PROPOSED REGULATION OF
THE STATE BOARD OF PHARMACY
L CB File No. R040-06

April 20, 2006

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

AUTHORITY: 88 1-5, NRS 639.070, 639.0725, 639.2328 and 639.23284.

A REGULATION relating to prescription drugs; providing for the regulation of certain
pharmacies located in Canada that are licensed to provide mail order service to
residents of this State; setting forth the drugs such pharmacies may and may not
dispense; requiring such pharmacies to transmit and record certain information; 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 5, inclusive, of this regulation.

Sec. 2. 1. A pharmacy located in Canada shall not dispense, sell or otherwise provide
prescription drugsto a resident of this State unless the pharmacy holds a valid license issued
by the Board pursuant to NRS 639.2328.

2. A pharmacy located in Canada that wishesto obtain a license pursuant to NRS
639.2328 must submit an application to the Board on a form provided by the Board. The
application must be signed by the owner or chief executive officer of the pharmacy, who must
certify that the contents of the application are true and correct to the best of his knowledge,
information and belief.

3. Thedtaff of the Board shall not forward to the Board for the Board's consideration an

application for licensure submitted by a Canadian pharmacy until the staff determines that the

application is complete.
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Sec. 3. 1. A Canadian pharmacy licensed to provide mail order service pursuant to NRS
639.2328 may dispense under those provisions only a drug that:
(&) Appearsin:
(1) The Orange Book; and
(2) The HC-DPD;
(b) Has been manufactured in accordance with standards established by:
(1) The Food and Drug Administration of the United States Department of Health and
Human Services, or
(2) The Therapeutic Products Directorate of Health Canada;
(o) Isinastrength that appearsin both the Orange Book and the HC-DPD; and
(d) Isdrawn from the inventory of the pharmacy that is maintained at the pharmacy.
2. A Canadian pharmacy licensed to provide mail order service pursuant to NRS
639.2328 may not dispense under those provisions:
(&) Adrugthatisin any of thefollowing forms:
(1) Aliquid form, except for ophthalmic solutions;
(2) Aninjectableform;
(3) An intravenousform; or
(4) Aformthat requiresrefrigeration or other special handling for shipment;
(b) A genericversion of adrug, unlessthe generic version of thedrug is“A-rated” in the
Orange Book; or
(c) A drug that has been approved for sale without a prescription in Canada but for which
a prescription isrequired in the United States, unless the patient has provided a prescription

for the drug to the pharmacy.
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3. Asusedin this section:
(8 “HC-DPD” meansthe Drug Product Database, copyright Her Majesty the Queen in
Right of Canada, as amended, that is managed by Health Canada. Access to the database may

be obtained on the I nternet at the I nternet address http://www.hc-sc.gc.ca/dhp-

mps/prodphar ma/databasdon/index e.html.

(b) “Orange Book” meansthe list of “ Approved Drug Products with Therapeutic
Equivalence Evaluations,” as amended, that is published by the Center for Drug Evaluation
and Research of the Food and Drug Administration of the United States Department of
Health and Human Services. A copy of the list may be obtained on the I nternet at the I nternet

address http://www.fda.gov/cder/orange/obannual .pdf.

Sec. 4. 1. A Canadian pharmacy licensed to provide mail order service pursuant to NRS
639.2328 shall:

(&) Maintain atoll-free telephone number and an e-mail address at which a patient may
contact and communicate with a pharmacist employed by the pharmacy;

(b) Ensurethat a pharmacist employed by the pharmacy contacts a patient’s prescribing
practitioner in the United States regarding a prescription for the patient:

(1) If the prescription was transmitted to the pharmacy in any manner other than
directly from the office of the prescribing practitioner in the United States, to verify the
authenticity and contents of the prescription; and

(2) Before making any change to the prescription that deviates from the prescription as

written by the prescribing practitioner in the United States,
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(c) Ensurethat, before a prescription from a prescribing practitioner in the United Statesis
transmitted to a prescribing practitioner in Canada for approval, a pharmacist employed by
the pharmacy:

(1) Personally entersthe data regarding the prescription into the pharmacy’ s computer
system; or

(2) Verifiesthat the data regarding the prescription was entered into the pharmacy’s
computer system by another employee of the pharmacy; and

(d) Ensure that the pharmacists employed by the pharmacy make and maintain a record,
either on paper or in the pharmacy’ s computer system, that readily identifies the pharmacist
who, with respect to a prescription:

(1) Entered or verified the data regarding the prescription pursuant to paragraph (c);
and

(2) Filledthe prescription or verified the correctness of the prescription, if the
prescription was filled by an employee other than a pharmacist.
&= Therecords required pursuant to this paragraph must be maintained by the pharmacy for
at least 2 years and be made available, upon request, for inspection by the staff of the Board.

2. A Canadian pharmacy licensed to provide mail order service pursuant to NRS
639.2328 shall not direct or otherwise allow a patient to have his prescription dispensed by or
to otherwise use the services of a pharmacy that is not licensed by the Board.

3. If aCanadian pharmacy licensed to provide mail order service pursuant to NRS
639.2328 does not have in stock a drug with which to dispense a patient’s prescription and is
unableto transfer the prescription to another pharmacy licensed pursuant to NRS 639.2328

that is able to dispense the prescription, the Canadian pharmacy shall:
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(a) Ensurethat a pharmacist employed by the pharmacy contacts the patient’s prescribing
practitioner in the United States to obtain authorization to change the prescription to a drug
that the pharmacy hasin stock; or

(b) Within sufficient time to ensure that the drug therapy of the patient will not be
interrupted or disturbed, contact the patient to inform him that the pharmacy cannot dispense
the prescription.

Sec. 5. 1. In addition to complying with the requirements of NRS 639.23286 and NAC
639.708, a Canadian pharmacy licensed to provide mail order service pursuant to NRS
639.2328 shall ensure that each of the following are published on the I nternet website, if any,
of the pharmacy and printed upon any written materials provided by the pharmacy to a
patient:

(&) The normal business hours of the pharmacy;

(b) Thetoll-freetelephone number of the pharmacy; and

(c) Thee-mail address of the pharmacy.

2. In addition to complying with the requirements of NRS 639.2801, a Canadian
pharmacy licensed to provide mail order service pursuant to NRS 639.2328 shall ensure that
each of thefollowing is printed on the label of a prescription:

(&) The name of the prescribing practitioner in the United States with a designator
proximate to the name such as“US” or “USA” or a similar designator indicating that the
practitioner isfrom the United States; and

(b) The name of the prescribing practitioner in Canada with a designator proximate to the
name such as“ CAN” or “CANADA” or a similar designator indicating that the practitioner is

from Canada.
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= | f the pharmacy is unable to print one or both of the names of the prescribing practitioners
or their proximate national designators directly upon the label of the prescription, the

pharmacy may include such information on auxiliary labels affixed to the container in which

the prescription is dispensed.
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