PROPOSED REGULATION OF THE
STATE BOARD OF HEALTH
L CB File No. R075-04

May 19, 2004

EXPLANATION — Matter initalicsis new; matter in brackets [emitted-material] is material to be omitted.

AUTHORITY: 81, NRS 439.150, 449.037 and 449.050; 882-7, NRS 449.037.

A REGULATION relating to facilities for the treatment of irreversible renal disease; increasing
the fee for an application to increase the number of stations for which afacility is
licensed; adopting by reference certain standards for the analysis of certain water in
facilities; requiring facilities to comply with such standards; requiring afacility to
ensure that adequate water is available to the essential areas of the facility; and
providing other matters properly relating thereto.

Section 1. NAC 449.520 is hereby amended to read as follows:

449520 1. A facility shal notify the Bureau in writing at least 30 days before beginning
any construction, renovation or modification of the physical plant of the facility.

2. A facility must obtain the approval of the Bureau before increasing the number of stations
for which the facility islicensed. If afacility intends to increase the number of those stations, the
facility must, at least 30 days before the proposed date to increase the number of stations, submit
to the Bureau an application for anew license. The application must be submitted on aform
approved by the Bureau and include:

(@) Evidence satisfactory to the Bureau that:

(1) Thefacility has reviewed the availability of the members of the staff of the facility

and, if necessary, hasincreased the number of positions on the staff to accommodate the

proposed increase in the number of stations; and
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(2) Thewater treatment system of the facility is sufficient to ensure the availability of
water that is safe for the proposed increase in the number of stations; and

(b) A feeof [$160:] $250.

3. If afacility submits an application pursuant to the provisions of this section, the Bureau
may, before considering the application, conduct an inspection of the facility to determine
compliance with those provisions.

4. |If the Bureau approves an application pursuant to the provisions of this section, the
facility shal, not later than 21 days after commencing the use of the stations for which the
application was approved, submit to the Bureau a written report concerning the chemical anaysis
and bacteriologic cultures of the product water of the stations. The written report must be
prepared and submitted in accordance with the provisions of fsections-3.2-1-and-3:2.2} the most

recently publisned edition of the American National Standard, fHemedialysis-Systems-Mareh

1992 edition;} Water Treatment Equipment for Hemodialysis Applications, which is hereby

adopted by reference. A copy of the publication may be obtained from the Association for the
Advancement of Medical Instrumentation, 1110 North Glebe Road, Suite 220, Arlington,
Virginia 22201, for the price of {$56} $45 for members and {$166} $90 for nonmembers,

Sec. 2. NAC 449.525 is hereby amended to read as follows:

449525 1. Thedesign for the water treatment system of afacility must be:

() Based on considerations of the source of water for the facility; and

(b) Prepared by a person who, as determined by the Bureau, has obtained education, training
or experience in the design of dialysis systems.

2. If afacility does not obtain water from a public water system, any water used by the

facility for medical treatment must be subjected to a bacteriological analysis conducted by the
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appropriate health authority or by acommercial laboratory that is certified by the Health
Division. An analysis must be conducted pursuant to the provisions of this subsection at |east
once every 3 months.

3. Theareain which the water treatment system of afacility islocated must be of sufficient
sizeto allow for the maintenance, testing and repair of the equipment. If any dialysate is mixed
in the area, the area must be of sufficient size to house and allow for the mixing of the dialysate
and for the maintenance, testing and repair of any equipment used to mix the dialysate.

4. Each component of the water treatment system of afacility must be arranged and
maintained in such a manner as to ensure that the amount of bacterial and chemical contaminants
in the product water does not exceed the standards for hemodiaysis water quality fspecifiedin
seetion-3-2-1;} relating to hemodialysis systems [-and-section-3-2.2,+elating-to} and maximum
level of chemical contaminants -6} set forth in the American National Standard,

Hemedialysis-Systems;} Water Treatment Equipment for Hemodialysis Applications, adopted

by reference pursuant to the provisions of NAC 449.520.

5. Eachfacility shall prepare and comply with awritten policy concerning the operation of
the water treatment system of the facility. The written policy must include guidelines for the
operation of each component of the water treatment system. The facility shall:

() Ensure that each person who operates those components is aware of the guidelines and
operates those components in accordance with those guidelines; and

(b) Establish and maintain in the areain which those components are located written
procedures describing the actions to be taken if the guidelines are not complied with.

6. Except as otherwise provided in this subsection, the water treatment system of afacility

must be equipped with reverse osmosis membranes or deionization tanks and not less than two
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carbon tanks arranged in series. If the source of water for the water treatment System is obtained
from a private supply that does not use chlorine or chloramine, the water treatment system must
be equipped with reverse osmosis membranes or deionization tanks and not less than one carbon
tank.

7. If the water treatment system of afacility is equipped with reverse osmosis membranes,
the membranes must satisfy the requirements fset-forth--section-3-2.3:5;} relating to reverse
osmosis f-6f} set forth in the American National Standard, fHemedialysis-Systems;} Water

Treatment Equipment for Hemodialysis Applications, adopted by reference pursuant to the

provisions of NAC 449.520.
8. If the water treatment system of afacility is equipped with a deionization system, the
system must satisfy the requirements fset-ferth-H-section-3-2.3:3;} relating to regenerated or

reconstituted devices [;-and-section-3.2.3-4relatingto-detonization-of} and deionization set
forth in the American National Standard, fHemedialysis- Systems;} Water Treatment

Equipment for Hemodialysis Applications, adopted by reference pursuant to the provisions of

NAC 449.520.

9. Each carbon tank that is used in the water treatment system of the facility must:

() Contain acid-washed 30-mesh or smaller carbon placed in series with a minimum empty
bed contact time of 3 minutes for each tank or bank of tanks; and

(b) Include atesting port that is located between the tanks or bank of tanks. The facility shall,
at least once each day before providing treatment to any patient of the facility, test water from
the port to determine the amount of chlorine and chloramine in the water. The initial test each
treatment day for chlorine and chloramine must be conducted not less than 15 minutes after the

water treatment system is started for that day.
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10. If the results of atest conducted pursuant to the provisions of subsection 9 indicate the
presence of more than 0.5 parts per million of chlorine or 0.1 parts per million of chloraminein
the water that is obtained from the port between the initial tank and the final tank of the water
treatment system, the facility shall replace the initial tank and conduct a test of the water from
the final exit of the water treatment system. If the results of that test indicate the presence of
chlorine or chloramine in an amount that is greater than the requirements specified in this
subsection, the facility shall immediately terminate any dialysis treatment provided to a patient
of the facility and notify the medical director of the facility of the results of the test.

11. If afacility uses awater softener in the water treatment system of the facility, the water
softener must have the capacity to treat a sufficient amount of water to supply the facility for the
entire treatment day.

12. If afacility uses a cartridge filter in the water treatment system of the facility, the
cartridge filter must be made of material that does not leach surfactants, formaldehyde or other
material that was used to manufacture the material.

13. If afacility usesa cartridge filter housing during disinfectant procedures, the housing
must include a mechanism to clear the lower portion of the housing of the disinfecting agents.
Each cartridge filter housing must be opaque.

14. The water treatment system of the facility must be:

(8 Continuously monitored during the treatment of a patient of the facility; and

(b) Protected by audible and visual alarms that are capable of being seen and heard in the
dialysistreatment areaif the quality of the water used in the water treatment system falls below
the standards established by the facility for the water treatment system or the manufacturer of the

water treatment system.
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15. If the deionization tanks of the water treatment system of afacility do not follow a
reverse osmosis system, standards for the rate of rejection of the membranes must ensure that the
lowest rate accepted will provide product water in compliance with fsection-3.2.2+elatingte}
the maximum level of chemical contaminants f-ef} set forth in the American National Standard,

HHemedialysis-Systems;} Water Treatment Equipment for Hemodialysis Applications, adopted

by reference pursuant to the provisions of NAC 449.520.

16. Each facility shall maintain awritten record of the operation of the water treatment
system for each treatment day. The written record must include the guidelines established by the
facility for operating each component of the system and any action taken during that day if the
operation of a component was not within the guidelines established by the facility for that
component.

Sec. 3. NAC 449.5255 is hereby amended to read as follows:

449.5255 1. Except asotherwise provided in this section, each facility shall, at |east once
every 6 months, conduct a chemical test of a sample of the product water of the water treatment
system of the facility. The results of any test conducted pursuant to the provisions of this section
must indicate that the quality of the product water satisfies the requirements fset-foerth-in-section
3.2.2;} relating to maximum level of chemical contaminants 5-of} set forth in the American

National Standard, fHemedialysis Systems;} Water Treatment Equipment for Hemodialysis

Applications, adopted by reference pursuant to the provisions of NAC 449.520.

2. A facility shall conduct achemical test pursuant to the provisions of this section if
substantial changes are made to the water treatment system or if the percent of rejection of a
reverse osmosis system decreases 5 percent or more from the percent of rejection measured at

the time the water sample for the preceding chemical test was taken. If afacility uses awater
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treatment system that is portable, the facility shall, at least once each year, conduct a chemical
test of the product water in accordance with the provisions of this section.

3. Therecords maintained by afacility concerning the operation of the facility must include:

(@) Theresults of each test conducted pursuant to the provisions of this section and NAC
449.525 and 449.526; and

(b) Evidence satisfactory to the Bureau that the medical director of the facility reviewed the
results of those tests and required corrective action to be taken if indicated by those results.

Sec. 4. NAC 449.526 is hereby amended to read as follows:

449526 1. Eachfacility shall, at least once each month or immediately after any repair or
change is made to the water product treatment system of the facility, conduct a microbiological
test of the product water. The results of any test conducted pursuant to the provisions of this
section must indicate that the quality of the product water satisfies the requirements fspeciied-in
seetion-3-2-1;} relating to hemodialysis systems f-6f} set forth in the American National

Sandard, [Hemedialysis Systems;} Water Treatment Equipment for Hemodialysis

Applications, adopted by reference pursuant to the provisions of NAC 449.520.

2. Sample sites selected by the facility to conduct the test must include the beginning of the
distribution piping, the product water in the reuse room of the facility and the end of the
distribution piping. If the results of the test do not satisfy the requirements specified in
subsection 1, the facility shall immediately disinfect and reculture the water treatment system. If,
after the water treatment system is disinfected and recultured, the results of the test do not satisfy
those requirements, the facility shall determine the source of the contamination by immediately
reculturing:

(&) Thesample sites,
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(b) Each patient station of the facility;

(c) Eachtank of the water treatment system that is used to store water;

(d) All water that is used to mix dialysate; and

(e) The product water obtained from the final component of the water treatment system.

3. A cdibrated loop must not be used to conduct atest pursuant to the provisions of this
section. As used in this subsection, “calibrated loop” means a mechanism that is used to:

(@) Draw asample of water from the water treatment system of afacility; and

(b) Conduct atest of that water for the presence of chemicals, bacteria or other impurities.

Sec. 5. NAC 449.5265 is hereby amended to read as follows:

449.5265 1. If afacility reuses any hemodialyzer in providing treatment to a patient of the
facility, the facility shall:

(@) Ensure that the reuse of the hemodialyzer is conducted in accordance with the provisions

of the American National Standard, fHemedialysis-Systems;} Water Treatment Equipment for

Hemodialysis Applications, adopted by reference pursuant to the provisions of NAC 449.520.

(b) Ensure that each transducer protector used during the treatment is:
(1) Replaced, if it becomes wet during the treatment; and
(2) Used only for one treatment.

(c) Ensurethat, in any areaof the facility in which the reuse occurs, the supply of water in
that area incorporates a mechanism to prevent any chemical agents from flowing into the water
distribution system of the facility.

(d) Ensurethat any ventilation system installed in an area specified in paragraph (c):

(1) Isconnected to an exhaust system that:

(I) Leadsto the outside of the building in which the room is located; and
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(1) Is separate from the exhaust system of the building;
(2) Hasan exhaust fan that islocated at the discharge end of the ventilation system;
(3) Hasasystem of exhaust ductsthat is constructed of material that is noncombustible
and resistant to corrosion; and
(4) Has an exhaust outlet that islocated above the level of the roof of the building to
which the exhaust outlet is attached , and {5} if more than one exhaust outlet isinstalled, the
facility shall ensure that each of those outlets is arranged in such a manner as to minimize any
recirculation of exhaust air into the building.
(e) Adopt and comply with a policy that sets forth the criteriafor reuse, including the number
of reuses allowed by the facility.
(f) Ensurethat accessto an area of the facility specified in paragraph (C) isrestricted to
persons who are authorized by the facility to enter that area.
(g) Before providing treatment to the patient:
(1) Consider and address the health and safety of the patient if heis sensitive to
disinfectant solution residuals;
(2) Provideto the patient information regarding the policy of reuse for the facility and the
opportunity to submit and receive a response to questions concerning the reuse; and
(3) Obtain written consent for the reuse from the patient or legal representative of the
patient.
2. A facility shall not transport any dialyzer that has been used in the treatment of a patient
of the facility or allow a person to transport that dialyzer for reprocessing to alocation that is off
the premises of the facility unless the facility:

(8 Requiresthe use of automated equipment at that |ocation to reprocess the dialyzer;
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(b) Remainsresponsible for the entire process of reuse;

(c) Adopts and complies with a policy which ensures that the transfer and transportation of
any used or reprocessed dialyzer to and from the location does not increase the contamination of
the dialyzer, the environment or any member of the staff of the facility; and

(d) Allows an employee of the Bureau to enter the off-site reprocessing site as part of any
inspection of the facility conducted by the Bureau.

Sec. 6. NAC 449.5415 is hereby amended to read as follows:

4495415 1. Eachfacility shall adopt awritten procedure to be followed by each patient
and member of the staff of the facility if any emergency occurs at the facility, including, without
limitation, any fire, equipment failure, power outage, medical emergency or natural disaster that
may threaten the health or safety of any patient or member of the staff of the facility or any
member of the general public.

2. Eachfacility shall prepare a plan for obtaining emergency medical servicesthat are
available for use by the facility.

3. Eachfacility shall employ personnel who are qualified to operate emergency equipment
at the facility and to provide emergency care at the facility. The personnel must be available to
operate the emergency equipment and provide emergency care during each period in which
treatment is provided to a patient of the facility. A charge nurse who is qualified to provide basic
cardiopulmonary life support must be present at the facility and available in the treatment area
during any period in which a patient of the facility is present in that area. Each member of the
clinical staff of the facility must maintain current certification and competency in basic

cardiopulmonary life support.

--10--
L CB Draft of Proposed Regulation R075-04



4. Each facility shall enter into an agreement with at least one hospital that provides acute
dialysis service, inpatient care and other hospital servicesto the patients of the facility. The
agreement must include:

(8 Documentation from the hospital indicating that the patients of the facility will be
accepted and treated during any emergency that occurs at the facility; and

(b) Reasonable assurances that:

(1) Thetransfer or referral of a patient will occur between the hospital and the facility if
the transfer or referral is determined to be medically appropriate by the attending physician of
the patient;

(2) The exchange of medical and other information necessary or useful in the care and
treatment of the patient transferred will occur within 1 working day after the transfer or referral
of the patient; and

(3) All personal property belonging to and transferred with the patient will be accounted
for and protected from theft, loss or damage.

5. Eachfacility shall establish and comply with awritten plan to protect each patient of the
facility if afire occurs at the facility. The written plan must include:

(&) Provisions concerning the evacuation of each person from each building of the facility
during afire; and

(b) A diagram that specifies the routes to be taken to evacuate each of those buildings. A
copy of each diagram prepared pursuant to the provisions of this paragraph must be posted in a
conspicuous place in the building for which the diagram is prepared.

6. Each facility shall, not less than once each quarter, conduct afire drill at the facility. The

facility shall rotate the occurrence of the fire drills to ensure that each patient shift participatesin
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afiredrill at least once each year. Each fire drill must include the use of alarms and equipment
and a discussion with the patients, visitors, employees and members of the staff of the facility
concerning evacuation from each building of the facility. After conducting afire drill, the facility
shall prepare and maintain awritten report concerning the fire drill. The written report must
include evidence that the members of the staff and the patients of the facility participated in the
firedrill.

7. Eachfacility shall ensure that each member of the staff of the facility is familiar with the
location of all equipment that is used to suppress fires at the facility. The equipment must be
located in such a manner that a person is not required to travel more than 75 feet from any
location in the facility to reach the equipment.

8. Each facility shall prepare and comply with awritten plan concerning preparation for any
disaster that may occur at the facility. The plan must:

(@) Bebased on an assessment of the probability and type of disaster in each region and the
local resources available to the facility;

(b) Include procedures that are designed to:

(1) Minimize the harm to the patients and members of the staff of the facility; and
(2) Ensure the safe operation of the facility during a disaster; and

(¢) Include provisions concerning:

(1) The assignment of responsibilities for each member of the staff of the facility during a
disaster, including the assignment of direction and control of the facility;

(2) The maintenance of equipment used for communication during a disaster;

(3) The use of warning systems; and

(4) Evacuation from and closure of the facility because of a disaster.
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9. Each facility shall adopt written proceduresto ensure that water is available to the
essential areas of the facility if thereisan interruption in the facility’'s normal supply of water.
Sec. 7. NAC 449.571 is hereby amended to read as follows:
449571 1. Each program for training adialysis technician provided by afacility must
consist of awritten curriculum that specifies the objectives for each portion of the course.
2. Thewritten curriculum must include at least the following subjects:
(@) Introduction to dialytic therapies, including:
(1) Thehistory of dialysis;
(2) Definitions and terminology;
(3) Communication skills;
(4) Ethicsand confidentiality;
(5) The multidisciplinary process;
(6) Therolesof the members of an interdisciplinary team established pursuant to the
provisions of NAC 449.541; and
(7) Information concerning renal organizations and resources;
(b) The principles of hemodialysis, including:
(1) Theprinciples of dialysis;
(2) Accessto the circulatory system; and
(3) Anticoagulation, local anesthetics and normal saline;
(c) Understanding a person who suffers from kidney failure, including:
(1) Basic renal anatomy, physiology and pathophysiology;
(2) Theeffect of renal failure on the systems of the body;

(3) The symptoms and findings related to the uremic state;
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(4) The modes of renal replacement therapy, including kidney transplantation;

(5) Basicrenal nutrition;

(6) Basic psychosocial aspects of end-stage renal disease;

(7) The medications commonly administered to a patient who is diagnosed with end-stage
renal disease, including the manner of administering and the effects of those medications,

(8) Confidentiality of the personal and clinical records of a patient of afacility;

(9) Professional conduct;

(10) Therightsand responsibilities of a patient of afacility; and

(11) Rehabilitation of a patient of afacility;

(d) Proceduresrelating to dialysis, including:

(1) Using aseptic techniques,

(2) Thetechnical aspects of dialysis, operation and monitoring of equipment, and the
commencement and termination of dialysis;

(3) Delivering dialysis treatment adequately and circumstances that may result from
inadequate treatment;

(4) Observing and reporting the reaction of a patient to treatment;

(5) Monitoring glucose and hemoglobin or hematocrit monitoring;

(6) Emergency procedures and responses, including cardiopulmonary resuscitation, the
management of an air embolism, and the proper response to line separation and hemolysis;

(7) External and internal disasters, fire, natural disasters and preparation for an
emergency; and

(8) Safety, control of quality and improvement of quality;

(e) Information concerning devices used for hemodialysis, including:
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(1) Thetheory and practice of conventional, high efficiency and high flux dialysis,
(2) Diaysate composition, options, indications, complications and safety;
(3) Monitoring and safety; and
(4) Disinfecting equipment;
(f) Thetreatment of water, including:
(1) Standardsfor water treatment used for dialysis as described in the American National

Standard, fHemedialysis-Systems;} Water Treatment Equipment for Hemodialysis

Applications, adopted by reference pursuant to the provisions of NAC 449.520;
(2) Systemsand devices,
(3 Monitoring; and
(4) Therisk of harm to a patient who uses untreated water;
(g) If the facility reuses water, information concerning the reprocessing of water, including:
(1) Principles of reuse;
(2) Safety, control of quality, standard precautions and water treatment; and
(3) Standards for reuse as described in the American National Standard, fHemedialysis

Systems;} Water Treatment Equipment for Hemodialysis Applications, adopted by reference

pursuant to the provisions of NAC 449.520;
(h) Providing instruction for a patient of afacility, including:
(1) Therole of the technician in supporting the goals of the patient concerning education;
and
(2) The principles of adult education;

(i) Safety and the control of infection, including:
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(1) Therisk of harm to a patient from nosocomial infections and from accidents and errors
in providing treatment;

(2) Standard precautions, aseptic and sterile techniques, and proper handling of a
specimen;

(3) Basic bacteriology and epidemiology;

(4) Therisk of harm to an employee of afacility resulting from exposure to blood and
chemicals; and

(5) Electricdl, fire, disaster and environmental safety and hazardous substances; and

(j) The assurance and improvement of quality, including:

(1) Therole of the dialysis technician in activities concerning the assurance of quality;

(2) The principles of the assurance and improvement of quality; and

(3) Theimportance of the assurance of quality to ensure that safe dialysis treatments are
provided to each patient of the facility.

3. Inaddition to the requirements set forth in subsection 2, if adiaysis technician intends to
assist in providing training or treatment to a patient of the facility who receives peritoneal
dialysis, the program of training for the dialysis technician must include the following subjects:

(& The principles of peritoneal dialysis;

(b) Sterile techniques,

(c) The systemsfor the delivery of peritoneal dialysis,

(d) The symptoms of peritonitis; and

(e) The complications of peritoneal dialysis.

4. In addition to the requirements set forth in subsection 2, if adialysis technician intends to

cannulate adialysis access during the treatment of a patient of the facility or administer normal

--16--
L CB Draft of Proposed Regulation R075-04



saline, heparin or lidocaine to that patient, the program of training for the dialysis technician
must include the following subjects:
(@) Accessto circulation, including:
(1) Fistula: creation, development, placement of needles and prevention of complications;
(2) Grafts: materials used, creation, placement of needles and prevention of
complications; and
(3) Symptomsto report;
(b) Safe administration of medications, including:
(1) Identifying the patient;
(2) Ensuring the proper administration of medication;
(3) Measuring the correct dose;
(4) Ascertaining the correct route to administer the dose; and
(5) Ensuring the correct time to administer the dose;
(c) Administration of normal saline, including:
(1) Thereasonsfor administration;
(2) Potential complications;
(3) Thelimits of administration; and
(4) Information to report and record;
(d) Administration of heparin, including:
(1) Thereasonsfor administration;
(2) The methods of administration;
(3) The preparation of an ordered dose;

(4) Potential complications; and
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(5) Information to report and record; and

(e) Administration of lidocaine, including:

(1) Thereasonsfor administration;

(2) The method of administration;

(3) The preparation of an ordered dose;
(4) Potential complications and risks; and
(5) Information to report and record.

5. Theinstructor of a course of training provided to adialysis technician shall:

(@) Maintain aroster of attendance for each dialysis technician enrolled in the course; and

(b) At least once each week during the course, evaluate each dialysis technician enrolled in
the course to determine the progress of the dialysis technician in completing the course.

6. Except as otherwise provided in subsection 7, each dialysis technician specified in
subsection 5 must complete a written examination. The examination must include each of the
subjects specified in subsections 2 and 3. If the dialysis technician intends to cannulate adialysis
access during the treatment of a patient of the facility or administer normal saline, heparin or
lidocaine to that patient, the examination must include the subjects specified in subsection 4. To
pass the written examination, the dialysis technician must achieve a score of not less than 80
percent on each of the subjects required to be included in the written examination pursuant to the
provisions of this subsection.

7. The provisions of subsection 6 do not apply to adialysis technician who is certified asa

dialysis technician by an organization that is approved by the Bureau.
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