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PURPOSE

The purpose of thishill is to reschedule specified hydrocodone combination products from
Schedulelll to Schedule Il controlled substances.

Existing law classifies controlled substances in five schedatesrding to their danger and
potential for abuse. Schedule | includes the rmesbus and heavily controlled substances;
Schedule V includes the most lightly controlledsiabces. (Health & Saf. Code, 88 11054-
11058.)

Existing law provides that, except as specified, the term ‘fadled substance analog” means
either of the following:

» A substance the chemical structure of which is suthslly similar to the chemical
structure of a controlled substance classifiedaati®n 11054 or 11055 or a synthetic
cannabinoid compound defined in Section 11357.5.

* A substance that has, is represented as havingjrdended to have a stimulant,
depressant, or hallucinogenic effect on the centalous system that is substantially
similar to, or greater than, the stimulant, de@agsor hallucinogenic effect on the
central nervous system of a controlled substarassified in Section 11054 or 11055 or
a synthetic cannabinoid compound defined in Sedi8567.5. (Health & Saf. Code, §
11401, subd. (b).)
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Existing law establishes the Controlled Substances Utilizaewiew and Evaluation System
(CURES) within the Department of Justice (DOJ)dlactronic monitoring of Schedule 11, 111
and IV controlled substance prescriptions. (He&l®af. Code, § 11165, subd. (a).)

Existing law requires a pharmacy or clinic, in filling a corlked substance prescription, to
provide specified information to the DOJ. (Hedtl$af. Code, § 11165, subd. (d).)

Existing law requires health care practitioner authorized esgnibe, order, administer, or
furnish a controlled substance to consult the CUR&Sbase to review a patient’s controlled
substance history before prescribing a Schedufechgedule Ill, or Schedule IV controlled
substance to the patient for the first time ani@éast once every four months thereatfter if the
substance remains part of the treatment of themtativith specified exemptions. (Health & Saf.
Code, § 11165.4.)

Existing law requires health practitioners who prescribe oriaghter a controlled substance
classified in Schedule 1l to make a record contajrthe name and address of the patient, date,
and the character, name, strength, and quantityeofontrolled substance prescribed, as well as
the pathology and purpose for which the controfleldstance was administered or prescribed.
(Health & Saf. Code, § 11190, subds. (a) & (b).)

Existing law requires authorized prescribers who dispense Sitdédic 111 or IV controlled
substance in their office or place of practicegiocord and maintain information for three years
for each such prescription that includes the ptiearame, address, gender, and date of birth,
prescriber’s license and license number, fedenatrotbed substance registration number, state
medical license number, National Drug Code numbénecontrolled substance dispensed,
guantity dispensed, diagnosis code and origina datispensing. Requires this information to
be provided to the DOJ on a monthly basis. (He&l8af. Code, 88 11190, subd. (c) and
11191))

Existing law provides that no prescription for a Schedule Hstance may be refilled. (Health &
Saf. Code, § 11200, subd. (c).)

Existing law provides that no prescription for a Schedule tl\b substance may be refilled
more than five times and in an amount, for allliebf that prescription taken together,
exceeding a 120-day supply. (Health & Saf. CodElZ00, subd. (c).)

Existing law provides that a prescription for a controlled sabse, except those appearing in
Schedule II, may be refilled without the prescribauthorization if the prescriber is unavailable
to authorize the refill and if, in the pharmacigii®fessional judgment, failure to refill the
prescription might present an immediate hazartegatient’s health and welfare or might
result in intense suffering. (Health & Saf. Co8€,1201.)

This bill reschedules hydrocodone combination products (HE®® a Schedule 1l controlled
substance to a Schedule Il controlled substance.
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COMMENTS

1. Need for This Bill

According to the author:

The California Uniform Controlled Substances Aceéith and Safety Code
(HSC) Sec. 11000 et seq.) is the state drug policgicquiring, maintaining,
storing, using and disposing of controlled substandhe law (HSC Sec. 11054-
11058) classifies controlled substances into figéitt schedules according to
their danger and potential for abuse. . . . Thet@tad Substances Act (CSA)
(Title 21 United States Code (USC) Sec. 801 ef)sedhe federal drug policy
that regulates the manufacture and distributiodrogs, substances, and certain
chemicals used to make drugs. The CSA also pldcsststances into one of
five schedules (USC Sec. 812), based upon theauless medical use, potential
for abuse, and safety or dependence liability. . .

Existing state law (HSC Sec. 11165 et seq.) alslidtes the Controlled
Substance Utilization Review and Evaluation Syst€tdRES), which is
California’s prescription drug monitoring programesated under the California
Department of Justice. CURES provides for electrémr@insmission of Schedule
Il, Ill, and IV prescription data to the DOJ at tiae the prescriptions are
dispensed. . . . Licensed prescribers (physicaestists, optometrists, registered
nurses, etc.) possessing a federal Drug EnforceAdmtnistration Controlled
Substance Registration Certificate and licensedrpaeists are both required to
register for CURES.

Although the federal and state controlled substacbedules are generally
consistent, discrepancies have arisen over thedastral years. For example,
hydrocodone combination products (HCPs), whichdangs that combine
hydrocodone with non-narcotic ingredients includimgtaminophen or
ibuprofen, were previously Schedule Il in both federal and California
schedules. Effective October 6, 2014, HCPs weseheduled at the federal level
from Schedule Ill to Schedule Il in recognitiontbé drug’s abuse potential.
However, no change was made in California and tdasgs remain on Schedule
[l at the state level. This discrepancy can befesing for prescribers and
pharmacists who don’t know which schedule to rédesr what prescribing
and/or dispensing responsibilities they are reqguicemeet by law. It is also
especially problematic for HCPs, which are a catggb opioids prescribed more
frequently than all other medicinal opioids comloine

AB 2783 aligns federal and state policy by reschiediHCPs from a Schedule
lIl drug to a Schedule 1l drug. This will clarigpplicable law for prescribers,
dispensers, health practitioners, and others wigmrethese schedules for
compliance.

2. Controlled Substance Schedules

Through the Controlled Substances Act of 1970federal government regulates the
manufacture, distribution, and dispensing of cdtgdosubstances. The Act groups drugs into
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five schedules with decreasing potential for phgisor psychological harm, based on three
considerations: (a) their potential for abusetfigjr accepted medical use; and, (c) their
accepted safety under medical supervision. Fetiexahcludes relatively detailed explanations
of the factors and standards for placement of dig¢jse various schedules.

» Schedule I controlled substances, such as hersta®y, and LSD, have a high potential
for abuse and no generally accepted medical use.

» Schedule Il controlled substances have a curracttgpted medical use in treatment, or a
currently accepted medical use with severe regtnst and have a high potential for
abuse and psychological or physical dependenckedsite 11 drugs can be narcotics or
non-narcotic. Examples of Schedule II controlladstances include morphine,
methadone, Ritalin, Demerol, Dilaudid, Percocetc®a@an, and Oxycontin.

» Schedule 1l and IV controlled substances havereeatly accepted medical use in
treatment, less potential for abuse but are kn@\retmixed in specific ways to achieve
a narcotic-like effect. Examples include drugdude Vicodin, Xanax, Ambien and
other anti-anxiety drugs.

» Schedule V controlled substances have a low paiefioti abuse relative to substances
listed in Schedule IV and consist primarily of peegtions containing limited quantities
of certain narcotics.

3. Scheduling of Controlled Substances

California’s controlled substances schedules cjoseiror the federal schedules, categorizing
controlled substances into five schedules basadextical utility and potential for abuse.
(Health & Saf. Code 88 11054-11058.) Schedulentrodled substances have the greatest
restrictions and penalties, including prohibitihg fprescribing of a Schedule | controlled
substance. California does not have a formal otlatt substance classification procedure, and
instead relies on the federal controlled substacbedule to determine the appropriateness of
scheduling a particular substance.

21 United States Codes Section 811 authorizes t8eAitorney General to add a controlled
substance to the schedule or transfer a contrslibdtance between the schedules according to
specific criteria. Before initiating proceedingsdontrol a drug or other substance or to remove
a drug or other substance from the schedules, féerdgathering the necessary data, the Attorney
General requests from the Secretary of Health andath Services a scientific and medical
evaluation, and his or her recommendations, ashigthver such substance should be controlled
or removed. The recommendations must include @maendation with respect to the
appropriate schedule of the substance. If therA¢typ General determines based on these facts
and all other relevant data that control or rema¥al substance is warranted, then proceedings
for control or removal will be initiated.

The Attorney General is required to consider tHiWang with respect to each drug or
substance proposed to be controlled or removed fih@nschedules:

» lts actual or relative potential for abuse;

» Scientific evidence of its pharmacological effetknown;

* The state of current scientific knowledge regardhmeydrug or other substance;
» Its history and current pattern of abuse;

* The scope, duration, and significance of abuse;
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* What, if any, risk there is to the public health;

» Its psychic or physiological dependence liabilapnd,

* Whether the substance is an immediate precursasabstance already controlled under
this subchapter. (21 U.S.C. § 811(c).)

4. HCPs Were Placed on Federal Schedule Il in 2014

Although the federal and state controlled substacbedules are generally consistent, there are
discrepancies. HCPs are drugs that combine hydomowith non-narcotic ingredients,
including acetaminophen or ibuprofen. Vicodin &atco are examples of commonly
prescribed HCPs. (https://medlineplus.gov/drugmiads/a601006.html.) HCPs are classified
as Schedule Il controlled substances in the Qalifoschedule. (Health & Saf. 811056.) HCPs
were previously Schedule Il substances in thereddzhedule, but were rescheduled from
Schedule Il to Schedule Il effective October 6120in part because of the high potential for
abuse. (79 Fed.Reg. 11037 (Feb. 27, 2014).) Githiwould reschedule HCPs from Schedule

lIl to Schedule II. This change would not affeatrinal penalties for drug offenses such as
possession, possession for sale, or transport.

5. Argument in Support
According to the California State Board of Pharmahbg bill's sponsor:

AB 2783...is an important step forward in Califors&fforts to address the
opioid crisis. . . .

The recent amendments to AB 2783 would reclasgifiydtodone combination
products which are currently classified in Califi@‘a Controlled Substances
Schedules from Schedule 11l drugs to Scheduleugdr Currently these
medications are classified in federal ScheduleThe reclassification of these
drugs in California will aid practitioners in beiegmpliant with the conditions
for prescribing and refilling Schedule 1l medicais) which are the most highly
regulated tier of prescription medication.

6. Argument in Opposition
According to California Attorneys for Criminal Jics:

[S]uch a change, in isolation from the overall seopthe schedules and the
policies they reflect would be a mistake. Our eigree strongly suggests that
piecemeal changes to a comprehensive scheme ékscttedules will produce
unintended negative consequences.

We are also mindful of the fact that by statute mmitthtive over the last decade
there has bene a shift away from severe criminalpies for drug use and
possession. This proposal in AB 2783 to increasestheduling and penalties for
prescription compounds which contain hydrocodorté won-narcotic
medications is the wrong direction for drug policy.

- END --



