed
and/or information received when applicable

Hepatitis and other vaccination consent forms (if applicable)
Informed consent of treatment options and modalities
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History and Physical (may be completed by physician extenders in accordance with State
law and facility policy)

Initial H&P to include:

a) Previous health history, including hospitalizations, procedures and other medical
diagnoses.

b) ESRD history, including predialysis laboratory data (BUN, creatinine, electrolytes, serum
albumin, hemoglobin minimum), uremic symptoms, justification for need for renal
replacement therapy.

Annual exam by primary/attending physician, including review of systems and current
problems.

Current history and physical should be available at time of initiation of renal replacement
therapy and/or admission to the facility, and included in the patient’s record. (Also include
amputations).

Comprehensive Interdisciplinary Assessment

Completed and signed by the Interdisciplinary team

Initial: within the latter of 30 calendar days after admission to the dialysis facility or 13
outpatient Hemodialysis sessions beginning with the first outpatient dialysis session.
Implementation of monthly or annual updates of the plan of care must be performed within
15 days of the completion of the additional patient assessments specified in Sec.494.80 (d).

Should include:

Evaluation of the patient’s pre/intra/post and interdialytic blood pressures, interdialytic
weight gains, target weight, and related intradialytic symptoms (hypertension, hypotension,
muscular cramping) along with an analysis for potential root causes.

Reassessment:

a. within 3 months of completion of initial assessment

b. Annual: 12 months from 90 day reassessment for stable patients

c. Monthly for unstable; i.e. extended or frequent hospitalizations; marked deterioration in
health status; significant change in psychosocial needs; concurrent poor nutritional
status, unmanaged anemia; and inadequate dialysis.

Plan of Care

Addresses patient’s needs, as identified by the comprehensive assessment and changes in
the patient’s condition.

Includes measurable and expected outcomes and estimated timetables

Consistent with current evidence-based practice standards, including by not limited to the
following:

o Dose of dialysis

o Nutritional status

o Mineral metabolism
o Anemia

Vascular access
Psychosocial status
Modality

(@]
(@]
(@]
o Rehabilitation status
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e Completed and signed by the Interdisciplinary team

¢ Initial: within the latter of 30 calendar days after admission to the dialysis facility or 13
outpatient Hemodialysis sessions beginning with the first outpatient dialysis session.
Implementation of monthly or annual updates of the plan of care must be performed within
15 days of the completion of the additional patient assessments specified in Sec.494.80 (d).

e Reassessment within 90 days of completion of initial assessment

e Annual: 12 months from 90 day reassessment for stable patients

¢ Monthly reassessment for unstable patients; i.e. extended or frequent hospitalizations;
marked deterioration in health status; significant change in psychosocial needs; concurrent
poor nutritional status, unmanaged anemia; and inadequate dialysis.

Patient Education

e Patients and family

e Education provided in a way the patient can understand
e Validate that information was understood

Topics:
o Aspects of the dialysis experience
Dialysis management
Infection prevention and personal care
Eating / Drinking during treatment
Home dialysis / Treatment Modalities
Grievance (Internal / External)
Discharge / Transfer policies
Quiality of life
Rehabilitation
Transplantation
Benefits and risks of various access types
Medical and non-medical emergencies
Self-Care
Fire/Emergency Evacuation and Take Off Procedure: initial, quarterly or semi-annual
Vaccine Information Statements (VIS) — required

O O OO OO O0OO0OO0OO0OO0OO0OO0o0OOo

Transplantation Status

(Document in Plan of Care)

e Treatment options discussed

¢ Plan for transplantation if the patient accepts transplantation referral

e Patient’s decision, if the patient is a transplantation candidate but declines transplantation
referral

e Reason(s) for the patient’s non-referral as a transplant candidate

Hospitalization Records

e Admission history and physical

e Hospital discharge summary (if not obtained, a physician summary of each hospitalization
should be completed).
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Miscellaneous

Medical record checklist
CMS-2728

Insurance information
Correspondence

Transient dialysis information

Progress Notes

Progress notes should provide an accurate picture of the patient, which reflects changes in
patient status, plans and results of changes in treatment regimen, diagnostic testing,
consultations, unusual events, etc. Progress updates can also be documented in the
Comprehensive Intradisciplinary Assessment / Plan of Care. Either single discipline or
integrated multidisciplinary progress notes may be utilized.

The following are minimum entries:

e Each discipline (physician, nurse, social worker, dietitian) should record the progress of the
patient at regular intervals:

Patient condition and response to treatment noted on daily treatment record

Regular review of abnormal labs/clinical findings and any action taken

Monthly review of laboratory results (including adequacy) and hepatitis status

Vascular Access Assessment

Problem List (optional)

e Initial

e Updated as needed, at least minimum annual review

o Either separate or integrated cumulative list of patient’s medical, psychosocial, nutritional
problems

Physician Orders
e Standing Orders (i.e. emergency procedures, cramp management): initial, annual update
(minimum)
¢ Dialysis prescription and medication update — initial, annual (minimum)
o Number of treatments per week
o Length of treatment time
o Dialyzer size
o Specific parameters of the dialysis delivery system (e.g., electrolyte composition of
the dialysate, blood flow rate, dialysate flow rate)
o Anticoagulation
o Target weight
o Include EPO/Iron
e Post-hospitalization update
o Current 6 months of orders in active record (minimum)
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Medication Record
e Initial
e Update
o Whenever changes occur
o After hospitalization
o Annually (minimum)
¢ Reviewed at monthly intervals, including:
o Name of drug
Dose
Route of administration
Date ordered
Any changes to be dated
Drug allergies
EPO, Calcijex, etc. flowsheets, if such flowsheets are utilized by the facility
(medication lists for outpatient, home medications may be separated from in-center
medications)
o Other allergy alerts (e.g. latex, food, etc.)

O O O O O O

Daily Treatment Records

e May be kept separately

e Current year readily available (past 12 months)
e Filed separately for each individual patient

Consults
Reports/letters from consulting physicians (past 12 months or readily available)

Vascular Access Record

Type of access (if catheter, specify type, length, fill volume, etc.)

Date of insertion/creation/revision/declotting

Reports on any access surgeries or interventions

Name of surgeon(s)

Diagram of location, flow direction, configurations

Monitoring records (e.g. pressure run charts, recirculation, access flow testing, etc.)
Capacity of vascular access to facilitate adequate dialysis

Detailed information of catheter related infections

Laboratory

e Past 12 months on active chart (or readily available)

e Cumulative laboratory records acceptable, original reports must be included in a permanent
record if cumulative record is not generated by original laboratory (Lab normals/reference
ranges).

¢ Include but not limited to: comprehensive metabolic testing, dialysis adequacy, complete
blood count, iron studies and screening for HBV, Immunization history.

¢ Patient-specific run charts (optional), and adequacy calculations
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CDC Recommendations:
e Baseline tuberculin skin test (TST) results and re-screened if TB exposure is detected.
Chest x-rays may be used for individuals for whom the TST is not an option.

On Admission:
e HBsAD, Anti-HBc (total), Anti-HBs

Monthly:
e HBsADb for HBV-susceptible, including nonresponders to vaccine

Annual:
e Anti-HBs if positive (>=10mlIU/mL), anti-HBc negative

Immunization

CDC Recommendations:

e Offer influenza and pneumococcal vaccine and have immunization histories for these
vaccines tracked.

e Hepatitis vaccination surveillance

Transfusion Record (past 12 months)

Diagnostic Studies (past 12 months)
¢ Radiology, nerve conduction, bone densitometery, EEG, current and prior EKG

Preventive Care Measures
¢ Vaccination Status (HBV, pneumococcal, flu)
¢ Exams: mammography, PAP smears, retinal and foot exams (diabetics), etc.

Transient Records

¢ |dentifying information (refer to Active Records)

e Most recent physician’s orders, to include dialysis prescription (dialyzer type, reuse practice,
BFR/DFR, treatment time, dry weight), EPO dose and route, dosages of other intradialytic
medications)

Most recent progress notes

Most recent problem list (include special needs)

Current history and physical (include cause of ESRD)

Medication record

Most recent laboratory (past 2 months), to include: albumin, alkaline phosphatase, BUN,
CA++, Cl-, CO2, creatinine, LDH, SGPT, SGOT, total protein, Hgb, glucose or HgBAIC (if
diabetic), PT (if on Coumadin), hepatitis status (within 12 months)

Last six treatment records

Comprehensive Interdisciplinary Assessment / Plan of Care

Insurance information

Chest X-ray and EKG (within last 12 months)

Page 48



DRAFT
(approved for distribution by the Network 4 MRB — April 2010)

Facility-specific forms for reporting transient dialysis experiences back to home unit
HBV status (antigen positive or immune)

Type of vascular access, location, flow diagram

Emergency contact (local)

Phone number of primary nephrologist

Allergies

Advance directives

CLOSED RECORDS
(transferred, transplanted, recovered function, withdrew from therapy, expired)

All Records, must include:

e Treatment records and thinned records

e Additional confidential files (e.g. HIV if kept separately)
e Business file may be kept separately

File Chronologically in sections, as outlined in Active Record Recommendations

Discharge Summary

¢ Clearly identifies the disposition of the patient (final diagnosis/cause of death, date of
discharge/death, location of death, CMS-2746)

Maintained per state law, and actual chart (or copies for satellite facilities) should be available

within two weeks. Check state law for minimum requirements for record retention timeframe.
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Chapter 14;:
Pediatric Patients

Source: Federal Regulations Governing Chronic Renal Dialysis
ESRD Network 4 Pediatric Subcommittee of the Medical Review Board
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This is a supplement to the guidelines in place for all ESRD patients.

When guidelines are not met, it is the expectation that the medical record will reflect the
appropriate interventions taken to achieve the guideline and/or provide identification of
circumstances that prevent goal outcome.

CARING FOR PEDIATRIC PATIENTS

Pediatric dialysis facilities that treat pediatric patients should:

A. Provide care for patients from 0-21 years of age. Infants and pre-school age children
must be cared for in a pediatric center under the primary supervision of a pediatric
nephrologist. ~ The committee recommends that all school-aged children receive
treatment in a pediatric center. If this is not possible, the patient should be supervised
by a pediatric nephrologist at regular intervals.

B. Provide medical care and supervision by a pediatric hephrologist or a nephrologist in
consultation with a pediatric nephrologist. The initial management and treatment plan
must be coordinated under the pediatric nephrologist with at least three-month follow-up
consultations thereafter.

C. Provide outpatient chronic maintenance peritoneal dialysis and hemodialysis.

D. Hospital-based facilities should also provide: inpatient acute peritoneal dialysis,
hemodialysis, and continuous renal replacement therapy.

E. Provide home training for peritoneal dialysis using manual or automated equipment.
F. Provide educational support and psychosocial services through a multidisciplinary team.
G. Perform assessments of pediatric growth and development. Nutritional status should be

monitored by a registered dietitian with expertise in pediatric renal nutrition.
H. Directly or by arrangement, provide histocompatibility and transplantation services.

l. Provide delivery of care through use of equipment and supplies, which are appropriate
for the age, and size of the patient.

J. Transition most patients to an adult dialysis unit between 18-21 years of age.

BLOOD PRESSURE CONTROL

A. Hemodialysis: Pre-dialysis diastolic blood pressure is <95th percentile for normal
children of the same age and height for at least 80% of the most current month’s
recorded readings.

B. Peritoneal Dialysis: Diastolic blood pressures are <95th percentile for normal children of
the same age and height in at least 80% of the most current month’s recorded readings.
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The journal article provides the updated tables from the NIH Second Task Force
on Blood Pressure Control in Children by age and height. (See page 51 under
“Articles”.)

PATIENT CARE RATIO FOR CHILDREN ON HEMODIALYSIS

Patients weighing < 20 kg shall have a 1:1-1:2 nurse to patient care ratio. Appropriate
equipment will be available to provide care for all pediatric patient psychological and
physiological needs.

GROWTH AND NUTRITION

Al.

A2.

D1.

D2.

Infants less than 36 months have monthly weight, length and head circumference plotted
on a growth chart. Growth should be maintained at least at the 5th percentile and no
more negative than 2 standard deviation scores (SDS).

Patients 3 years to 17 years old have height and weight plotted on a growth chart
quarterly.

Serum albumin is measured monthly. Serum albumin is greater than the lower limit of
normal range value.

PNA should be determined at least quarterly.

The journal article provides formulas for calculation of PNA. (See page 51 under
“Articles”.)

Infants less than 36 months of age demonstrate an increase in head circumference
during the preceding 4 months that is the same as that expected for a normal infant of
the same sex/age.

Patients who do not maintain growth velocity and adequate nutrition e.g. as indicated by
serum albumin, should be considered for nutritional supplementation. This
determination should be made monthly for infants 0-36 months and quarterly thereafter
(height at least at the 5th percentile and no more negative than 2 SDS).

Refer to Tables 1 though 4 under the section in this chapter called “Daily Nutrient
and Fluid Recommendations.”

Documentation exists that consideration to growth hormone therapy has been given for
any child whose height is <5th percentile and/or has shown a decreasing growth rate
more negative than 2.0 SDS.

Sexual maturity (Tanner) staging should be performed and documented every 6 months
from age 6 years until Tanner Stage 5 is reached.

Refer to the section in this chapter called “Tanner Stages of Development of
Secondary Sexual Characteristics.”
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METABOLIC CONTROL

A. Serum Potassium (K*) should be drawn monthly

Hemodialysis — Predialysis: K* < 6.0 mEg/L prior to the first hemodialysis treatment of
the week.

Peritoneal Dialysis: K" < 5.5 mEq/L.

B. Serum bicarbonate levels below 22 mmol/L should be corrected with oral administration
of alkali therapy and/or use of higher sodium bicarbonate dialysate solution in patients
treated with maintenance hemodialysis.”

C. Patient has routine monitoring of small solute clearance and dialysis prescription using
one or more of the following methods.™

1. Hemodialysis - monthly measurement

Pre-post BUN reduction of > 65% and/or prescribed KT/V 1.4 with delivered KT/V
>1.2.

2. Peritoneal Dialysis — 4 month intervals after first six months™

Dialysate plus urine values should be monitored. However, it should be noted
that dialysis adequacy should still be monitored in smaller CAPD patients in
whom urine collection cannot be monitored. Cr Cl should be normalized to body
surface area (L/wk/1.73m?).

____________ Total Creatinine Clearance ___and/or KWV
CAPD 60 L/wk/1.73m? 2.0
CCPD 63 L/wk/1.73m? 2.1

NIPD 66 L/wk/1.73m? 2.2

RENAL OSTEODYSTROPHY

Serum Ca, P and alkaline phosphatase will be measured at least monthly. Serum PTH level will
be measured at least every 3 months.

A. Serum phosphorous level should be maintained between 3.5 mg/dl and 6.0 mg/d| for all
patients over one year of age.

B. Pediatric patients should not routinely receive aluminum containing phosphate binders.

C. Serum calcium level should be maintained between 8.5 mg/dl and 10.5 mg/dI.

" Evidence and opinion Based NKF-K/DOQI Guidelines.

" These criteria may be subject to change as additional pediatric data for adequacy become available.

™ NKF-K/DOQI Guidelines opinion-based recommendations are for at least two measurements within the
first 6 months after initiation of peritoneal dialysis and every 4 months thereafter.
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D. Serum intact PTH should be maintained at 2-5 times the upper limit of normal for the
intact PTH assay.

ANEMIA CONTROL |

A. The target hematocrit should be 33-36% (Hemoglobin 11-12 g/dl) while the patient
receives dialytic therapy.”

B. Patients requiring transfusion(s) should receive leukocyte reduced blood products.
C. Erythropoeitin should be used in conjunction with appropriate iron therapy.
D. Sufficient iron should be administered to maintain a TSAT of >20% and a serum ferritin

level of >100 ng/ml."

SEIZURE CONTROL |

The patient should experience no loss of consciousness and/or seizures on hemodialysis.
Consultation with a pediatric neurologist is indicated for de novo seizures or a change in pattern
of occurrence.

PATIENT/FAMILY EDUCATION |

Medical record indicates the patient and parent(s)/guardian(s) have received the following
information. This may include verbal or written information within the first 3 months of
treatment. Intermittent review should occur at least annually.

A. Effects of ESRD and its treatment on the families of pediatric patients:
1. typical parental responses and special needs of parents
2. potential marital stresses
3. typical sibling reaction
4, special needs of siblings
5. available resources for family and marriage counseling and support groups
B. All relevant issues related to care of the dialysis access.
C. For home dialysis patients, education on proper procedure to perform treatments at
home.
D. Information on human sexuality and reproductive potential will be provided to patients

entering puberty (Tanner stage > 2 or > 11 years) and their families. If appropriate, this

" Evidence based NKF-KDOQI Guidelines.
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group of patients may be referred to an Adolescent Medical Clinic and/or gynecological
services for reproductive counseling/education.

E. Signature of patients should be present on dialysis consent forms signed by
parent/guardian as per policy of the institution.

F. The medical record should reflect the team’s assessment of the patient’'s school
participation.

TRANSPLANTATION AS A MODALITY OPTION

A. Patient/parent(s)/guardian(s) should be informed of transplantation as an option with
documentation by a member of the transplant team (or designee) that
patient/parent(s)/guardian(s) have received transplant information.

B. Patients should be considered for a transplant by a member of the transplant team at the
onset of ESRD and at least annually thereafter.

INFECTION CONTROL

A. Pediatric patients have documented up-to-date immunizations including hepatitis B
vaccine. All patients over 12 months of age with a negative Varicella titer should receive
Varivax vaccine unless otherwise contraindicated.

B. Routine testing upon initiation of treatment to include testing for Hepatitis B and C.

C. HIV screening should be a standard component of the transplant evaluation.

D. Annual PPD testing should be considered based on the presence of the identified risk
factors.

E. Immunization status should be reviewed annually.

ARTICLES

The Pediatric Subcommittee of The Renal Network: ESRD Network 4 referenced the following

articles:

e ‘“Update on the 1987 Task Force Report on High Blood Pressure in Children and
Adolescents: A Working Group Report From the National High Blood Pressure Education
Program”. PEDIATRICS, VOL. 98, NO. 4, OCTOBER 1996, 649 - 658

e “Urea and Nitrogen Excretion in Pediatric Peritoneal Dialysis Patients”. KIDNEY
INTERNATIONAL, VOL. 58 (2000), 2564 — 2570.
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DAILY NUTRIENT AND FLUID RECOMMENDATIONS

Table 1: Daily Nutrient and Fluid Recommendations for the Child with ESRD - Predialysis

Infant (0-1y)

Toddler (1-3y)

Child (4-10 y)

Adolescent (11-18 y)

Energy 0-0.5 y:>108 kcal/kg 102 kcal/kg 5-6 y:90 kcal/kg Girls 11-14 y:47 kcal/kg

0.5-1 y:>98 kcal/kg 7-10 y:70 kcallkg Girls 15-18 y:40 kcal/kg
Boys 11-14 y:55 kcal/kg
Boys 15-18 y:45 kcal/kg

Protein 0-0.5y:2.2 g/lkg 1.2 g/kg 4-6 y:1.2 g/kg 11-14 y:1.0 g/kg
0.5-1y:1.6 g/kg 7-10y:1.0 g/kg 15-18 y:0.9 g/kg

Sodium Generally unrestricted; Generally unrestricted; Generally unrestricted; Generally unrestricted;
1-3 mEg/kg if edma or 1-3 mEg/kg if edma or 1-3 mEg/kg if edma or 1-3 mEg/kg if edma or
HTN present HTN present HTN present HTN present

Potassium 1-3 mEg/kg if needed 1-3 mEg/kg if needed 1-3 mEg/kg if needed 1-3 mEg/kg if needed
(usually not until GFR is | (usually not until GFR is | (usually not until GFR is | (usually not until GFR is
< 10% normal) < 10% normal) < 10% normal) < 10% normal)

Calcium 0-0.5 y:400 mg/day 800 mg/day (provided 800 mg/day (provided 1200 mg/day (provided
0.5-1 y:600 mg/day hypercalcemia does not | hypercalcemia does not | hypercalcemia does not
(provided occur and calcium occur and calcium occur and calcium
hypercalcemia does not | phosphorus product phosphorus product phosphorus product
occur and calcium does not exceed 70) does not exceed 70) does not exceed 70)
phosphorus product
does not exceed 70)

Phosphorous Use low-content Usually 600-800 Usually 600-800 Usually 600-800
formula if serum levels mg/day when serum mg/day when serum mg/day when serum
of phosphate are levels are elevated levels are elevated levels are elevated
elevated; restrict high-
content foods

Vitamins 1 ml multivitamin drops; | Multivitamin if needed; Multivitamin if needed; Multivitamin or just B

vitamin D metabolite if
needed, based on
serum calcium, PTH
and alkaline
phophatase levels

vitamin D metabolite if
needed, based on
serum calcium, PTH
and alkaline
phophatase levels

vitamin D metabolite if
needed, based on
serum calcium, PTH
and alkaline
phophatase levels

complex + C if needed,;
vitamin D metabolite if
needed, based on
serum calcium, PTH
and alkaline
phophatase levels

Trace Minerals

Supplement zinc, iron
or copper if needed

Supplement zinc, iron
or copper if needed

Supplement zinc, iron
or copper if needed

Supplement zinc, iron
or copper if needed

Fluid

Unrestricted unless
needed; then replace
insensible + urinary
output

Unrestricted unless
needed; then replace
insensible + urinary
output

Unrestricted unless
needed; then replace
insensible + urinary
output

Unrestricted unless
needed; then replace
insensible + urinary
output

Yy = year

HTN = hypertension
GFR = glomerular filtration rate
PTH = parathyroid hormone

Adapted from: Nelson P. Nutritional recommendations for infants, children and adolescents with
ESRD. In: Stover J, ed. A Clinical Guide to Nutrition Care in End-State Renal Disease. 2nd ed.
Chicago, Ill: The American Dietetic Association.
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Table 2: Daily Nutrient and Fluid Recommendations for the Child with ESRD — Hemodialysis

Infant (0-1y)

Toddler (1-3y)

Child (4-10 y)

Adolescent (11-18 y)

Energy Same as for predialysis | Same as for predialysis | Same as for predialysis | Same as for predialysis
Protein 0-0.5y:3.3 g/kg >1.8 g/kg 4-6 y:>1.8 g/kg >1.3-1.5y:0.9 g/kg
0.5-1y:2.4 glkg 7-10 y:>1.5 g/kg
Sodium 1-3 mEqg/kg if needed Same as for predialysis | Same as for predialysis | Same as for predialysis
Potassium 1-3 mEqg/Kkg if needed Same as for predialysis | Same as for predialysis | Same as for predialysis
Calcium Same as for predialysis | Same as for predialysis | Same as for predialysis | Same as for predialysis
Phosphorous Same as for predialysis | 600-800 mg/day 600-800 mg/day 600-800 mg/day
Vitamins 1 ml multivatim drops; Multivitamin, 1 mg folic C and B-complex C and B-complex

1 mg folic acid and
vitamin D metabolites
(in most cases)

acid and vitamin D
metabolites as needed

vitamin containing 1 mg
folic acid, 10 mg
pyridoxine 60 mg
ascorbic acid, 5 mg
pantothenic acid, 1.0
mg thiamin, 1.2 mg
riboflavin; 3 pg B2, 300
ug biotin, 15 mg niacin;
active form of vitamin D
as needed

vitamin containing 1 mg
folic acid, 10 mg
pyridoxine 60 mg
ascorbic acid, 10 mg
pantothenic acid, 1.5
mg thiamin, 1.7 mg
riboflavin; 6 pg Bi2, 300
ug biotin, 20 mg niacin;
active form of vitamin D
as needed

Trace Minerals

Supplement zinc or
copper if needed. Iron
is usually needed with
recombinant
erythropoietin

Supplement zinc or
copper if needed. Iron
is usually needed with
recombinant
erythropoietin

Supplement zinc or
copper if needed. Iron
is usually needed with
recombinant
erythropoietin

Supplement zinc or
copper if needed. Iron
is usually needed with
recombinant
erythropoietin

Fluid Provide insensible + Provide insensible + Provide insensible + Provide insensible +
urinary output + urinary output urinary output urinary output
ultrafiltration capacity (if
possible)

Yy = year

Adapted from: Nelson P. Nutritional recommendations for infants, children and adolescents with
ESRD. In: Stover J, ed. A Clinical Guide to Nutrition Care in End-State Renal Disease. 2nd ed.
Chicago, Ill: The American Dietetic Association.

Page 57




DRAFT

(approved for distribution by the Network 4 MRB — April 2010)

Table 3: Daily Nutrient and Fluid Recommendations for the Child with ESRD — Peritoneal

Dialysis
Infant (0-1y) Toddler (1-3y) Child (4-10y) Adolescent (11-18 y)
Energy Same as for predialysis | Same as for predialysis | Same as for predialysis | Same as for predialysis
Protein 2.5-4.0 g/kg 2.0-2.5 g/kg 2.0-2.5 g/kg 1.5 g/kg
Sodium Same as for predialysis | Same as for predialysis | Same as for predialysis | Same as for predialysis
Potassium Same as for predialysis | Same as for predialysis | Same as for predialysis | Same as for predialysis
Calcium Same as for predialysis | Same as for predialysis | Same as for predialysis | Same as for predialysis
Phosphorous Save as for predialysis Same as for Same as for Same as for
hemodialysis hemodialysis hemodialysis
Vitamins Same as for Same as for Same as for Same as for
hemodialysis hemodialysis hemodialysis hemodialysis
Trace Minerals Same as for Same as for Same as for Same as for
hemodialysis hemodialysis hemodialysis hemodialysis
Fluid Same as for Unrestricted unless Unrestricted unless Unrestricted unless
hemodialysis needed needed needed
Yy =year

Adapted from: Nelson P. Nutritional recommendations for infants, children and adolescents with
ESRD. In: Stover J, ed. A Clinical Guide to Nutrition Care in End-State Renal Disease. 2nd ed.
Chicago, Ill: The American Dietetic Association.
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Table 4: Daily Nutrient and Fluid Recommendations for the Child with ESRD — Transplant

Infant (0-1y)

Toddler (1-3y)

Child (4-10 y)

Adolescent (11-18 y)

Energy Same as for predialysis | Same as for predialysis | Same as for predialysis | Same as for predialysis
after ideal weight/length | after ideal weight/length | after ideal weight/length | after ideal weight/length
is achieved is achieved is achieved is achieved

Protein Usually 3 g/kg initially; Usually 2-3 g/kg 2-3 g/kg initially; RDA 2 g/kg initially; RDA
RDA after initially; RDA after after approximately 3 after approximately 3
approximately 3 mo approximately 3 mo mo mo

Sodium 1.3 mEqg/kg initially 1/2 g/day initially; Usually 2-3 g/day Unually 2-4 g/day

unrestricted when HTN | initially; unrestricted initially; unrestricted
and edema no longer when HTN and edema when HTN and edema
present no longer present no longer present

Potassium Unrestricted unless Unrestricted unless Unrestricted unless Unrestricted unless
needed needed needed needed

Calcium Ad lib; supplement if Ad lib; supplement if Ad lib; supplement if Ad lib; supplement if
necessary to RDA necessary to RDA necessary to RDA necessary to RDA

Phosphorous May need very high May need very high May need very high May need very high
intakes; supplement as | intakes; supplement as | intakes; supplement as | intakes; supplement as
necessary necessary necessary necessary

Vitamins Usually not necessary Usually not necessary; Usually not necessary; Usually not necessary;

unless severely
malnourished prior to
transplant; vitamin D as
needed

vitamin D as needed

vitamin D as needed

vitamin D as needed

Trace Minerals

Generally unnecessary;
supplement iron as
needed

Generally unnecessary;
supplement iron as
needed

Generally unnecessary;
supplement iron as
needed

Generally unnecessary;
supplement iron as
needed

Fluid

Ad lib

Ad lib

Ad lib

Ad lib

Yy =year

HTN = hypertension

Adapted from: Nelson P. Nutritional recommendations for infants, children and adolescents with
ESRD. In: Stover J, ed. A Clinical Guide to Nutrition Care in End-State Renal Disease. 2nd ed.
Chicago, lll: The American Dietetic Association.
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| TANNER STAGES OF DEVELOPMENT OF SECONDARY SEXUAL CHARACTERISTICS |

Boys — Development of External Genitalia

Stage 1.
Stage 2:
Stage 3:
Stage 4:

Stage 5:

Prepubertal

Enlargement of scrotum and testes; scrotum skin reddens and changes in texture
Enlargement of penis (length at first); further growth of testes

Increased size of penis with growth in breadth and development of glands; testes
and scrotum larger, scrotum skin darker

Adult genitalia

Girls — Breast Development

Stage 1:
Stage 2:
Stage 3:
Stage 4:
Stage 5:

Prepubertal

Breast bud stage with elevation of breast and papilla, enlargement of areola
Further enlargement of breast and areola; no separation of their contour
Areola and papilla form a secondary mound above level of breast

Mature stage: projection of papilla only, related to recession of areola

Boys and Girls — Pubic Hair

Stage 1:
Stage 2:

Stage 3:
Stage 4.

Stage 5:

Prepubertal (can see velus hair similar to abdominal wall)

Sparse growth of long, slightly pigmented hair, straight or curled, at base of penis
or along labia

Darker, coarser and more curled hair, spreading sparsely over junction of pubes
Hair adult in type, but covering smaller area than in adult, no spread to medial
surface of thighs

Adult in type and quantity, with horizontal distribution (“feminine”)
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Chapter 15;
Facility to Network
Relationship

Source: Federal Regulations: Conditions for Coverage for End Stage Renal Disease
Facilities
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Several references are found in the Conditions for Coverage which detail the relationship
between ESRD Facilities and Networks.

These include the following:

Federal Register, Vol. 70, No. 23. Tuesday, April 15, 2008, 494.180

Condition: Governance

“This Condition also holds the governing body accountable for establishing ... the
relationship of the facility to the ESRD Network.”

“Examples of Condition-level non-compliance include ... Failure to respond Network
requests for corrective action plans for problems identified by the Network.”

Interpretive Guidance

V755

(3) The relationship with the ESRD Networks

“A signed agreement between the facility and the applicable Network is required prior to
the initial certification survey. The CEO or administrator is responsible to receive and
act on correspondence from the ESRD Network and to promptly respond to any request
from the applicable Networks.”

Interpretive Guidance

V772

(i) Standard: Relationship with the ESRD Network

“The ESRD facility must respond promptly within any specified deadlines to requests for
information, data, or corrective action plans from its ESRD Network. The facility must
participate in Network projects and activities aimed at addressing identified needs and
improving quality of care in the individual facility or the Network-wide area.”
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