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Posted: February 6, 2024
NOTICE OF INTENT TO ACT UPON A REGULATION

Notice of Hearing for the Adoption and Amendment of
Regulations of the Nevada State Board of Pharmacy

The Nevada State Board of Pharmacy will hold a Public Hearing at 9:00 a.m. on
Thursday, March 7, 2024.

Pursuant to NRS 241.023(1)(c) the meeting is being conducted by means of
remote technology. The public may attend the meeting via live stream remotely
or in person at the following location:

Hilton Garden Inn
7830 S. Las Vegas Boulevard
Las Vegas, NV

Via Videoconference at Zoom: https://zoom.us/j/588625667 1
or
Via Teleconference at 1 (669) 900-6833
Meeting ID: 588 625 6671

The purpose of the hearing is to receive comments from all interested persons
regarding the adoption and amendment of regulations that pertain to Chapters
453 and/or 639 of the Nevada Administrative Code.

The following information is provided pursuant to the requirements of NRS
233B.060:

A. Amendment of Nevada Administrative Code (NAC) 453.540: Schedule IV.
The proposed amendment to NAC 453.540 will add zuranolone to the list of
controlled substances listed in Schedule IV.

(LCB File No. R144-23)

1. The need for and the purpose of the proposed requlation or amendment.

The proposed amendment adds zuranolone to the list of controlled substances
set forth in schedule IV of the Uniform Controlled Substances Act, consistent with
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federal regulations (21 C.F.R. § 1308.14). The amendment is needed to add
such drug product to the list of controlled substances in schedule IV in conformity
with federal regulations of the Uniform Controlled Substances Act.

2. Either the terms or the substance of the requlations to be adopted and
amended.

A copy of the proposed regulation amendment is attached to this notice.

3. The estimated economic effect of the requlation on the business which it is to
requlate and on the public:

(a) Both adverse and beneficial effects.

There should be no adverse economic impact from this regulation amendment on
the regulated entities or on the public. The proposed amendment is needed to
add zuranolone to the list of controlled substances in schedule IV in conformity
with federal regulations of the Uniform Controlled Substances Act. The estimated
economic effect on regulated entities is beneficial in that drugs classified as
schedule IV have some potential for abuse and may lead to physical or psycho
dependence.

(b) Both immediate and long-term effects.

Immediate or long-term economic effect on regulated entities and public from
scheduling zuranolone should be reduced misuse.

4. The estimated cost to the agency for enforcement of the proposed regulation.

There will be no additional or special costs incurred by the Board of Pharmacy for
enforcement of this regulation amendment.

5. A description of and citation to any regulations of other state or local
governmental agencies which the proposed requlation overlaps or duplicates and
a statement explaining why the duplication or overlapping is necessary. If the
proposed requlation overlaps or duplicates a federal requlation, the notice must
include the name of the requlating federal agency.

The Board of Pharmacy is not aware of any similar regulations of any other state
or local governmental agency that the proposed regulation amendment overlaps
or duplicates.

6. If the requlation is required pursuant to federal law, a citation and description
of the federal law.

21 C.F.R. § 1308.14 and NRS 453.2182 require the Board to act in conformity
with federal law.



7. If the requlation includes provisions which are more stringent than a federal
requlation that requlates the same activity, a summary of such provisions.

The Board of Pharmacy is not aware of any similar federal regulation
amendments of the same activity in which the state regulation is more stringent
than federal, state, or local standards regulating the same activity.

8. Whether the proposed requlation establishes a new fee or increases an
existing fee.

This regulation does not provide a new or increase of fees.

Persons wishing to comment upon the proposed action of the Board may appear
at the scheduled public hearing or may address their comments, data, views, or
arguments, in written form, to the Board at teambc@pharmacy.nv.gov or to the
Nevada State Board of Pharmacy, 985 Damonte Ranch Parkway, Suite 206 —
Reno, NV 89521. Written submissions must be received by the Board on or
before March 7, 2024. If no person who is directly affected by the proposed
action appears to request time to make an oral presentation, the Board may
proceed immediately to act upon any written submissions.

Members of the public who are disabled and require special accommodations or
assistance at the meeting are requested to notify the Nevada State Board of
Pharmacy in writing at 985 Damonte Ranch Pkwy., #206, Reno, Nevada 89521,
or by calling (775) 850-1440. Please notify us at least one (1) week prior to the
scheduled meeting date to allow time to secure any necessary equipment or
provisions prior to the meeting.

This notice and the text of the proposed regulation are also available in the State
of Nevada Register of Administrative Regulations which is prepared and
published monthly by the Legislative Counsel Bureau pursuant to NRS
233B.0653, and on the Internet at http://www.leg.state.nv.us. Copies of this
notice and the proposed regulation will also be mailed to members of the public
upon request.

Pursuant to NRS 233B.064(1), upon adoption of any regulation, the Board, if
requested to do so by an interested person, either before adoption or within 30
days thereafter, will issue a concise statement of the principal reasons for and
against its adoption, and incorporate therein its reason for overruling the
consideration urged against its adoption.

This notice of hearing has been posted at:
www.notice.nv.gov Nevada State Board of Pharmacy

www.bop.nv.gov Las Vegas, Nevada
www.leg.state.nv.us.

Nevada State Library
Nevada State Board of Pharmacy 100 N. Stewart St.
Reno, Nevada Carson City, NV 89701
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PROPOSED REGULATION OF THE
STATE BOARD OF PHARMACY
LCB File No. R144-23

January 3, 2024

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

AUTHORITY: § 1, NRS 453.146, 453.2182 and 639.070.

A REGULATION relating to controlled substances; adding zuranolone to the controlled
substances listed in schedule 1V of the Uniform Controlled Substances Act; and
providing other matters properly relating thereto.

Legislative Counsel’s Digest:

Existing law authorizes the State Board of Pharmacy to add, delete or reschedule
substances listed as controlled substances in schedules I, 11, 111, IV and V of the Uniform
Controlled Substances Act by regulation. (NRS 453.146) Existing law also provides that if a
substance is designated, rescheduled or deleted as a controlled substance pursuant to federal law,
the Board is required, with certain exceptions, to similarly treat the substance under the Uniform
Controlled Substances Act. (NRS 453.2182) This regulation adds zuranolone to the list of
controlled substances set forth in schedule 1V of the Uniform Controlled Substances Act,
consistent with federal regulations. (21 C.F.R. § 1308.14)

Section 1. NAC 453.540 is hereby amended to read as follows:

453.540 1. Schedule IV 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 containing any of the following narcotic drugs, including,

without limitation, their salts, calculated as the free anhydrous base of alkaloid, is hereby

enumerated on schedule 1V, in quantities:
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(@) Not more than 1 milligram of difenoxin and not less than 25 micrograms of atropine
sulfate per dosage unit; or

(b) Dextropropoxyphene (alpha-(+)-4-dimethylamino-1,2-diphenyl-3-methyl-2-propionoxy-
butane).

3. Unless specifically excepted or unless listed in another schedule, any material,
compound, mixture or preparation which contains any quantity of the following substances,
including, without limitation, their salts, isomers and salts of isomers, is hereby enumerated on
schedule IV, whenever the existence of such salts, isomers and salts of isomers is possible within

the specific chemical designation:

Alprazolam;
Barbital;
Bromazepam,;
Butorphanol,
Camazepam,;
Carisoprodol;
Chloral betaine;
Chloral hydrate;
Chlordiazepoxide;
Clobazam;
Clonazepam;
Clorazepate;

Clotiazepam;
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Cloxazolam;
Daridorexant;
Delorazepam;
Diazepam;
Dichloralphenazone;
Eluxadoline;
Estazolam;
Ethchlorvynol,
Ethinamate;
Ethyl loflazepate;
Fludiazepam;
Flunitrazepam;
Flurazepam;
Halazepam;
Haloxazolam;
Ketazolam;
Lemborexant;
Loprazolam;
Lorazepam;
Lorcaserin;
Lormetazepam;
Mebutamate;

Medazepam;
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Meprobamate;
Methohexital;
Methylphenobarbital (mephobarbital);
Midazolam;
Nimetazepam;
Nitrazepam;
Nordiazepam;
Oxazepam;
Oxazolam;
Paraldehyde;
Petrichloral;
Phenobarbital;
Pinazepam;
Prazepam;
Quazepam;
Remimazolam;
Suvorexant;
Temazepam;
Tetrazepam;
Tramadol (2-((dimethylamino)methyl)-1-(3-methoxyphenyl)cyclohexanol);
Triazolam;

Zaleplon;

Zolpidem; for}
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Zopiclone £} ; or

Zuranolone.

4. Any material, compound, mixture or preparation which contains any quantity of
fenfluramine, including, without limitation, its salts, isomers and salts of such isomers, whenever
the existence of such salts, isomers and salts of isomers is possible, is hereby enumerated on
schedule IV. For the purposes of this subsection, “isomer” includes, without limitation, the
optical, position or geometric isomer.

5. 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, without limitation, their salts,

isomers and salts of isomers, is hereby enumerated on schedule 1V:

Cathine ((+)-norpseudoephedrine);

Diethylpropion;

Fencamfamin;

Fenproporex;

Mazindol;

Mefenorex;

Modafinil;

Pemoline (including organometallic complexes and chelates thereof);
Phentermine;

Pipradrol,
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Sibutramine; or

SPA ((-)-dimethylamino-1,2,diphenylethane).

6. Unless specifically excepted or unless listed in another schedule, any material,
compound, mixture or preparation which contains any quantity of pentazocine, including,

without limitation, its salts, is hereby enumerated on schedule 1V.
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