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PURPOSE

The purpose of this bill is to grant the Board ohBrmacy (the “board”) the discretionary
authority to find a chemical compound to be a prdiited synthetic cannabinoid upon

adoption of a regulation; and direct the board, taking such action, to consider the following
factors about the compound: similarity to currentfyrohibited compounds, potential for abuse,
“scientific evidence of ... pharmacological effect,known,” current state of scientific
knowledge, risk to public health, history and patteof abuse, scope, duration and
significance of abuse, and tendency to produce dejsnce.

Existing federal law classifies drugs into five schedules. (21 U.S.812.)

Existing California law generally follows federal law as to the assigndtedule, but does not
set out the criteria for the schedules that arkidex in federal law. (Health and Safety Code
Section 11054 et seq.)

Existing law prohibits possession of or commerce in specifredjsl by individual statutes, not
by reference to or inclusion in the controlled sabse schedules. Such drugs include synthetic
cannabinoids and nitrous oxide. (Health & Saf189/.5; Pen. Code § 381b and 381c.)
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Existing law provides that any person who possesses for sdle os furnishes any synthetic
cannabinoid compound shall be punished by imprisorirm the county jail for up to six
months, a fine of up to $1,000, or both. (Healt®&f. Code § 11357, subd. (a.)

Existing law provides that, a person who “uses or possessg®a@fied synthetic cannabinoid or
specified synthetic stimulant is guilty of an irdtian. (Health and Saf. Code 8§ 11357.5.)

Existing constitutional provisions vest the legislative power of this State in théifGania
Legislature which consists of the Senate and AsBgrabd in the people, as specified.
(Cal.Const. Art.IV 8§ 1))

Existing constitutional provisions vest California judicial power in the Supreme Gpaoourts of
appeal and superior courts. (Cal. Const. Art.VL.)

Existing constitutional provisions create and define the Judicial Council and gieedbuncil the
duty and authority tcadopt rules for court administration, practice and procedure. (Cal. Const.
Art.V1.)

Existing case law generally provides that the Legislature may makasonable grants of power
to an administrative agency, when suitable safetyuare established to guide the power's use
and to protect against misuse. The Legislatureg mage the fundamental policy
determinations, but after declaring the legislageals and establishing a yardstick guiding the
administrator, it may authorize the administratbatiopt rules and regulations to promote the
purposes of the legislation and to carry it intieef” (Peoplev. Wright (1982) 30 Cal.3d 705,
712-713, citations omitted.)

Existing law requires the Board of Pharmacy (the “board”) tetise and regulate the practice of
pharmacy, including through mandated continuingcatlan. (Bus. & Prof. Code § 4000-4440,
4231-4234.)

Existing law permits the board to adopt rules and regulatismaay be necessary for the
protection of the public. (Bus. & Prof. Code 8§ 4066bd. (a).)

Existing law grants the board extensive and comprehensive rdyttmregulate and discipline
pharmacists and related licensees. (Bus. & ProfleGo4300-4382.)

Existing law specifies certain requirements regarding the disipg and furnishing of dangerous
drugs and devices, and prohibits a person fromdhimg any dangerous drug or device except
upon the prescription of a physician, dentist, pt@t, optometrist, veterinarian or naturopathic
doctor. (Bus. & Prof. Code (8§ 4059)

Existing law contains the Penal Code of California, enactelBir2. (Penal Code § 1.)

Existing law includes the Health and Safety Code, Divisionvifich concerns crimes and
penalties concerning controlled substances, enacte@72. (Health & Saf. Code 88 11000-
11651.)

Thisbill provides that the California Board of Pharmacy radg by regulation any chemical
compound to the list of prohibited synthetic cannaials.
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This bill provides that the board shall consider the follmwiactors about a compound in
determining whether or not to include the compoas@ prohibited synthetic cannabinoid:

» Actual or relative potential for abuse;

» Scientific evidence of the substance’s pharmacoligffect, if known;

» Current scientific knowledge regarding the substanc

» History and current pattern of abuse;

» Scope, duration, and significance of abuse,;

* Risk to public health;

» Potential to produce psychological or physiologaabendence; and,

* Whether the substance is an immediate precursor sfmilar to, a prohibited substance.

This bill authorizes the board to adopt emergency regukatioaxercising its authority to
declare a compound to be a prohibited synthetioalainoid so as to preserve the public peace,
health, safety and welfare.

This bill exempts emergency regulations on synthetic canogts from review by the Office of
Administrative Law. Emergency regulations shathaén in effect for no more than 180 days.

This bill provides that the board’s activities in determinmhether chemical compounds should
be defined as prohibited synthetic cannabinoidd sleafunded by moneys appropriated by the
Legislature.

RECEIVERSHIP/OVERCROWDING CRISIS AGGRAVATION

For the past several years this Committee hasisized legislation referred to its jurisdiction

for any potential impact on prison overcrowdinginiful of the United States Supreme Court
ruling and federal court orders relating to theéessaability to provide a constitutional level of
health care to its inmate population and the rdlesue of prison overcrowding, this Committee
has applied its “ROCA” policy as a content-neutpagvisional measure necessary to ensure that
the Legislature does not erode progress in redumiisgn overcrowding.

On February 10, 2014, the federal court orderedfd@aia to reduce its in-state adult institution
population to 137.5% of design capacity by Febriz&y2016, as follows:

» 143% of design bed capacity by June 30, 2014;
* 141.5% of design bed capacity by February 28, 2848;
» 137.5% of design bed capacity by February 28, 2016.

In December of 2015 the administration reported aisa'of December 9, 2015, 112,510 inmates
were housed in the State’s 34 adult institutiortsictvamounts to 136.0% of design bed
capacity, and 5,264 inmates were housed in outadé-$acilities. The current population is
1,212 inmates below the final court-ordered popaitabenchmark of 137.5% of design bed
capacity, and has been under that benchmark seloei&ry 2015.” (Defendants’ December
2015 Status Report in Response to February 10, @dddr, 2:90-cv-00520 KIJM DAD PC, 3-
Judge CourtColeman v. Brown, Plata v. Brown (fn. omitted).) One year ago, 115,826 inmates
were housed in the State’s 34 adult institutiorfsictvamounted to 140.0% of design bed
capacity, and 8,864 inmates were housed in outadé-$acilities. (Defendants’ December 2014
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Status Report in Response to February 10, 2014r(t@9-cv-00520 KIM DAD PC, 3-Judge
Court, Coleman v. Brown, Plata v. Brown (fn. ontit¢

While significant gains have been made in redutiregprison population, the state must
stabilize these advances and demonstrate to tkeealezburt that California has in place the
“durable solution” to prison overcrowding “consistly demanded” by the court. (Opinion Re:
Order Granting in Part and Denying in Part DefetsidRequest For Extension of December 31,
2013 Deadline, NO. 2:90-cv-0520 LKK DAD (PC), 3-gedCourt,Coleman v. Brown, Plata v.
Brown (2-10-14). The Committee’s consideration of kilat may impact the prison population
therefore will be informed by the following quests

. Whether a proposal erodes a measure which haskagett to reducing the prison
population;

. Whether a proposal addresses a major area of mdfkty or criminal activity for which
there is no other reasonable, appropriate remedy;

. Whether a proposal addresses a crime which isthjirgangerous to the physical safety
of others for which there is no other reasonablyrapriate sanction;

. Whether a proposal corrects a constitutional prolbe legislative drafting error; and

. Whether a proposal proposes penalties which aggoptionate, and cannot be achieved

through any other reasonably appropriate remedy.

COMMENTS
1. Need for This Bill
According to the author:

SB 202 will allow California law to move at a gkér pace than the traditional
legislative process, while keeping this producttb# shelves. According to the
National Institutes of Health, spice is “sold und&ny names, including K2, fake
weed, Yucatan Fire, Skunk, Moon Rocks, and other@snd-labeled ‘not for
human consumption’ — these products contain dektedded plant material and
chemical additives that are responsible for theyicpoactive (mind-altering)
effects.”

In 2011, Senator Hernandez initially took actiomiagt spice by banning its sale,
if it contained certain compounds (Health & Safd€®11357.5). Unfortunately,
the manufacturers of synthetic marijuana stay ¢ee ahead of the law by
changing up the active ingredients, thereby keettieg product legal. Due to
the severity of adverse reactions to spice (indgdieath in many cases), and the
ability of manufacturers to skirt California lawn@ore rapid regulatory response
is required. SB 202 will allow the California Std8oard of Pharmacy to adopt
emergency regulations identifying substances atheyin marijuana, and thereby
illegal. These regulations expire after 180 daysyhich time it is anticipated the
Legislature will be able to pass legislation ouilagwthe new iterations of the
drug.
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2. lIssues of Delegation of Legislative Power

This bill grants the Board of Pharmacy the autlgdntadd chemicals to the statutory list of
prohibited synthetic cannabinoids, thus raisingsane of the proper delegation of legislative
power to an executive agency. The California Gangin vests legislative power in the
Legislature, reserving to the people the rightsbiative and referendum. Some of the
important decisions by the California Supreme Courtlelegation of legislative powers include
the following:

» Delegated power must be accompanied by suitabdggafds to guide its use and
to protect against its misuseBlmenthal v. Board of Medical Examiners (1962)

57 Cal.2d 228.)

* The Legislature must make the fundamental poli¢gri@nations, but after
declaring the legislative goals and establishiygralstick guiding the
administrator, it may authorize the administratbatiopt rules and regulations to
promote the purposes of the legislation and toyaainto effect. Peoplev.

Wright, 30 Cal.3d 705 (1982).)

* The Legislature cannot authorize an executive biodgeclare what shall be a
misdemeanor or to impose a penalty; and the faadt ithfixes a maximum of
penalty, which it authorizes the body to imposeyfisio avail. Board of Harbor
Commissionersv. Excelsior Redwood Co.(1891) 88 Cal. 491.)

The court inPeople v. Wright, supra, 30 Cal.3d 705, 712-713, specifically considetes t
Judicial Council’s duty to draft rules for imposingminal sentences. The council was created
by the constitution and the constitutional proumsielevant to this bill states:

To improve the administration of justice the colisball ... make
recommendations... to the Governor and Legislaadept rules for court
administration, practice and procedure, and perform other functions prescribed
by statute. The rules adopted shall not be incterdisvith statute. (Cal. Const.
Art.VI, 86 (d).)

There is no equivalent provision in the sectiomgrg and defining legislative power. There is
no equivalent provision in the section granting detining executive power.

The court inBoard of Harbor Commissionersv. Excelsior Redwood Co., supra, 88 Cal. 491,
491-495, specifically considered a section of tivener “Political Code” that delegated to the
harbor board in Eureka “the power take such acasnmay be necessary for the protection of
navigation in Humboldt Bay" and authorized the bid@arimpose penalties for rule and
regulations the board enacted. The court foundtieite — in allowing the board to both make
rules and define penalties - to be an unconstiatidelegation of legislative power. The court
guoted a Pennsylvania case holding that “the lagist cannot delegate its power to make a law;
but it can make a law to delegate a power to deterisome fact or state of things upon which
the law makes or intends to make its own actioreddpTo deny this would be to stop the
wheels of government."Iq, at p. 494.) Itis not clear what constitutesrtreking of a law, as
opposed to the determination of some fact upon lwapplication of the law depends.
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This bill does not give the Board of Pharmacy dieeghority to define an entirely new crime.
Rather, the bill gives the board authority to exppan existing crime by adding chemicals to a
statutory list of prohibited synthetic cannabinoitimay be of some significance that Beard

of Harbor Commissioners decision concerned a limited and highly-regulatetivity — shipping

at the port in Eureka. That raises an issue asather the legislature to delegate to the Board
of Pharmacy the power to declare that possessiarchémical is illegal by any person under
any circumstances, as opposed to regulation gbribiession of pharmacy. Arguably, the board
could exercise more discretion in making rules katijug the profession than amending statutes
that apply to the public generally.

3. Notice to the Public that Board of Pharmacy has lted a Chemical as a Prohibited
Synthetic Cannabinoid

Both the United States and California Constitutignarantee that no person shall be deprived of
life, liberty, or property without due process afd. Due process requires “a reasonable degree
of certainty in legislation, especially in the ciral law ...” (Inre Newbern (1960) 53 Cal.2d

786, 792.) “[A] penal statute must define the ¢niah offense with sufficient definiteness that
ordinary people can understand what conduct isipited and in a manner that does not
encourage arbitrary and discriminatory enforcenie¢iolender v. Lawson (1983) 461 U.S.

352, 357.)

It is not clear how a defendant charged with theerdefined by this bill would have known, or
should have known, that the Board of Pharmacy k&ghined that a particular chemical is a
prohibited synthetic cannabinoid and published ithaegulations. There is nothing in the bill
that provides when the board could or would promatdag regulation deeming a chemical to be
illegal. A criminal statute become effective omdary ' on the year after the bill is passed by
the legislature, unless the statute is an urgereasore. The regulations promulgated by this bill
would be much less accessible to the general public

This is, however, a relatively novel issue, as mvagiueness and certainty issues arise in the
context of a criminal statute that is attacked@sadpvague or overly broad such that an ordinary
a person cannot determine what is forbidden oriredupy the. A person prosecuted for a
crime involving a drug that has been deemed bytaed to be a synthetic cannabinoid would
likely argue that the average person could not ktiawhe or she is committing a crime if the
basis for the crime is in a regulation promulgdigdhe board.

4. Review of Controlled Substances or other Prohibed Drugs in California

California law does not provide a functioning preséor reviewing drugs currently on the
controlled substance schedules or proposed foepiant on the schedules. Review is largely
done through the legislative process. A Researchs@dy Panel consisting of state agency
representatives, physicians and academics is aztlldoy statute to review and approved
research projects concerning marijuana and halbgenic drugs. The panel may approve
research into programs for treatment of controdleldstance abuse.

This bill would give authority to the Board of Phaacy to determine whether possession or
distribution of additional chemicals in one classlaugs should be criminalized. No equivalent
or similar process exists for any other drug os€laf drugs. Assuming that the bill does not
constitute an improper delegation of legislativevpn this bill would add complexity to
California’s nearly impenetrable drug laws.
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Federal law and regulations, in contrast with @atifa law, provide comprehensive procedures
for reviewing drugs proposed for inclusion in tlwmtolled substance schedules. The DEA, the
Department of Health and Human Services or an iddal by petition can instigate

investigation of a drug for inclusion in or deletitom the controlled substance schedules. The
DEA does an initial investigation and the DEA thiequests a scientific and medical
examination of the drug through health and druglleggry agencies. The Administrator of the
DEA then makes a final determination after followspecified procedures. The Administrator
can also place a drug on the schedules on an enwgrbasis for up to three years. Congress can
also directly add to or delete a drug from the dales. Federal law thus delegates substantial
authority to the DEA. However, the legal basisdoch delegation under federal law is beyond
the scope of this analysis.

5. Background — Synthetic Cannabinoids

Synthetic cannabinoids come in two basic forms.1 €&8inabinoids bind to CB1 cannabinoid
receptors in the brain. CB2 cannabinoid recepiorg to cells throughout the body that are
largely involved in regulating the immune systeHC binds to CB1 and CB2 receptors. CB1
cannabinoids have psychoactive properti€gpically statutes, news reports and academic
works concern CB1 synthetic cannabinoids.

The European Monitoring Centre for Drugs and Drulgliation (EMCDDA) is a European
Union agency that “exists to provide the EU ... watfactual overview of European drug
problems and a solid evidence base to supportrtigsdiebate.”

The EMCDDA website includes the Following Infornmatiabout Synthetic Cannabinoids:

Synthetic cannabinoids .... bind to the same canoabneceptors in the brain [as
THC] ... More correctly designated as cannabime@kptor agonists, they were
developed over the past 40 years as therapeutntsage. However, it proved
difficult to separate the desired properties framvanted psychoactive effects.
...[M]any of the substances are not structurallytezldo the so-called “classical”
cannabinoids like THC...[L]ittle is known about thetdiled pharmacology and
toxicology of the synthetic cannabinoids and fewrfal human studies have been
published. It is possible that, apart from highepey, some cannabinoids could
have... long half-lives...leading to a prolonged psytiive effect. ... [T]here
could [also] be considerable ... batch variability...

Recent EMCDD reports and data on synthetic canoatsnnclude:

* A synthetic cannabinoid\WH-018, was first detected in “Spice” product2008.

* 29 synthetic cannabinoids were reporte@&MCDD in 2013.

» 105 synthetic cannabinoids were monitored by EUnwgr system in January of 2014.
* 14 recognizable chemical families of synthetic @mnoids are known.

! http://www.ncbi.nlm.nih.gov/pmc/articles/PMC356 B30
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The EMCDD reports that most synthetic cannabinair@smanufactured in China and shipped
though legitimate distribution networksThe White House Office of National Drug Control
Policy® states that most synthetic cannabinoids origioaéeseas.

The EMCDD reportetion adverse consequences of synthetic cannabiseid u

The adverse health effects associated with syethatinabinoids are linked to
both the intrinsic nature of the substances antldavay the products are
produced. There have been numerous reports ofatahintoxications and a
small number of deaths associated with their Usenoted above, some of these
compounds are very potent; therefore the poteftigbxic effects is high. Harm
may result from uneven distribution of the subsésnwithin the herbal material,
result[ing] in products containing doses that aghér than intended. The
reported adverse effects of synthetic cannabinmdyxts include agitation,
seizures, hypertension, emesis (vomiting) and hgjeokia (low potassium
levels). ...There is some evidence...that synthetimahinoids can be associated
with psychiatric symptoms, including psychosis.efiéhare also investigations
underway in the US regarding links between theaisgnthetic cannabinoids...
and acute kidney injury and recently, a case reggstciated the use of the
cannabinoid JWH-018 with...strokes in two otherwisalthy males.

6. Emergency Room Visits Related to Synthetic Canb#noids

From 2010 through 2011, reported emergency roon &Rs linked to synthetic cannabinoids
increased from 11,406 to 28,531. The vast majorfifyatients were young males, ages 12
through 20 This is a relatively small number of ER visits tagl drug-related ER visits
numbered 2,460,000 in 2011. Of the 2,300,000 EBRsvin 2010, approximately 460,000
concerned marijuana and approximately 11,000 coedesynthetic cannabinoids. However, the
reported number of synthetic cannabinoid ER vlgitdy understates actual visits, as testing
availability is limited and some medical personmgjht not be familiar with the drugs. The ER
studies reported that very few patients engagéadllow-up treatment. It is not clear whether

ER doctors did not make referrals for additionakcar if patients chose not to seek it.

Very recently, ER visits for synthetic cannabindids/e spiked. As use of these drugs appears
to be dropping, the surge in ER visits is likelg tlesult of a dangerous change in chemical

2 http://www.emcdda.europa.eu/topics/pods/syntheditaabinoids

3 https://www.whitehouse.gov/ondcp/ondcp-fact-shisgtehetic-drugs-k2-spice-bath-salts

* The adverse health effects associated with sywthatinabinoids are linked to both the intrinsiaumabf the
substances and to the way the products are produibede have been numerous reports of non-faXications
and a small number of deaths associated with tiseir As noted above, some of these compounds greoeent,
therefore the potential for toxic effects is higithis respect some of the harms may result froevan distribution
of the substances within the herbal material, winigly result in some products containing dosesatehigher than
intended. The reported adverse effects of symtlatinabinoid products include agitation, seizungpertension,
emesis (vomiting) and hypokalemia (low potassiunelg). Although some of these are similar to sympsto
observed after a high dose of cannabis, researbhgesconcluded that ‘legal highs’ containing swiith
cannabinoids are potentially more harmful than edis In addition, there is some evidence to sugbes
synthetic cannabinoids can be associated with pstychsymptoms, including psychosis. There are als
investigations underway in the US regarding linksaeen the use of synthetic cannabinoid produdsante
kidney injury and recently, a case report assogidte use of the cannabinoid JWH-018 with acutledstc strokes
in two otherwise healthy males.

® http://www.samhsa.gov/data/sites/default/files/BH-8/SR-1378.pdf
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composition of the drugs. One who obtains a syitlsannabinoid can only guess as to its
composition and effects.

The New York Times explained in an April 24, 20X6dcke: “[Synthetic cannabinoids
...typically imported from China by American distriious, come in hundreds of varieties; new
formulations appear monthly, with molecules subtigaked to try to skirt the DEA's list of
illegal drugs as well as drug-detecting urine tests[E]each new variety can present distinct
health risks caused by its underlying chemistrgataminants in renegade manufacturing
facilities.”

7. Synthetic Cannabinoid and Synthetic Stimulant Us is Falling Rapidly Among Young
People — Growing Problems with use of Spice by thHéomeless

The University of Michigan Monitoring the Futurersay first asked 8 and 10th graders about
their use of synthetic [cannabinoids] in 2011. $hevey found that in 2012 annual prevalence
rates were 4.4% and 8.8%, respectively. Use igratiles dropped in 2013, and the decline was
sharp and significant among 12th graders Tharmkscktontinued into 2014 and were significant
for both 10th and 12th graders; use for all gratidined 40% in 2014 from peak use in 2011
Awareness of the dangers of synthetic cannabinaislup sharply among 12 gradérs.

The use of synthetic stimulants among 8" &4ad 12 graders was first reported in the survey in
2012, with approximately 1% of students havingdiiee drug. Use of synthetic stimulants has
also declined significantly — down approximatelp@2€om 2012 to 2014.

The decline in the use of synthetic cannabinoidksymthetic stimulants was preceded by a
precipitous drop in the use of the psychedeliciaalwinorum — another drug that gained
popularity and some infamy around 2008. Since pesak(of 3.6%) by students in 2011 and
2012, use of salvia declined 61%. Sale or distitiouof salvia was made a misdemeanor in
2008, but no penalties exist for possession of uEke decline in use appears to result from
negative experiences by users, such as a friglgesginsation of falling through space, not
criminal penalties?®

Numerous recent reports have documented growingfusgthetic cannabinoids by homeless
person in cities such as New York and Los Angeldse drugs are cheap, powerful and often
long-lasting, attracting persons with few resouraes very harsh and difficult living conditions.
Newer versions of the drugs may be particularlyggaous and the drugs are often adulter&ted.

8. Related Bill - SB 139 (Galgiani) adds 14 Chemickamilies and Hundreds of Individual
Chemicals to the List of Prohibited Synthetic Cannhinoids

SB 139 (Galgiani) would add 14 chemical familiesyhthetic cannabinoids and hundreds of
individual chemicals to the list of prohibited slyatic cannabinoids. SB 139 appears to be
consistent with the current state of knowledge ablmeirange of existing synthetic cannabinoids.

® http://www.nytimes.com/2015/04/25/health/surgehispital-visits-linked-to-a-drug-called-

spice-alarms-health-officials.html

" http://monitoringthefuture.org/pubs/monographs/otérview2014.pdf

8 http://www.monitoringthefuture.org/pubs/monografshtf-overview2014.pdf
® http://www.monitoringthefuture.org/pubs/monografshtf-overview2014.pdf
10 http://www.drugpolicy.org/sites/default/files/F&tteet_Salvia.pdf

M http://www.vice.com/read/policing-synthetic-magjia-on-las-skid-row-731
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The background provided in connection with SB I89Judes model statutes for prohibiting
synthetic cannabinoids and synthetic stimulantse Mmodel statute was drafted by the National
Alliance for Model State Drug Laws. The chemicals SB 139 appear to be copied from the
model statute. The purpose of describing syntlatimabinoids by class or family is to include
any new chemical in each class as a prohibitedaots. That is, if a new drug is developed in
any of the 14 classes, the chemical is prohibiteglardless of whether the individual chemical is
included in the statute. It is not known wheth@mymnew synthetic cannabinoid classes can or
will be developed. Synthesis of a new class orilfaai cannabinoids would not be included in
the list of prohibited chemicals.

Including chemical families in the list of prohied chemicals is similar to the use of an analog
statute in prosecuting drug crimes. The analogit&tarovides that a drug that is structurally or
functionally similar to an illegal drug illegal the same extent as the specifically prohibited
drug. Structural differences among various symthetnnabinoids and substantial differences in
effects produced by synthetic cannabinoids havedned use of analog statutes or generic
definitions of synthetic cannabinoids, as the adgnmonality many of these drugs may have is
that they are all cannabinoid agonists, meaningiigeicals bind to cannabinoid receptors in
the brain. It is concerning that researchers legrin to find evidence that illicit drug makers
are developing chemicals that bind to multiple ptaes in the brain, likely making testing and
prohibition more difficult. Further, once a syntilbecannabinoid is discovered, it has been
difficult to produce pure samples of the drug e necessary for testing drugs that have been
seized from potential criminal defendants.

-- END -

12 hitp://www.namsdl.org/about.cfriccording to its website, NAMSDL is funded by Gpass and coordinates
policy initiatives with the Office of National Drugontrol Policy.




