PROPOSED REGULATION OF THE
STATE BOARD OF PHARMACY
LCB File No. R037-10

September 10, 2010

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

AUTHORITY: 881 and 3-16, NRS 639.070 and 639.0727; §2, NRS 639.070, 639.0727 and
639.23277.

A REGULATION relating to pharmacy; requiring a certificate of registration from the State
Board of Pharmacy to establish a remote site; establishing the qualifications for persons
who operate a remote site; establishing various requirements concerning the operation
of a remote site; 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. 1. A pharmacist or dispensing practitioner who wishes to establish a remote site
must obtain a certificate of registration from the Board pursuant to NAC 639.742 to dispense
controlled substances or dangerous drugs at the remote site.

2. Notwithstanding the issuance of a certificate pursuant to subsection 1, if the Board
grants a license to operate a pharmacy at a location that is within the service area of a remote
site, the pharmacist or dispensing practitioner that established the remote site must close the
remote site.

Sec. 3. 1. Atelepharmacy and each associated remote site must be physically located

within this State.
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2. A pharmacist or dispensing practitioner must be physically present in the telepharmacy
and accessible for communication with an associated remote site via computer link, video link
and audio link at all times that the remote site is in operation.

3. If the communicative access via computer link, video link and audio link between a
remote site and its telepharmacy is interrupted or otherwise unavailable, the pharmaceutical
technician or dispensing technician operating the remote site shall not perform any act
authorized pursuant to sections 2 to 9, inclusive, of this regulation until the communicative
access is restored.

Sec. 4. 1. A pharmacist who is responsible for the operation of a remote site shall
ensure that a pharmaceutical technician who is employed to dispense controlled substances or
dangerous drugs at the remote site has at least 1 year of experience as a pharmaceutical
technician.

2. Adispensing practitioner who is responsible for the operation of a remote site shall
verify that a dispensing technician employed at the remote site is competent by ensuring that
the dispensing technician has met the requirements of NAC 639.7425 and has received a
certificate of registration pursuant to that section.

Sec. 5. 1. A pharmaceutical technician or dispensing technician who operates a remote
site shall transmit a copy of any new prescription which the technician receives to the
telepharmacy via the computer link or other secured electronic means and retain the original
prescription in the records maintained at the remote site.

2. A pharmaceutical technician or dispensing technician must consult with a pharmacist

or dispensing practitioner, as appropriate, at the telepharmacy via the computer link, video
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link or audio link to obtain approval before accessing the stock of controlled substances and
dangerous drugs maintained at the remote site.

3. A pharmacist or dispensing practitioner shall not authorize a pharmaceutical
technician or dispensing technician at a remote site to dispense a controlled substance or
dangerous drug unless the pharmacist or dispensing practitioner has:

(a) Consulted with the technician;

(b) Visually verified via computer link, video link or audio link that:

(1) The controlled substance or dangerous drug selected by the technician is correct;
and
(2) The label prepared by the technician is correct; and

(c) Verified that the information entered by the technician into the computerized system for
recording information concerning prescriptions is correct.

4. A pharmacist or dispensing practitioner shall only authorize a pharmaceutical
technician or dispensing technician at a remote site to dispense a controlled substance or
dangerous drug to a patient who resides in the service area of the remote site or whose
residence is closer to the remote site than to a telepharmacy.

Sec. 6. 1. Except as otherwise provided in this section, a pharmacist or dispensing
practitioner who is responsible for the operation of a remote site shall maintain at the remote
site and at the associated telepharmacy a record of each drug that is received, stored,
dispensed, returned or otherwise dealt with at the remote site, including, without limitation,
any record that is required to be maintained by state or federal law. The records so maintained
must include, without limitation:

(a) Each prescription dispensed at the remote site;
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(b) At the remote site, the initials of the technician who dispensed the controlled substance
or dangerous drug;

(c) Atthe telepharmacy, the initials of the pharmacist or dispensing practitioner who
authorized the controlled substance or dangerous drug to be dispensed at the remote site;

(d) Each controlled substance or dangerous drug that is transferred between the stock of
drugs maintained at the remote site and the stock of drugs maintained at the telepharmacy;
and

(e) Atthe telepharmacy, documentation of any counseling provided by a pharmacist or
dispensing practitioner at the telepharmacy that was provided via the computer link, video link
or audio link to a patient or person caring for a patient at the remote site.

2. The pharmacist or dispensing practitioner who is responsible for the operation of a
remote site shall ensure that each record which is maintained at the remote site, including,
without limitation, each record of a prescription, is maintained in a manner that makes it
readily apparent whether the prescription was dispensed at the remote site or at the
telepharmacy.

Sec. 7. 1. A pharmacist or dispensing practitioner who is responsible for the operation
of a remote site shall ensure that the computer system used at the telepharmacy and the remote
site is able to generate a label for a prescription at either location in the manner prescribed
pursuant to NRS 639.2801.

2. The label generated pursuant to subsection 1 must include on the label of each
prescription the initials of:

(a) The pharmacist or dispensing practitioner who authorized the controlled substance or

dangerous drug to be dispensed at the remote site; and
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(b) The pharmaceutical technician or dispensing technician who dispensed the controlled
substance or dangerous drug at the remote site.

Sec. 8. The pharmacist or dispensing practitioner who is responsible for the operation of
a remote site shall:

1. Establish written policies and procedures for the operation of the remote site to ensure:

(a) Compliance with all applicable statutes and regulations;

(b) The safe and effective dispensing of controlled substances and dangerous drugs at the
remote site; and

(c) The proper accounting of controlled substances and dangerous drugs at the remote site.

2. Personally inspect the remote site at least monthly to ensure that the remote site and
each pharmaceutical technician or dispensing technician, as applicable, who operates the
remote site is in compliance with:

(a) All applicable statutes and regulations; and

(b) The policies and procedures established pursuant to subsection 1.

3. Make a record of each inspection conducted pursuant to subsection 2.

Sec. 9. A pharmacist or dispensing practitioner who is responsible for the operation of a
remote site and who authorizes a pharmaceutical technician or dispensing technician at the
remote site to dispense a controlled substance or dangerous drug is responsible for and must
be held accountable for the dispensing of the controlled substance or dangerous drug at the
remote site.

Sec. 10. NAC 639.250 is hereby amended to read as follows:

639.250 Except as otherwise provided in NAC 639.258:

--5--
LCB Draft of Proposed Regulation R037-10



1. Except as otherwise provided in this section, in a hospital, a pharmacist who is dispensing
prescriptions may not supervise more than three pharmaceutical technicians at one time. A
pharmacist who is supervising distributive functions may not supervise more than two
pharmaceutical technicians and one pharmaceutical technician in training while the trainee is
performing technician functions in on-the-job training.

2. Except as otherwise provided in this section, in any pharmacy, other than a hospital
pharmacy, a pharmacist may not supervise more than three pharmaceutical technicians or one
pharmaceutical technician and two pharmaceutical technicians in training at one time.

3. In any remote site, a pharmacist or dispensing practitioner may not supervise more
than three pharmaceutical technicians or dispensing technicians, as applicable, at one time.

4. A pharmacist may supervise more pharmaceutical technicians and pharmaceutical
technicians in training at one time than are otherwise allowed pursuant to subsections 1 and 2 if:

(a) Not more than three of the pharmaceutical technicians or pharmaceutical technicians in
training are performing the duties of a pharmaceutical technician as set forth in NAC 639.245;
and

(b) The record kept by the pharmacy pursuant to NAC 639.245 identifies the pharmaceutical
technicians and pharmaceutical technicians in training who are performing the duties of a
pharmaceutical technician as set forth in NAC 639.245.

Sec. 11. NAC 639.742 is hereby amended to read as follows:

639.742 1. A practitioner who wishes to dispense controlled substances or dangerous
drugs must apply to the Board on an application provided by the Board for a certificate of
registration to dispense controlled substances or dangerous drugs. A practitioner must submit a

separate application for each site of practice , including, without limitation, a remote site, from
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which he wishes to dispense controlled substances or dangerous drugs. A certificate of
registration to dispense controlled substances or dangerous drugs is a revocable privilege, and no
holder of such a certificate of registration acquires any vested right therein or thereunder.

2. If afacility from which the practitioner intends to dispense dangerous drugs or controlled
substances is not wholly owned and operated by the practitioner, the owner or owners of the
facility must also submit an application to the Board on a form provided by the Board.

3. [Fhe} Except as otherwise provided in NRS 639.23277 and section 5 of this regulation,
the dispensing practitioner and, if applicable, the owner or owners of the facility, shall ensure
that:

(a) All drugs are ordered by the dispensing practitioner;

(b) All drugs are received and accounted for by the dispensing practitioner;

(c) All drugs are stored in a secure, locked room or cabinet to which the dispensing
practitioner has the only key or lock combination;

(d) All drugs are dispensed in accordance with NAC 639.745;

(e) No prescription is dispensed to a patient unless the dispensing practitioner is on-site at the
facility;

(F) All drugs are dispensed only to the patient personally at the facility;

(g) The price of each drug dispensed to a patient is separately itemized on any bill or
statement provided to the patient;

(h) All drugs are dispensed only for medically necessary purposes and according to
prevailing standards of care for practitioners practicing in the specialty claimed or practiced by

the dispensing practitioner; and
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(i) The certificate for each dispensing technician employed at the facility is displayed in the
room or cabinet in which drugs are stored.

4. With regard to the filling and dispensing of a prescription at a facility, only the dispensing
practitioner or a dispensing technician may:

(a) Enter the room or cabinet in which drugs are stored,;

(b) Remove drugs from stock;

(c) Count, pour or reconstitute drugs;

(d) Place drugs into containers;

(e) Produce and affix appropriate labels to containers that contain or will contain drugs;

(F) Fill containers for later use in dispensing drugs; or

(g) Package or repackage drugs.

Sec. 12. NAC 639.743 is hereby amended to read as follows:

639.743 1. fA} Except as otherwise provided in NRS 639.23277 and section 5 of this
regulation, a person to whom a dispensing practitioner is providing training and experience
pursuant to subsection 4 of NAC 639.7425 must not be allowed access to the room or cabinet in
which drugs are stored unless accompanied by the dispensing practitioner. After the person has
completed his training and experience and the Board has received an affidavit from the
dispensing practitioner pursuant to subsection 5 of NAC 639.7425:

(a) The person may access the room or cabinet in which drugs are stored without being
accompanied by the dispensing practitioner, so long as the dispensing practitioner is on-site at
the facility; and

(b) The dispensing practitioner is not required to observe the work of the person.
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2. Adispensing practitioner who allows a dispensing technician to perform any function
described in subsection 4 of NAC 639.742 is responsible for the performance of that function by
the dispensing technician. All such functions performed by a dispensing technician must be
performed at the express direction and delegation of the dispensing practitioner. Each
prescription with respect to which a dispensing technician performed such a function:

(a) Must be checked by the dispensing practitioner, and the dispensing practitioner shall
indicate on the label of the prescription and in his record regarding the prescription that the
dispensing practitioner has checked the work performed by the dispensing technician; and

(b) Must not be dispensed to the patient without the initials of the dispensing practitioner
thereon. A prescription which has been so initialed must be handed to the patient only by the
dispensing practitioner or an employee authorized by the dispensing practitioner.

Sec. 13. NAC 639.7435 is hereby amended to read as follows:

639.7435 1. The registration of a dispensing technician is nontransferable and limited to
the dispensing practitioner to whom the dispensing technician is registered. The registration of a
dispensing technician expires at the same time that the certificate of registration of the dispensing
practitioner expires. If a dispensing practitioner and the dispensing technician registered to that
practitioner leave the facility at which they are registered, and the dispensing technician
continues his employment with that practitioner at a different site, the dispensing practitioner
shall, as soon as practicable, notify the Board of the change of address of employment of the
dispensing technician.

2. If adispensing technician no longer works as a dispensing technician for the dispensing
practitioner to whom the dispensing technician is registered, the registration of the dispensing

technician terminates. If that person is subsequently employed by another dispensing practitioner
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to work as a dispensing technician, the employing dispensing practitioner must, before the
person may act as a dispensing technician for that practitioner:

(a) Register the person with the Board, showing the site of employment and the name of the
dispensing practitioner; and

(b) Ensure that the person receives an additional 200 hours of training and experience
provided by the dispensing practitioner. The additional training and experience must be provided
in accordance with subsection 4 of NAC 639.7425. fFhe} Except as otherwise provided in NRS
639.23277 and section 5 of this regulation, the dispensing practitioner shall not allow the person
to be registered as a dispensing technician to enter the room or cabinet in which drugs are stored
or perform any function described in subsection 4 of NAC 639.742 without the dispensing
practitioner observing the act by the person to be registered as a dispensing technician until that
person has completed the 200 additional hours of training and experience.

Sec. 14. NAC 639.744 is hereby amended to read as follows:

639.744 1. A dispensing practitioner shall pay to the Board a fee of $40 for each
dispensing technician whom that practitioner registers:

(a) At the time of application by the dispensing practitioner for initial registration of the
person as a dispensing technician; and

(b) With the practitioner’s renewal thereafter as a part of and in addition to the practitioner’s
renewal of his registration as a dispensing practitioner.

2. A dispensing practitioner may register more than one dispensing technician at a time,
except that only one of those dispensing technicians , including, without limitation, a dispensing
technician staffing a remote site, may be designated and allowed to perform the functions

described in subsection 4 of NAC 639.742 at one time. A dispensing practitioner shall make and
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maintain a document on which must be recorded for each day the name of the dispensing
technician so designated and allowed to perform the functions described in subsection 4 of NAC
639.742, and maintain the record for not less than 2 years.

Sec. 15. NAC 639.745 is hereby amended to read as follows:

639.745 1. Each practitioner who is registered with the Board to dispense controlled
substances and dangerous drugs , including, without limitation, a dispensing practitioner, and
who dispenses such products for use by his patients outside his presence shall:

(a) Keep complete, accurate and readily retrievable records of each controlled substance and
dangerous drug purchased and dispensed. The record for each such product dispensed to a
patient must include:

(1) The name of the patient and, if not readily available from the practitioner’s records, the
patient’s address;

(2) The name, strength and quantity of the prescribed controlled substance or dangerous
drug;

(3) The directions for use;

(4) The date the prescription was issued; and

(5) A unique identifying number.

(b) Maintain a separate file for the records concerning the purchase of each controlled
substance listed in schedule 11 and a separate file for the records concerning the dispensing of
each controlled substance listed in schedule Il. Each prescription for a controlled substance or
dangerous drug must be maintained in a separate file pursuant to the requirements set forth in

NAC 453.480.
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(c) Keep all controlled substances and dangerous drugs in a locked storage area. Access to
the storage area must be restricted to the persons described in NRS 453.375.

(d) Ensure that each package or container in which a controlled substance is dispensed,
except samples in the manufacturer’s packages, is clearly labeled pursuant to the requirements
set forth in NRS 639.2801.

(e) Ensure that the package or container in which a controlled substance or dangerous drug is
dispensed complies with all state and federal packaging requirements.

(f) Be deemed to be a pharmacy as that term is used in NAC 639.926 and shall comply with
that section.

2. A practitioner may dispense dangerous drugs or controlled substances only after the
patient has been informed by the practitioner that the patient may request a written prescription
and have it filled at another location of the patient’s choosing.

3. A rrecord regarding the dispensing of a controlled substance or dangerous drug made and
kept pursuant to this section must be maintained on paper or in a computer. If the record is:

(a) Maintained on paper, the record must:

(1) Include all the information required to be on the prescription pursuant to NRS
639.2353 and NAC 453.440;

(2) Set forth on the front of the prescription a certification initialed and dated by the
patient that the patient has been informed by the practitioner in accordance with subsection 2 and
that the patient has agreed to have the practitioner dispense the controlled substance or dangerous

drug; and
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(3) Be serially numbered and kept in numerical order in a single file for all dispensing
practitioners, including, without limitation, physician assistants and advanced practitioners of
nursing, practicing at the same location.

(b) Maintained in a computer, the record must:

(1) Include all the information required to be on the prescription pursuant to NRS
639.2353 and NAC 453.440;

(2) Contain a certification, either in the computer or a separate paper document, initialed
and dated by the patient that the patient has been informed by the practitioner in accordance with
subsection 2 and that the patient has agreed to have the practitioner dispense the controlled
substance or dangerous drug; and

(3) Be searchable for any item required by paragraph (a) of subsection 1 to be included in
the record.

Sec. 16. NAC 639.924 is hereby amended to read as follows:

639.924 A person who is issued a license to conduct a pharmacy , including, without
limitation, a remote site, pursuant to the provisions of NRS 639.230 and 639.231 on or after
August 27, 1996, shall ensure that the pharmacy uses a computerized system for recording

information concerning prescriptions.
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