PROPOSED REGULATION OF THE
STATE BOARD OF PHARMACY
L CB File No. R033-07

(Note: Thisregulation includes provisions that were
originally placed in LCB File No. R046-07.)

November 5, 2007

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

AUTHORITY': 881-19, NRS 639.070.

A REGULATION relating to medical products; adopting certain standards of professional
conduct; requiring amedical products provider that wishes to sell, lease or otherwise
provide to a consumer a customized orthotic or prosthetic device to be approved by the
State Board of Pharmacy; establishing the requirements for such approval; establishing
the requirements to sell, lease or otherwise provide such a device; requiring an order or
prescription from a practitioner to obtain a customized orthotic or prosthetic device;
requiring amedical products provider that provides an insulin pump to a consumer to
provide training to the consumer concerning the pump; requiring a medical products
provider that provides certain pressurized stockings to a consumer to provide training to
the consumer concerning the stockings; providing that redundant life-sustaining
equipment provided to a consumer must operate in substantially the same manner asthe
primary life-sustaining equipment provided to the consumer; making various changes
concerning medical products providers and medical products wholesaers; and
providing other matters properly relating thereto.

Section 1. Chapter 639 of NAC is hereby amended by adding thereto the provisions set
forth as sections 2 to 9, inclusive, of this regulation.

Sec. 2. “Accreditation and certification organization” means:

1. The American Board for Certification in Orthotics, Prosthetics & Pedorthics; or

2. TheBoard for Orthotist/Prosthetist Certification.

Sec. 3. “Customized orthotic or prosthetic device” means a medical product that is built,

assembled or altered specifically to accommodate the anatomy of a particular consumer,
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including, without limitation, a customized breast prosthesis and a customized mastectomy
form.
Sec. 4. 1. The State Board of Pharmacy hereby adopts by reference:

(&) The Code of Ethics of the Board for Orthotist/Prosthetist Certification, in the edition

most recently published, unless the State Board of Pharmacy gives notice pursuant to
subsection 2 that the most recently published edition is not suitable for this State. The
publication may be obtained, free of charge, from the Board for Orthotist/Prosthetist
Certification, 7150 Columbia Gateway Drive, Suite G, Columbia, Maryland 21045, or at the

| nter net address http: //www.bocusa.orq.

(b) The Code of Professional Responsibility of the American Board for Certification in

Orthotics, Prosthetics & Pedorthics, in the edition most recently published, unless the State
Board of Pharmacy gives notice pursuant to subsection 2 that the most recently published
edition is not suitable for this State. The publication may be obtained, free of charge, from the
American Board for Certification in Orthotics, Prosthetics & Pedorthics, 330 John Carlyle

Street, Suite 210, Alexandria, Virginia 22314, or at the I nternet address http: //www.abcop.org.

2. The State Board of Pharmacy will review each successive edition of a publication
adopted by the Board pursuant to subsection 1 to ensure its suitability for this State. If the
Board determines that the edition is not suitable for this State, the Board will hold a public
hearing within 6 months after the date of the publication of the edition to review its
determination. If the Board does not revise its determination, the Board will give notice within
30 days after the hearing that the edition is not suitable for this State.

Sec. 5. 1. A medical products provider, or an applicant for a licenseto engagein

business as a medical products provider, that wishesto sell, lease or otherwise provide a
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customized orthotic or prosthetic device to a consumer must be approved by the Board. The
medical products provider or applicant must apply for approval in the manner prescribed by
the Board.

2. TheBoard will not give its approval unlessthe medical products provider or applicant
submits evidence to the Board that the medical products provider or applicant:

(&) Hasemployed, contracted with or otherwise retained the services of a person who is
certified by an accreditation and certification organization; and

(b) Except as otherwise provided in this subsection, possesses a facility at which to provide
a customized orthotic or prosthetic device to a consumer:

(1) Thatisaccredited by an accreditation and certification organization; or

(2) For which the medical products provider or applicant has applied to an
accreditation and certification organization for accreditation.
@ The provisions of paragraph (b) do not apply to a medical products provider or applicant if
the only customized orthotic or prosthetic device to be provided by the medical products
provider or applicant is a customized breast prosthesis or customized mastectomy form.

3. If theBoard givesits approval to a medical products provider or applicant whose
facility is not accredited by an accreditation and certification organization, the medical
products provider or applicant shall:

(a) Pursueitsapplication for accreditation of the facility in good faith; and

(b) Unless excused by the Board, obtain accreditation of the facility within 12 months after
the submission of its application to the accreditation and certification organization.

4. TheBoard may withdraw its approval if the medical products provider:
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(a) Ceasesto satisfy any condition set forth in this section for which the Board could have
initially withheld its approval; or

(b) Violates any provision of NAC 639.693 to 639.6958, inclusive, and sections 2 to 9,
inclusive, of thisregulation.

Sec. 6. A medical products provider that sells, leases or otherwise provides a customized
orthotic or prosthetic device to a consumer shall:

1. Makeavailableto its consumersthe services of a person who is certified by an
accreditation and certification organization.

2. Except asotherwise provided in section 5 of thisregulation, provide a customized
orthotic or prosthetic device to a consumer only at a facility that is accredited by an
accreditation and certification organization.

3. Provide emergency servicesto a consumer within 12 hours after the consumer or his
caregiver or agent requests the services.

4. Keep confidential any records concerning the treatment of a consumer to whom the
medical products provider sells, leases or otherwise provides a customized orthotic or
prosthetic device.

5. Develop and use policies and procedures to ensure that a person employed, contracted
with or otherwise retained by the medical products provider complies with the provisions of
NAC 639.693 to 639.6958, inclusive, and sections 2 to 9, inclusive, of thisregulation.

Sec. 7. Anorder from a practitioner isrequired in order to obtain a customized orthotic
or prosthetic device from a medical products provider.

Sec. 8. A medical products provider that sells, leases or otherwise provides an insulin

pump to a consumer shall provide training to the consumer or hisfamily, caregiver or agentin
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the proper use and maintenance of the pump and the procedures for dealing with a
malfunction or other problem that may arisein the use of the pump. The training must be
provided by a person who is certified by the manufacturer of the insulin pump in the operation
of the pump.

Sec. 9. 1. A pressurized stocking that has a pressure rating of 20 millimeters of mercury
or more may not be sold, leased or otherwise provided to a consumer without an order from a
practitioner.

2. A medical products provider that sells, leases or otherwise providesto a consumer a
pressurized stocking that has a pressure rating of 20 millimeters of mercury or more shall
provide training to the consumer or hisfamily, caregiver or agent in the use, maintenance and
potential problemsin the use of the stocking. The training must be provided by a person who
is certified by the manufacturer of the pressurized stocking in the fitting and use of the
stocking.

Sec. 10. NAC 639.693 is hereby amended to read as follows:

639.693 Asused in NAC 639.693 to 639.6958, inclusive, and sections 2 to 9, inclusive, of
thisregulation, unless the context otherwise requires, the words and terms defined in NAC
639.6931 to 639.6938, inclusive, and sections 2 and 3 of thisregulation have the meanings
ascribed to them in those sections.

Sec. 11. NAC 639.6931 is hereby amended to read as follows:

639.6931 *“Assistive equipment” means a medical product intended to aid a consumer in the
performance of one or more bodily activities. The term includes, without limitation, a
customized orthotic or prosthetic device, and a wheelchair, walker or other ssimilar device. The

term does not include respiratory equipment.
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Sec. 12. NAC 639.6935 is hereby amended to read as follows:

639.6935 1. “Medical products’ includes medical devices, equipment, supplies and gases
intended for use in the diagnosis, cure, mitigation, treatment or prevention of disease.

2. Theterm does not include:

() Controlled substances;

(b) Dangerous drugs, except medical gases and supplies that facilitate the use of a dangerous
drug, including, without limitation, normal saline and other similar inert liquids; fand}

(c) Medica devices, equipment, supplies or gases the regulation of which is governed by any
other board or agency other than the Board |-} ; and

(d) Pressurized stockingsthat have a pressure rating of less than 20 millimeters of
mercury.

Sec. 13. NAC 639.6945 is hereby amended to read as follows:

639.6945 1. TheBoard may waive the license fee, or any part thereof, for amedical
products provider that:

-} () Isatax-exempt charitable organization pursuant to 26 U.S.C. § 501(c);

2} (b) Provides medical productsto a majority of the consumers served by the medical
products provider at no charge; and

34 (c) Verifiesto the satisfaction of the Board that at least 75 percent of the ffundst money
of the medical products provider fare} is used for bona fide charitable purposes.

2. A medical products provider that the Board has deter mined satisfies the requirements
for a waiver of the license fee pursuant to subsection 1.

(a) May:

(1) Accept donations of medical products and food products;
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(2) Except asotherwise provided in paragraph (b), dispense donated medical equipment
inan “asis’ condition if:
(I) Themedical equipment does not require an order from a practitioner to be
dispensed; and
(1) The consumer or hiscaregiver or agent signs a waiver acknowledging that he
understands that the equipment isin an “asis’ condition; and
(3) Dispense a donated food product, other than a product for which an enteral or
parenteral pump isrequired, if thefood product is not adulterated and the medical products
provider dispensesthe food product before the expiration date set forth on the packaging of
the food product.

(b) May not dispense a donated medical product that bears an indication that the product
was provided by or originated with another medical products provider unlessit obtainsthe
consent of the original medical products provider.

Sec. 14. NAC 639.6946 is hereby amended to read as follows:

639.6946 1. [A} Except asotherwise provided in NAC 639.6945, a medical products
provider shall:

(a) Provide servicesfor all medical products sold, leased or otherwise provided by the
medical products provider, including, without limitation, setup, repair and maintenance.

(b) Employ an administrator and other employees sufficient to provide the services described
in paragraph (a).

(c) Ensurethat each employeeistrained to:
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(1) Use, setup, repair and maintain the medical products sold, leased or otherwise
provided by the medical products provider that an employee is authorized to sell, lease or
otherwise provide to a consumer; and

(2) Instruct consumers concerning the use, setup and maintenance of the medical products
sold, leased or otherwise provided by the medical products provider that an employeeis
authorized to sell, lease or provide to a consumer.

(d) Maintain an inventory of medical products that is adequate to serve the needs of the
consumers served by the medical products provider.

(e) Maintain asuitable physical location, other than a residence, at which the medical
products provider can:

(1) Storeinventory;

(2) Repair or service any equipment which the medical products provider sells, leases or
otherwise provides; and

(3) Keepall current records related to the business of the medical products provider.

(f) Have afunctioning restroom containing atoilet and asink with hot and cold water at the
place of business of the medical products provider.

(g) Maintain the place of business of the medical products provider in a clean, orderly and
sanitary condition.

(h) Ensure that the place of business complies at all times with applicable federal, state and
local laws, regulations and rules, including, without limitation, applicable occupational safety
rules, fire codes, building codes and health codes.

(i) Maintain liability insurance of at least $1,000,000, which must include product liability

insurance if the medical products provider:
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(1) Designs, fabricates or manufactures medical products; or
(2) Substantially modifies commercially available medical products.

() Maintain alog or other record regarding all repairs made to a medical product provided by
the medical products provider. For amedical product repaired by the medical products provider,
the log or record must identify:

(1) Thetype of medical product;

(2) The manufacturer;

(3) The model or model number;

(4) The serial number;

(5) Thedate of the repair;

(6) The specific repair made;

(7) The name of the person or company who performed the repair; and

(8) A certification that the medical product has been returned to the specifications of the
manufacturer as aresult of the repair.

2. If the medical products provider cannot certify that the repaired medical product has been
returned to the specifications of the manufacturer as aresult of the repair, the medical products
provider must:

() Determine whether the medical product can be safely and effectively used for alimited
purpose, in which case the medical products provider must note that the medical product must
only be used for alimited purpose and must ensure that the medical product is only used for such

alimited purpose; or
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(b) Ensure that the medical product is removed from service and is not sold, leased or
otherwise provided to any person without a written statement acknowledging that the medical
product:

(1) Wasrepaired,

(2) Could not be repaired to the specifications of the manufacturer; and

(3) Cannot be used by the consumer for the purposes for which the medical product was
intended.

3. Any device used by amedical products provider to calibrate or test equipment must be
accurate and must be maintained according to the directions and specifications of the
manufacturer. The scales used to weigh reservoirs of liquid oxygen must be accurate and must be
certified annually by the State Sealer of Weights and Measures.

4. The business premises of any medical products provider must be open and accessible to
the public and the Board at all times during regular hours of operation.

5. A medical products provider shall develop and use awritten procedure for addressing
consumer complaints, including, without limitation, procedures for maintaining a complaint file
that documents all complaints from consumers and the resolution of each complaint.

Sec. 15. NAC 639.6948 is hereby amended to read as follows:

639.6948 Any person or business that is not amedical products provider who sells, leases or
otherwise provides medical products to a consumer must comply with NAC 639.693 to
639.6958, inclusive, and sections 2 to 9, inclusive, of thisregulation for any sale, lease or other
disposition of medical products as though that person were a medical products provider.

Sec. 16. NAC 639.6954 is hereby amended to read as follows:
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639.6954 1. A medical products provider that sells, leases or otherwise provides medical
gases and associated equipment, or respiratory equipment shall:

(8 Comply with all applicable federal, state and local laws regarding the providing and
transportation of such gases and equipment, including, without limitation, all requirements
regarding the tracking and recalling of gases and equipment;

(b) Comply with all applicable federal, state, and local laws regarding transfilling and
repackaging of such gases,

(c) Comply with all applicable federal, state and local laws, including, without limitation, fire
codes, occupational safety rules, building codes and health codes;

(d) Service equipment sold, leased or otherwise provided by the medical products provider
according to the directions and specification of the manufacturer, regardliess of where the
equipment may be located at the time that the equipment is due for servicing;

(e) Make and keep records regarding the servicing of equipment by the medical products
provider; and

(f) Provide only gasesthat are:

(1) Medical grade; and
(2) Intended for use by humans.

2. Before providing any equipment pursuant to this section, amedical products provider
shall verify that the equipment:

(a) Hasbeen checked and isfree of defects;

(b) Isoperating within the specifications of the manufacturer;

(c) Hasnot been modified in any way that will jeopardize the effectiveness or safety of the

equipment;
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(d) Does not present a hazard of fire or shock; and

(e) Hasall warning labels and tags that were provided by the manufacturer, wholesaler or
seller of the equipment.

3. A medical products provider that sells, leases or otherwise provides medical gases and
equipment or respiratory equipment shall develop and use policies and procedures that require:

(& Making and keeping records to track and recall all gases dispensed by the medical
products provider, including, without limitation:

(1) Recording the lot numbers fand-expiration-datesfor} of each cylinder or unit of gas
provided;

(2) Maintaining awritten or computerized system to track and locate all gases and
equipment provided by the medical products provider; and

(3) Recording the serial numbers and model numbers of all equipment provided by the
medical products provider;

(b) Maintaining and cleaning equipment provided by the medical products provider,
including, without limitation:

(1) Documenting that the function and safety of the equipment was verified before the
equipment was provided to the consumer;

(2) Cleaning and disinfecting equipment pursuant to an established protocol to remove
aerobic and anaerobic pathogens from the equipment to the specifications of the manufacturer
for that equipment;

(3) Making and keeping a material safety data sheet for the solutions and products used in

cleaning and disinfecting the equipment;
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(4) Designating areas at the business of the medical products provider that must be used to
store separately clean and unclean equipment; and

(5) Designating a separate area at the business of the medical products provider that must
be used to store quarantined equipment.

4. When amedical products provider provides oxygen, the medical products provider must
also provide an emergency supply of oxygen, supplies and equipment to maintain therapy while
the primary supply of oxygen and related equipment is inoperable or unusable.

5. Inaddition to any communication and advisement required pursuant to NAC 639.693 to
639.6958, inclusive, and sections 2 to 9, inclusive, of thisregulation, amedical products
provider who provides medical gas and related equipment, or respiratory equipment, must advise
the consumer receiving the medical gas and related equipment, or respiratory equipment,
regarding:

(a) Cleaning of the equipment;

(b) Potential hazards and warning signs of malfunctioning or inadequately functioning
equipment;

(c) Maintenance procedures for the equipment;

(d) The telephone number, contact name, and contact address for emergency servicing or
repair of the equipment, and for routine servicing or repair of the equipment; and

(e) Thewritten materials about the equipment that are available from the medical products
provider or the manufacturer of the equipment.

6. For the purposes of this section, “material safety data sheet” has the meaning ascribed to
itin29 C.F.R. § 1910.1200.

Sec. 17. NAC 639.6955 is hereby amended to read as follows:
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639.6955 A medical products provider who sells, leases or otherwise provideslife-
sustaining equipment shall:

1. Maintain asufficient number of employees who are:

() Trained to service and repair the life-sustaining equipment provided by the medical
products provider; and

(b) Available to service and repair the life-sustaining equipment within 1 hour of any call for
service or repair;

2. Inform all consumers to whom the medical products provider has sold, leased or
otherwise provided life-sustaining equipment of atoll-free telephone number that the consumer
may call at any time the life-sustaining equipment has malfunctioned;

3. Ensurethat information and procedures in the event of an emergency are in writing and
attached to the life-sustaining equipment; and

4. Provide the consumer with sufficient emergency supplies and equipment , including,
without limitation, redundant life-sustaining equipment, necessary to sustain the consumer
until the medical products provider can service or repair the primary life-sustaining equipment.
Redundant life-sustaining equipment provided pursuant to this subsection must operate in
substantially the same manner asthe primary life-sustaining equipment.

Sec. 18. NAC 639.6957 is hereby amended to read as follows:

639.6957 1. A medical productswholesaler shall:

(8) Employ afacility administrator and other employees sufficient to operate, set up, repair,
maintain and service all medical products sold, leased or otherwise provided by the medical

products wholesaler.
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(b) Ensure that employees of the medical products wholesaler are trained to operate, set up,
repair, maintain and service the medical products sold, leased or otherwise provided by the
medical products wholesaler.

(c) Ensurethat employees of the medical products wholesaler are trained to instruct medical
products providers regarding the operation, set up, repair, maintenance and service of all medical
products sold, leased or otherwise provided by the medical products wholesaler.

(d) Maintain an inventory of medical products necessary to serve the needs of the medical
products providers served by the medical products wholesaler.

(e) Maintain asuitable physical location, other than a residence, at which the medical
products wholesaler can:

(1) Storeinventory;

(2) Repair or service any equipment which the medical products wholesaler sells, leases or
otherwise provides; and

(3) Keepall current records related to the operation of the medical products wholesaler.

(f) Have afunctioning lavatory with atoilet and a sink with hot and cold water at the facility
of the medical products wholesaler.

(g) Maintain the facility of the medical products wholesaler in a clean, orderly and sanitary
condition.

(h) Ensurethat the facility of the medical products wholesaler complies with all applicable
federal, state and local laws, regulations and rules, including, without limitation, occupational
safety rules, fire codes, building codes and health codes.

(i) Maintain liability insurance of at least $1,000,000, which must include product liability

insurance if the medical products wholesaler:
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(1) Designs, fabricates or manufactures a medical product; or
(2) Substantially modifies acommercially available medical product.

() Maintain alog or other record regarding all repairs made to medical products provided by
the medical products wholesaler. For each medical product repaired by the medical products
wholesaler, the log or record must identify:

(1) Thetype of medical product;

(2) The manufacturer;

(3) The model or model number;

(4) The serial number;

(5) Thedate of the repair;

(6) The specific repair made;

(7) The name of the person or company who performed the repair; and

(8) A certification that the medical product has been returned to the specifications of the
manufacturer as aresult of the repair.

2. If the medical products wholesaler cannot certify that the repaired medical product has
been returned to the specifications of the manufacturer as aresult of the repair, the medical
products wholesaler must:

() Determine whether the medical product can be safely and effectively used for alimited
purpose, in which case the medical products wholesaler must note that the medical product can
only be used for alimited purpose and must ensure that the medical product is only used for such

limited purpose; or
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(b) Ensure that the medical product is removed from service and is not sold, leased or
otherwise provided to any person without a written statement acknowledging that the medical
product:

(1) Wasrepaired,
(2) Could not be brought up to the specifications of the manufacturer; and
(3) Cannot be used for the purposes for which the medical product was intended.

3. Any device used by amedical products wholesaler to calibrate or test equipment must be
accurate and must be maintained according to the directions and specifications of the
manufacturer. The scales used to weigh reservoirs of liquid oxygen must be accurate and must be
certified annually by the State Sealer of Weights and Measures.

4. The physical premises of any medical products wholesaler must be open and accessible to
the Board at all times during regular hours of operation.

5. Theowner of amedical products wholesaler is responsible for the acts of his facility
administrator and employees.

Sec. 19. 1. Notwithstanding the provisions of sections 5 and 6 of this regulation, a
medical products provider that has been approved by the State Board of Pharmacy on or before
the effective date of this regulation to sell, lease or otherwise provide to a consumer a
customized orthotic or prosthetic device is not required to possess afacility that is accredited by
an accreditation and certification organization or to provide to a consumer a customized orthotic
or prosthetic device only at an accredited facility until 12 months after the effective date of this
regulation.

2. Asusedin this section:
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(&) “Accreditation and certification organization” has the meaning ascribed to it in section 2
of thisregulation.

(b) “Customized orthotic or prosthetic device’ has the meaning ascribed to it in section 3 of
this regulation.

(c) “Medical products provider” has the meaning ascribed to it in NAC 639.6936.
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