














PROPOSED REGULATION OF THE
STATE BOARD OF PHARMACY
LCB File No. R013-17

July 13, 2017

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

AUTHORITY: §1, NRS 453.146 and 639.070.

A REGULATION relating to controlled substances; providing an exception for certain uses of
certain controlled substances listed on schedule III; and providing other matters
properly relating thereto.

Legislative Counsel’s Digest:
Existing law authorizes the State Board of Pharmacy to adopt regulations to add, delete

or reschedule controlled substances listed in schedules I, II, ITI, IV and V of the Uniform
Controlled Substances Act. (NRS 453.146) Existing regulations set forth the drugs and
substances that are enumerated on schedule III and include chorionic gonadotropin (HCG) as one
such drug. (NAC 453.530) This regulation specifies that if chorionic gonadotropin (HCG) is
used solely for an FDA-approved implantation or injection in cattle or any other nonhuman
species, it is not considered a controlled substances for purposes of such use.

Section 1. NAC 453.530 is hereby amended to read as follows:

453.530 1. Schedule I consists of the drugs and other substances listed in this section, by
whatever official, common, usual, chemical or trade name designated.

2. Unless specifically excepted or unless listed in another schedule, any material,
compound, mixture or preparation which contains any quantity of the following substances

having a stimulant effect on the central nervous system, including their salts, isomers and salts of
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such isomers, whenever the existence of such salts, isomers and salts of isomers is possible
within the specific chemical designation, is hereby enumerated on schedule II1, including:

(a) Those compounds, mixtures or preparations in dosage unit form containing any substance
listed in schedule II which has a stimulant effect on the central nervous system, which
compounds, mixtures or preparations were listed on August 25, 1971, as excepted compounds
under the regulations of the Drug Enforcement Administration of the United States Department
of Justice, and any other drug of the same quantitative composition as a drug shown on the list or
which is the same except that it contains a lesser quantity of controlled substances;

(b) Benzphetamine;

(c) Chlorphentermine;

(d) Clortermine; or

(e) Phendimetrazine.
= For the purposes of this subsection, “isomer” includes the optical, position or geometric
isomer.

3. Unless specifically excepted or unless listed in another schedule, any material,
compound, mixture or preparation which contains any quantity of the following substances
having a depressant effect on the central nervous system is hereby enumerated on schedule III:

(a) Any substance which contains any quantity of a derivative of barbituric acid or any salt
thereof;

(b) Chlorhexadol;

(¢) Embutramide;

(d) Lysergic acid;
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(e) Lysergic acid amide;

(f) Methyprylon;

(g) Sulfondiethylmethane;

(h) Sulfonethylmethane;

(1) Sulfonmethane;

(j) Any compound, mixture or preparation containing amobarbital, secobarbital, pentobarbital
or any salt thereof and one or more other active medicinal ingredients, which are not listed in any
schedule;

(k) Any suppository dosage form containing amobarbital, secobarbital, pentobarbital, or any
salt of any of these drugs approved by the Food and Drug Administration of the United States
Department of Health and Human Services for marketing only as a suppository; or

(1) Tiletamine and zolazepam or any salt thereof. (Some trade or other names for a tiletamine-
zolazepam combination product: Telazol. Some trade or other names for tiletamine: 2-
(ethylamino)-2-(2-thienyl)-cyclohexanone. Some trade or other names for zolazepam: 4-(2-
ﬂuorophenyl)—6,8—dihydro—1,3,8—trimethylpyrazolo—[3,4—e][1,4]—diazep'm-7(lH)—one,
flupyrazapon).

4. Nalorphine is hereby enumerated on schedule III.

5. Unless specifically excepted or unless listed in another schedule, any material,
compound, mixture or preparation containing any of the following narcotic drugs or their salts,

calculated as the free anhydrous base or alkaloid, in quantities is hereby enumerated on schedule

II:
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(a) Not more than 1.8 grams of codeine per 100 milliliters or not more than 90 milligrams per

dosage unit, with an equal or greater quantity of an isoquinoline alkaloid of opium;

(b) Not more than 1.8 grams of codeine per 100 milliliters or not more than 90 milligrams per
dosage unit, with one or more active, nonnarcotic ingredients in recognized therapeutic amounts;

(c) Not more than 1.8 grams of dihydrocodeine per 100 milliliters or not more than 90
milligrams per dosage unit, with one or more active, nonnarcotic ingredients in recognized
therapeutic amounts;

(d) Not more than 300 milligrams of ethylmorphine per 100 milliliters or not more than 15
milligrams per dosage unit, with one or more active, nonnarcotic ingredients in recognized
therapeutic amounts;

(e) Not more than 500 milligrams of opium per 100 milliliters or per 100 grams, or not more
than 25 milligrams per dosage unit, with one or more active, nonnarcotic ingredients in
recognized therapeutic amounts; or

(f) Not more than 50 milligrams of morphine per 100 milliliters or per 100 grams, with one or
more active, nonnarcotic ingredients in recognized therapeutic amounts.

6. Unless listed in another schedule, any material, compound, mixture or preparation which
contains any quantity of:

(a) N-methylephedrine, its optical isomers, salts and salts of optical isomers;

(b) Hydriodic acid; or

(c) Hydrogen iodide gas,
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= are, as immediate precursors, controlled, the control of which is necessary to prevent, curtail
or limit the manufacture of the controlled substances methamphetamine and N, N-
dimethylamphetamine.

7. Except as otherwise provided in subsections 8 and 9, or specifically excepted or listed in
another schedule, any material, compound, mixture or preparation containing any quantity of
anabolic steroids, including their salts, isomers, esters and salts of isomers, whenever the
existence of such salts of isomers is possible within the specific chemical designation, is hereby
enumerated on schedule III:

(a) Androisoxazole;

(b) Androstenediol;

(c) Bolandiol;

(d) Bolasterone;

(e) Boldenone;

(f) Chlormethandienone;

(g) Clostebol;

(h) Chorionic gonadotropin (HCG);
(i) Dehydrochlormethyltestosterone;
() Dihydromesterone;

(k) Drostanolone;

(1) Ethylestrenol;

(m) Fluoxymesterone;

(n) Formebolone;
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(o) Formyldienolone;
(p) 4-Hydroxy-19-nortestosterone;
(q) Mesterolone;

(r) Methandrenone;

(s) Methandriol;

(t) Methandrostenolone;
(u) Methenolone;

(v) 17-Methyltestosterone;
(w) Methyltrienolone;
(x) Mibolerone;

(y) Nandrolone;

(z) Norbolethone;

(aa) Norethandrolone;
(bb) Normethandrolone;
(cc) Oxandrolone;

(dd) Oxymesterone;
(ee) Oxymetholone;
(ff) Quinbolone;

(gg) Stanolone;

(hh) Stanozolol;

(i1) Stenbolone;

(Gj) Testolactone;
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(kk) Testosterone; or

(1) Trenbolone.

8. Any anabolic steroid or chorionic gonadotropin (HCG) described in subsection 7 which
is used solely for implantation or injection in cattle or any other nonhuman species and is
approved by the Food and Drug Administration for that use is not a controlled substance.

9. The following classifications are not controlled substances for the purposes of this
section:

(a) Oral combinations containing therapeutic doses of estrogen and androgen;

(b) Parenteral preparations containing therapeutic doses of estrogen and androgen;

(c) Topical preparations containing androgens or combinations of androgen and estrogen; and

(d) Vaginal preparations.

10. Ketamine, including its salts, isomers and salts of isomers, is hereby enumerated on
schedule III.

11. Synthetic Dronabinol in sesame oil encapsulated in a soft gelatin capsule in a drug
product approved by the Food and Drug Administration (some trade or other names: (6aR-trans)-
6a,7,8,10a-tetrahydro-6; 6,9-trimethyl-3-pentyl-6H-dibenzo [b,d]pyran- 1-ol; (-)-delta-9-(trans)-
tetrahydrocannabinol; Marinol) is hereby enumerated on schedule IIL.

12. Gamma-hydroxybutyrate prepared by a registered pharmaceutical manufacturer of the
Food and Drug Administration which is properly labeled, including lot numbers, and is available
for medicinal purposes through a distribution system approved by the Food and Drug
Administration is hereby enumerated on schedule IIL

13. Human growth hormone (HGH) is hereby enumerated on schedule IIL

-
LCB Draft of Proposed Regulation RO13-17




14.  Any material, compound, mixture or preparation containing buprenorphine, including its

salts, is hereby enumerated on schedule HI.
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PROPOSED REGULATION OF THE
STATE BOARD OF PHARMACY
LCB File No. R154-16

June 30, 2017

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

AUTHORITY: §§1 and 2, NRS 639.070 and 639.0745.

A REGULATION relating to prescriptions; revising provisions relating to the electronic
transmission of a prescription to a pharmacy; and providing other matters properly
relating thereto.

Legislative Counsel’s Digest:

Existing law authorizes the State Board of Pharmacy to adopt regulations governing the
dispensing of poisons, drugs, chemicals and medicines. (NRS 639.070) Existing law also
requires the Board to adopt regulations concerning the electronic transmission of a prescription
from a practitioner to a pharmacist for the dispensing of a drug. (NRS 639.0745)

Existing regulations: (1) authorize a practitioner to transmit a prescription to a pharmacy
using a computer system approved by the Board; and (2) provide that the Board will approve the
computer system of a practitioner if the computer system meets certain requirements. (NAC
639.7102) Section 1 of this regulation authorizes a practitioner to delegate the task of
transmitting a prescription to a pharmacy using an approved computer system to the designated
agent of the practitioner. Section 1 also requires the computer system of a practitioner to include
on any prescription that is transmitted to a pharmacy a field containing information that uniquely
identifies the practitioner.

Existing regulations establish the circumstances in which a practitioner is authorized to
transmit a prescription for a dangerous drug or a controlled substance listed in schedule II, I, IV
or V to a pharmacy electronically and require the practitioner to be the only person who will
have access to the prescription until it is received by the pharmacy. (NAC 639.7105) Section 2
of this regulation: (1) specifies that such a requirement applies only if the prescription is for a
controlled substance; and (2) establishes additional requirements relating to the electronic
transmission of a prescription to a pharmacy by a practitioner or the designated agent of the
practitioner.
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Existing regulations authorize the Board to suspend the privilege of a practitioner to
transmit prescriptions electronically if the Board reasonably suspects that the practitioner has
transmitted a prescription electronically that is unlawful, fraudulent or not for a legitimate
purpose. (NAC 639.7105) Section 2 also authorizes the Board to: (1) suspend the privilege of a
practitioner to transmit prescriptions electronically if the Board reasonably suspects that the
designated agent of the practitioner has transmitted a prescription electronically that is unlawful
fraudulent or not for a legitimate purpose; and (2) take any other appropriate action.

2

Section 1. NAC 639.7102 is hereby amended to read as follows:
639.7102 1. A practitioner may:
(a) Issue a prescription using a computer system approved by the Board; and
(b) Transmit the prescription using that computer system to a pharmacy specified by the
patient for whom the practitioner issues the prescription £} or delegate such a task to the
designated agent of the practitioner.
2. The Board will approve the computer system of a practitioner if the computer system:
(a) Requires a fingerprint scan, retinal scan, personal identification number or other unique
identification of the practitioner or the designated agent of the practitioner to activate the
computer system by which a prescription will be entered and to reactivate the computer system if
the computer system has not been in use for 15 minutes or longer;
(b) Maintains a record of:
(1) Each prescription that the practitioner issues using the computer system; and
(2) Each pharmacy to which the practitioner {submits} or the designated agent of the
practitioner transmits the prescription;
(c) Is able to print a written prescription that complies with NRS 639.2353 and NAC

453.440;

).
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(d) PRlaces} Includes on fthe-face-ofthe} any prescription fifit-is-printed-from-the-computer

f-itis-displayed-on-the-menitor-of the-computer-efthe} that is transmitted to a pharmacy } a

fmasld field containing information that uniquely identifies the practitioner ; fineluding;

eawvhichisknownto-er-verifiable

(e) Requires the practitioner, before the computer system places the words “Dispense As
Written” on the face of the prescription, to make a specific entry into the computer system for the
prescription; and

(f) Except as otherwise provided in subsection 3, transmits to the pharmacy specified by the
patient the prescription and any other confidential information relating to the patient in a manner
that ensures that the prescription or other confidential information may not be altered by a person
other than the pharmacist.

3. The provisions of paragraph (f) of subsection 2 do not prohibit a practitioner from using a
routing company to transmit a prescription pursuant to this section. A routing company:

(a) May, for the purpose of verifying an audit conducted of the routing company, store any
prescription or other confidential information it receives or transmits pursuant to this subsection
in a form that is secure and ensures the confidentiality of the information.

(b) May not add a provision to, delete a provision from or otherwise modify a prescription or
any other confidential information that it receives or transmits pursuant to this subsection.

4. A pharmacy that receives a prescription from a practitioner using a computer system

which is approved by the Board may fill that prescription if:

=
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(a) The pharmacy prints a copy of the prescription and files the copy in the same manner in
which the pharmacy files any other prescription maintained by it; or
(b) The computer system of the pharmacy:
(1) Maintains the prescription in a manner that ensures that the prescription is numbered
consecutively in accordance with NAC 639.914;
(2) Is able to print a copy of the prescription; and
(3) Prohibits the modification of the prescription unless the computer system:

(I) Automatically prepares a notation within the records of the computer system
indicating that the pharmacy has modified the prescription and automatically records the
modification; and

(II) Requires the pharmacy to prepare a record indicating the identity of the person who
modified the prescription.

5. If a pharmacy fills a prescription pursuant to paragraph (b) of subsection 4, a pharmacist
employed by the pharmacy shall, each day:
(a) Store the prescription or cause the prescription to be stored on a tape, disc or other device
that is used for the storage of information by a computer; and
(b) Store the tape, disc or device:
(1) At alocation other than the pharmacy; or
(2) In any other manner that:
(I) Protects the tape, disc or device from loss or damage; and
(II) Ensures that any confidential information included in the tape, disc or device

remains confidential.
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6. If a practitioner prints a prescription using a computer system that is approved pursuant to
this section, the practitioner shall {

—fa)-Exceptas-otherwise provided-in-paragraph(b);} manually sign the printed prescription .

of

=

7. A practitioner may transmit a prescription or any other confidential information relating
to a patient to an insurer or any entity other than a pharmacy pursuant to this section if, before
transmitting the prescription or confidential information:

(a) The practitioner submits a written notice to the patient:

(1) Identifying the insurer or entity; and
(2) Indicating that the practitioner intends to transmit the prescription or confidential
information to the insurer or entity; and

(b) The patient consents in writing to the transmission of the prescription or confidential
information to:

(1) The insurer or entity; and
(2) The pharmacy specified by the patient pursuant to this section.

8. The provisions of this section do not prohibit a computer system that is approved
pursuant to this section from being used to transmit:

(a) The ICD code set forth in the most recent revision of the International Classification of

Diseases; or
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(b) Any other information that is not related to the issuance, filling or transmission of a

prescription for a patient or the transmission of any confidential information relating to the
patient pursuant to this section.
9. As used in this section {
—a)—Reuting}, “routing company” means any business that:
5} (a) Receives a prescription or any other confidential information from a practitioner
in accordance with a contract between:
51 (1) The routing company and the practitioner or a company that provides
computer software for the management of the practitioner’s practice; or
4B} (2) A patient of the practitioner and a third-party payor; and
21 (B) Transmits the prescription or confidential information:
81} (1) Directly to the pharmacy specified by the patient; or

{8} (2) Through the company that provides computer software for the management

of the business operations of the pharmacy.

Sec. 2. NAC 639.7105 is hereby amended to read as follows:

639.7105 Except as otherwise provided in NAC 639.711:
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1. A prescription for a dangerous drug or a controlled substance listed in schedule II, III, IV
or V may be transmitted electronically by a practitioner or the designated agent of the
practitioner to a pharmacy.

2. A practitioner or the designated agent of the practitioner shall not transmit a prescription
electronically to a pharmacy unless:

(a) The practitioner :

(1) Prescribes the dangerous drug or controlled substance; and
(2) Ifthe prescription is for a controlled substance, is the only person who will have
access to the prescription until it is received by the pharmacy;

(b) The patient:

(1) Consents to the transmission of the prescription electronically; and
(2) Approves the pharmacy where the prescription will be transmitted; and

(c) All requirements of 21 C.F.R. Part 1311 are satisfied.

3. The designated agent of a practitioner shall not transmit a prescription electronically to
a pharmacy unless:

(a) The designated agent receives training from the practitioner regarding the electronic
transmission of prescriptions and the practitioner keeps written documentation of such
training at his or her office; and

(b) The practitioner documents in the medical record of the patient for whom the
prescription is being transmitted electronically the intention of the practitioner to prescribe the

dangerous drug or controlled substance and to have his or her designated agent transmit the

prescription electronically.
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4. Ifthe designated agent of a practitioner transmits a prescription electronically to a
pharmacy, the practitioner shall review the electronic prescription file not later than 24 hours
after the electronic transmission.

5. Inaddition to the requirements set forth in NRS 639.2353 and 639.2589, a prescription
that is transmitted electronically to a pharmacy must include:

(a) The telephone number of the prescribing practitioner;

(b) The time and date of the transmission; and

(c) The name of the pharmacy to which the prescription is sent.

4} 6. In addition to the requirements set forth in subsection {3} 5 and NRS 639.2353 and
639.2589, a prescription for a controlled substance that is transmitted electronically to a
pharmacy must include:

(a) The registration number from the Drug Enforcement Administration of the prescribing
practitioner; and

(b) If the technological capability exists to require such information to be transmitted
electronically:

(1) The Nevada controlled substance registration number of the prescribing practitioner;
(2) The indication for use or the diagnosis code; and
(3) The date of the last physical examination of the patient.

54 7. A pharmacist who receives a prescription that is transmitted electronically shall keep

a paper or electronic copy of the prescription for at least 2 years after the pharmacist receives the

prescription. The copy of the prescription that is kept must be readily accessible to:
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(a) Personnel of the pharmacy who are authorized to access records of prescriptions kept by
the pharmacy; and

(b) Members, employees, agents and designees of the Board.

{63} 8. A pharmacist shall not dispense a prescription that is transmitted electronically until
the pharmacist determines that the prescription complies with the requirements of state and
federal law.

73} 9. A prescription that is transmitted and complies with the provisions of this section
shall be deemed an original prescription.

{83} 10. The Board may suspend the privilege of a practitioner to transmit prescriptions
electronically or take any other appropriate action if the Board reasonably suspects that the
practitioner or the designated agent of the practitioner has transmitted a prescription
electronically that is:

(a) Unlawful;

(b) Fraudulent; or

(c) Not for a legitimate medical purpose.
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