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Subject:
Approval of Authority to Advertise for a Public Hearing for a Proposed Amendment to the Pinellas County Code
Regarding Substances of Significant Concern.

Department: Staff Member Responsible:
Justice and Consumer Services Tim L. Burns, Director

Recommended Action:

| RECOMMEND THE BOARD OF COUNTY COMMISSIONERS AUTHORIZE THE ADVERTISEMENT OF A
PUBLIC HEARING TO BE HELD ON AUGUST 21, 2012, FOR A PROPOSED ORDINANCE AMENDING THE
PINELLAS COUNTY CODE BY ADDING SECTIONS 86-111 THROUGH 86-116 RELATED TO SUBSTANCES OF
SIGNIFICANT CONCERN.

Summary Explanation/Background:

Increased levels of abuse and misuse of illicit, untested, and often unregulated substances pose an imminent threat
to health and safety of the community as Substances of Significant Concern. Pinellas County desires to reduce the
potential for harm and addiction from these substances within the community.

In response to County Commission inquiries, Justice and Consumer Services conducted an initial review of
available substances in February 2012. This review demonstrated a wide range of products available through
tobacco shops and convenience stores raising health and safety concerns within the community. Upon further
research and review, this concern was presented to the Board of County Commissioners as a key strategic
initiative in May 2012.

Justice and Consumer Services moved forward with enforcement partnerships targeted at drug paraphernalia and
synthetics in Largo. Twelve locations were cited by the County for drug paraphernalia and several arrests were
made by Largo Police Department. Additional enforcement actions have been taken by several agencies including
formal notification to stores by the Sheriff's Office on synthetic marijuana.

Along with enforcement efforts, Justice and Consumer Services conducted presentations in several forums and
held an input meeting with local stakeholders representing criminal justice and health agencies, including law
enforcement, treatment providers, medical examiner, forensic lab, and medical representatives, and others. Of
important note, two families participated in the meeting and shared their stories of related substance abuse. From
the input and review, the ordinance has been developed in order to help close the gaps on existing laws and to
address newly emerging areas of concern that seem poised as the next replacements such as Kratom.

The amended ordinance will add a division for substances of significant concern and address requirements for
manufacturing, sales, and monitoring. Additionally, the amendment will create The Substances of Significant
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Concern Advisory Committee (SSCAC) for the purpose of certifying whether a product sold in Pineflas County
constitutes a Substance of Significant Concern.

Fiscal Impact/Cost/Revenue Summary:
There is no fiscal impact to the County.

Exhibits/Attachments Attached:

Proposed Ordinance
Legislative Support Documents
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CATS #40267

ORDINANCE REVIEW FORM

Type of Resolution  Proposed Ordinance Amending Article IV of Chapter 86 of the Pinellas
or Ordinance: County Code to add Substances of Significant Concern

Estimated Revenue N/A
or Expenditure:

Available Budget: N/A
The attached documentation is submitted for your review and comment. Upon finalization of

your review, please complete this Review Form below and forward to the next Review
Authority on the list.

COMMENTS
REVIEW REVIEW ADDRESSED
AUTHORITY 'DATE  SIGNATURE COMMENTS SRIGINATOR'S

Originating Department
JCS

(Paul Melton)

o MWTE el W%

Tim Burns

County Attorney
Carl Brody ?/Z"j / RN

Asst. County Administrator (\ ;A/
Carl Harness
1faul 2
t AN

Please return to Paul Melton by July 23, 2012. All inquiries should be made to Paul
Melton, at ext. 33460. Thank you.
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ORDINANCENO. 12-

AN ORDINANCE OF THE COUNTY OF PINELLAS RELATING TO PUBLIC HEALTH AND
SAFETY; AMENDING ARTICLE IV OF CHAPTER 86 OF THE PINELLAS COUNTY CODE
BY ADDING SECTIONS 86-111 THROUGH 86-116; PROVIDING A TITLE TO BE NAMED
SUBSTANCES OF SIGNIFICANT CONCERN; PROVIDING FOR DEFINITION OF TERMS
USED IN THE ORDINANCE; PROVIDING FOR PROSCRIPTIONS RELATING TO THE
MANUFACTURE, SALE, OR DISPLAY OF SUBSTANCES OF SIGNIFICANT CONCERN;
REQUIRING MAINTENANCE OF VIDEO MONITORING, REQUIRING NOTICE TO
FRANCHISORS; PROVIDING FOR PROSCRIPTIONS AGAINST THE ADVERTISEMENT OF
SUBSTANCES OF SIGNIFICANT CONCERN; PROVIDING FOR A PENALTY;
AUTHORIZING THE COUNTY ATTORNEY TO SEEK INJUNCTIVE RELIEF; PROVIDING
FOR AREAS EMBRACED; PROVIDING FOR SEVERABILITY; PROVIDING FOR
INCLUSION IN THE PINELLAS COUNTY CODE; PROVIDING FOR AN EFFECTIVE DATE;
AND PROVIDING FOR OTHER MODIFICATIONS THAT MAY ARISE FROM REVIEW OF
THE ORDINANCE AT THE PUBLIC HEARINGS AND WITH RESPONSIBLE AUTHORITIES.

WHEREAS, the increased levels of abuse and misuse of illicit, untested, and often
unregulated substances pose an imminent threat to health and safety of the community as
Substances of Significant Concern; and

WHEREAS, the State of Florida banned Salvia Divinorum in 2008 following continuing
evidence of its misuse and abuse; and

WHEREAS, the Federal Government banned five (5) known compounds used in the
manufacturing of synthetic marijuana/synthetic cannabinoids following their identification as
potentially harmful in 2010; and

WHEREAS, the State of Florida banned lists of compounds commonly used in the
making of synthetic marijuana/synthetic cannabinoids and bath salts; and

WHEREAS, substances commonly known as synthetic marijuana/synthetic cannabinoids
and bath salts have been consistently linked to increased levels of addiction, harm, and/or abuse
concerns; and

WHEREAS, calls to Poison Control Centers nationally for overdoses related to synthetic
marijuana/synthetic cannabinoids rose 140% from 2,906 in 2010 to 6,959 in 2011; and

WHEREAS, calls to Florida Poison Control Centers for overdoses related to synthetic
marijuana/synthetic cannabinoids rose 100% from 252 in 2010 to 501 in 2011; and

WHEREAS, availability of Kratom (Mitragyna Speciosa), a substance known to be

banned in several locations outside of the United States most notably in its key origin of
Thailand, listed by the Drug Enforcement Administration as a drug or chemical of concern, and
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with no scientifically established medical uses, has been linked to increased abuse and misuse
leading to addiction and side effects including psychosis; and

WHEREAS, Kratom is often being marketed as a substitute to opiate addicts at a time
when Florida continues to recover from a prescription drug epidemic; and

WHEREAS, additional, often untested, variations and new substances continue to be
created, processed, and marketed as incense, potpourri, bath salts, mood enhancers, sexual
stimulants, relaxation products, herbal supplements, dietary supplements, and other variations in
herbal, pill, powder, and liquid form or as an additive to another product, often touting effects
and “legal highs” similar to controlled substances and outpacing safety reviews and regulation;
and

WHEREAS, Substances of Significant Concern pose potential for impacts from the abuse
and misuse of these substances on prescribed drug interactions, newborns and pregnancy, and
human health, and the contrary has not been effectively demonstrated; and

WHEREAS, youth and young adults within the community often find easy access to
these Substances of Significant Concern leading to abuse and misuse; and

WHEREAS, the marketing, blog discussions, articles, and service impact statistics are
often the earliest indicators of the abuse and misuse of many of these uncontrolled and
unregulated products; and

WHEREAS, Pinellas County desires to reduce the potential for harm and addiction from
Substances of Significant Concern within the community.

NOVW, THEREFORE, BE IT ORDAINED BY THE BOARD OF COUNTY
COMMISSIONERS OF PINELLAS COUNTY, FLORIDA, that:

Section 1. Article IV of Chapter 86 of the Pinellas County Code is amended to add the
following section:

DIVISION 3. - SUBSTANCES OF SIGNIFICANT CONCERN
Sec. 86-111. - Legislative intent.

The Board of County Commissioners of Pinellas County hereby determines that
Substances of Significant Concern pose a public health threat due to the demonstrated abuse and
misuse of the products within the community. In addition, input received from the synthetic
stakeholders group, providers, and concerned consumers provide legislative support for the
enactment of this Division in order to protect the safety, health, and welfare of the citizens of
Pinellas County.
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Section 2. Article IV of Chapter 86 of the Pinellas County Code is amended to add the
following definitions:

Sec. 86-112. - Definitions.

Controlled Substance means any drug or substance as described and defined in F.S. §
893.03, 893.035 or 893.036; which are adopted by reference.

Deliver or Delivery means the actual, constructive or attempted transfer from one person
to another of a controlled substance or substance banned under section 86-113, whether or not
there is an agency relationship.

Department means the Pinellas County Department of Justice & Consumer Services.

Manufacturing means the act of obtaining, processing, and/or packaging of ingredients to
support the sale or distribution of substances banned within section 86-113.

Reasonable Evidence of Common Use includes references to its use in marketing,
assertions made during distribution or sale, medical treatises, clinical and/or medical data,
evidenced by law, research, journals, test results, articles, news stories, or on blogs, social media,
internet sites, or other paper and/or electronic media demonstrating potential for alternative use,
misuse, abuse, diversion to youth, or other harm regardless of stated purpose of use, form, name,
or packaging.

Simulated Drugs means any products which identify themselves by using a common
name or slang term associated with a controlled substance or indicates by label or accompanying
promotional material that the product simulates the effect of a controlled substance or drug.

Substances of Significant Concern means any product which is structurally similar to
synthetic marijuana/synthetic cannabinoids or synthetic cannabinoid-mimicking compounds
and/or their structural backbone or analogues; any bath salts containing MDPV, Mephedrone,
Pyrovalerone and do not contain Epsom salt, sea salt, or baking soda as a main ingredient; any
synthetically altered or processed plant based derivative such as Salvia Divinorum and/or
Kratom (Mitragyna Speciosa); any of which may be used for the purpose of providing or
simulating the effect of a controlled substance and demonstrate significant potential for misuse,
abuse, and/or harm based upon Reasonable Evidence of Common Use and/or any product listed
as a banned controlled substance by state law, and/or any product listed on the United Stated
Drug Enforcement Administration list of “Drugs and Chemicals of Concern” and whose proper
manufacturing, sale, and acquisition are not knowingly regulated by federal and/or state laws.

Section 3. Article IV of Chapter 86 of the Pinellas County Code is amended to add the
following section:

Sec. 86-113. - Substances of Significant Concern; manufacturing, sales, and monitoring,
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(a)

(b)

©

Substances of Significant Concern Advisory Committee.

)

2)

(3)

(4)

The Substances of Significant Concern Advisory Committee (SSCAC) is
created pursuant to this Article for the purpose of certifying whether a
product sold in Pinellas County constitutes a Substance of Significant
Concern.

The SSCAC shall be composed of the following members:

a. A representative from the Medical Examiner’s Office;

b. A representative from a law enforcement agency in Pinellas
County;

c. A representative from the Drug Paraphernalia Advisory Board;

d. A representative from the Prescription Drug Advisory Board; and

€. A member of the public who is a resident of Pinellas County.

The SSCAC shall hold hearings at which the Department shall present
evidence including Reasonable Evidence of Common Use, supporting its
request to add a product to the Registry of Substances of Significant
Concern.

The SSCAC shall, after hearing presentation from the Department and any
other interested parties, determine whether the product being considered
should be added to the Registry of Substances of Significant Concern
based on the preponderance of the evidence provided for at the hearing.

Restrictions.

(1)

2)

No owner, manager, proprietor or other person in charge of any place of
business shall sell, offer for sale, or deliver for sale any Substance of
Significant Concern as certified by the Substances of Significant Concern
Advisory Committee.

No person or business within Pinellas County shall manufacture for
distribution or sale any Substance of Significant Concern as defined in sec.
86-112.

Monitoring and Video Monitoring.

Any owner, manager, proprietor or other person in charge of any place of
business within Pinellas County that sells, offers for sale, or delivers for sale any
tobacco product or any items defined within 86-106 under Division 2, or that is
registered with the State of Florida as a convenience store shall provide distributor
contact information for products on site and shall maintain video surveillance,
when available, of the property for a period of 24 hours and shall provide a copy
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(d)

of such for review, immediately upon request by any code enforcement or law
enforcement officer with jurisdiction in Pinellas County for enforcement of this
Ordinance.

Notice of Substances of Significant Concern.

The Department shall maintain a Registry of Substances of Significant Concern
and shall update the list of proscribed substances on the first Tuesday of every
month. The Registry shall be accessible electronically through the Department
Website.

Notice of Franchisor.
The Department shall notify the franchisor of any franchisee upon any action

taken by the Department or any law enforcement agency in Pinellas County
pursuant to this section of this Ordinance.

Section 4. Article IV of Chapter 86 of the Pinellas County Code is amended to add the
following section:

Sec. 86-114, - Advertisement.

(2)

Advertisement. It is unlawful for any person to place in any newspaper,
magazine, handbill, or other publication any advertisement, knowingly or
under circumstances where one reasonably should know, that the purpose
of the advertisement, in whole or in part, is to promote the sale of
Substances of Significant Concern subsequent to receiving notice of the
Reasonable Evidence of Common Use of the substance by the Department,
law enforcement, or code enforcement.

Section 5. Article IV of Chapter 86 of the Pinellas County Code is amended to add the
following section;

Sec. 86-115. - Penalty.

(a)

(b)

The Department shall create a substance abuse avoidance training program for
first time violators of this Article. Failure to complete the training program will
result in prosecution of the violation as provided for in subsection (b).

Violations of this Ordinance shall be prosecuted in the same manner as
misdemeanors and shall be prosecuted in the name of the state in a court having
jurisdiction of misdemeanors by the prosecuting attorney thereof and upon
conviction shall be punished by a fine not to exceed $500 or by injunctive relief
on behalf of the County.
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Section 6. Article IV of Chapter 86 of the Pinellas County Code is amended to add the
following section:

Sec. 86-116. - Subsequent federal or state action.

Nothing herein shall be read to be in conflict with state or federal law regarding the
regulation of controlled substances. Any amendment to state or federal law, either legislative or
administrative, which further restricts any substance regulated under this Ordinance shall
supersede this Ordinance and those provisions shall no longer be deemed effective.

Section 7. Severability.

In the event that any court having jurisdiction over any case arising under this section
determines that any subsection or other provision of this section is invalid for any reason, the
remaining subsections or other provisions shall continue to be in full force and effect, and
towards that end the Board of County Commissioners declares this section and its subsections
and other provisions to be severable.

Section 8. Effective Date.

Pursuant to Section 125.66(2), Florida Statutes, a certified copy of this Ordinance shall be
filed with the Department of State by the Clerk of the Board of County Commissioners within
ten (10) days after enactment by the Board of County Commissioners. This Ordinance shall
become effective upon filing of the Ordinance with the Department of State.

Section 9. Areas Embraced.

Pursuant to Section 2.01 of the Pinellas County Charter, this Ordinance shall be effective
in the incorporated as well as unincorporated areas of the County.

Section 10. Codification.

It is the intention of the Board of County Commissioners that the provisions of this
Ordinance shall become and be made a part of the Pinellas County Code; and that the sections of
this Ordinance may be renumbered or re-lettered, and the word “ordinance”” may be changed to
“section”, “article” or such other appropriate word or phrase in order to accomplish such
intentions.
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Schedule | are 1-pentyl-3-(1-naphthoyl) indole (JWH-018), 1-butyl-3-(1-naphthoyl) indole (JWH-073}, 1-[2-(4-morpholinyl)
ethyl]-3-(1-naphthoyl)indole (JWH-200), 5-(1,1-dimethylheptyl)-2-{(1R,3S)-3-hydroxycyclohexyl}-phenol (CP-47,497), and
5-(1,1-dimethyloctyl)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol (cannabicyclohexanol; CP-47 497 C8 homologue). This
action is based on a finding by the Administrator that the placement of these synthetic cannabinoids into Schedule | of
the CSA is necessary to avoid an imminent hazard to the public safety. As a result of this order, the full effect of the
CSA and its implementing regulations including criminal, civil and administrative penalties, sanctions, and regulatory
controls of Schedule | substances will be imposed on the manufacture, distribution. possession, importation, and
exportation of these synthetic cannabinoids.

Common places of origin

Manufacturers of this product are not regulated and are often unknown since these products are purchased via the
Internet whether wholesale or retail. Several websites that sell the product are based in China. Some products may
contain an herb called damiana, which is native to Central America, Mexico and the Caribbean






e lvory White e Sextacy e Purple Wave
e Vanilla Sky e Gloom e Charge+

e Pure lvory e Purple Rain e Ocean Burst
e Whack e Hurricane Charlie e Crush

e Bolivian Bath o Fly e White Rush

The following is a sample of designer “synthetic cannabinoid’ products associated with unregulated
psychoactive substances that are extremely harmful:

e Mr. Nice Guy e Genie ¢ Ninja
e Spice Gold e Spice Silver e Dark Night
e Yucatan Fire e Spice Gold o K2
e RedNugz o Blue Majik e King Krypto
e Smoke o Puff

TOXICITY & SIDE EFFECTS

“Bath salt” products are known to produce certain side effects, some of which are quite severe. The
following is the list of milder, short-term side effects associated with consumption of this drug as reported
by medical personnel;

¢ Increase heart rate ¢ Increased alertness and awareness
e Agitation ¢ Anxiety

e Diminished requirement for sleep e Fits and delusions

e Lack of appetite ¢ Nosebleeds

More serious side effects associated with these drugs reportedly include:

Muscle spasms e Hallucinations
e Blood circulation problems, (including e Aggression
increased blood pressure) e Severe paranoia
Kidney failure e Panic Attacks
Seizures e Sharp increase in body temperature

Risk of renal failure

“Synthetic Cannabinoids” products are known to produce certain side effects, some of which are quite
severe. The following is the list of milder, short-term side effects associated with consumption of this drug
as reported by medical personnel:

e Headaches ¢ Loss of consciousness

e Agitation e Elevated Blood Pressure
¢ Vomiting e Seizures

e Dangerous Hallucinations ¢ Increased Heart Rate

Retailers and those in possession of “synthetic substances” who require assistance in their lawful
disposal are asked to contact their local law enforcement agencies for assistance. Failure to
comply with this emergency order can result in a felony arrest as punishable under 775.082, F.S.

The Florida Department of Law Enforcement
P O. Box 1489, Tallahassee, FL 32302-1489
(850) 410-7645
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The law enforcement community, as well as health care providers, can confirm the presence of the
following chemicals contained within “synthetic drugs” which will produce the above psychoactive effects:

BZP (Benzylpiperazine).
Fluorophenylpiperazine.
Methylphenylpiperazine.
Chlorophenylpiperazine.
Methoxyphenylpiperazine.

DBZP (1.4-dibenzylpiperazine).
TEMPP(3-Trifluoromethylphenylpiperazine).
MBDB (Methylbenzodioxolylbutanamine).

5-Hydroxy-alpha-methyltryptamine.
5-Hydroxy-N-methyltryptamine.
5-Methoxy-N-methyl-N-isopropyltryptamine.
5-Methoxy-alpha-methyltryptamine.
Methyltryptamine.
5-Methoxy-N,N-dimethyltryptamine.
5-Methyl-N,N-dimethyltryptamine.

Tyramine (4-Hydroxyphenethylamine).

5-Methoxy-N.N-Diisopropyltryptamine.
DiPT (N.N-Diisopropyltryptamine).

DPT (N.N-Dipropyltryptamine).

4-Hydroxy-N,N-diisopropyltryptamine.
N.N-Diallyl-5-Methoxytryptamine.
DOI (4-lodo-2,5-dimethoxyamphetamine).
DOC(4-Chloro-2,5-dimethoxyamphetamine).
2C-E (4-Ethyl-2 5-dimethoxyphenethylamine).
2C-T-4(2,5-Dimethoxy-4-
isopropylthiophenethylamine).

2C-C (4-Chloro-2,5-
dimethoxyphenethylamine).
2C-T(2,5-Dimethoxy-4-
methylthiophenethylamine).
2C-T-2(2,5-Dimethoxy-4-
ethyithiophenethylamine).

NS T TN l'\imetr.-_... A I_ﬂ):
propyitniopnenethyiamine).

2C-| (4-lodo-2,5-dimethoxyphenethylamine).
Butylone(beta-keto-N-
methylbenzodioxolylpropylamine).

Ethcathinone.

Ethylone (3,4-methylenedioxy-N-
ethylcathinone).

Naphyrone (naphthylpyrovalerone).

N-N-Dimethyl-3,4-methylenedioxycathinone.
N-N-Diethyl-3.4-methylenedioxycathinone.

3.4-methylenedioxy-propiophenone.
2-Bromo-3.4-Methylenedioxypropiophenone.

3.4-methylenedioxy-propiophenone-2-oxime.

M A~~nel3 4-methylenedioxycathinone.

N-Acetyl-N-Methyl-3.4-
Methylenedioxycathinone.
N-Acetyl-N-Ethyl-3,4-
Methylenedioxycathinone.
Bromomethcathinone.
Buphedrone (alpha-methylamino-

butyrophenone).
Eutylone(beta-Keto-
Ethylbenzodioxolylbutanamine).

Dimethylcathinone.
Dimethylmethcathinone.
Pentylone(beta-Keto-
Methylbenzodioxolylpentanamine).
(MDPPP)3.4-Methylenedioxy-alpha-
pyrrolidinopropiophenone.
(MDPBP)3,4-Methylenedioxy-alpha-
pyrrolidinobutiophenone.

Methoxy-alpha-pyrrolidinopropiophenone
(MOPPP).
Methyl-alpha-pyrrolidinohexiophenone
(MPHP).

Benocyclidine(BCP)or
benzothiophenylcyclohexylpiperidine (BTCP).
Fluoromethylaminobutyrophenone (F-MABP).

Methoxypyrrolidinobutyrophenone (MeO-
PBP).

Ethyl-pyrrolidinobutyrophenone (Et-PBP).
3-Methyl-4-Methoxymethcathinone (3-Me-4-
MeO-MCAT).
Methylethylaminobutyrophenone (Me-EABP).
Methylamino-butyrophenone (MABP).
Pyrrolidinopropiophenone {(PPP).
Pyrrolidinobutiophenone (PBP).
Pyrrolidinovalerophenone (PVP).
Methyl-alpha-pyrrolidinopropiophenone
(MPPP).

JWH-007(1-pentyl-2-methyl-3-(1-
naphthoyl)indole).
JWH-015(2-Methyl-1-propyl-1H-indol-3-y1)-1-
naphthalenylmethanone).
JWH-019(Naphthalen-1-yl-(1-hexylindol-3-
yl)methanone).

JWH-020 (1-heptyl-3-(1-naphthoyl)indole).
JWH-072 (Naphthalen-1-yl-(1-propyl-1H-indol-
3-yl)methanone).
JWH-081(4-methoxynaphthalen-1-yl-(1-

pentylindol-3-yl)methanone).

The Florida Department of Law Enforcement
P.O Box 1489, Tallahassee, FL 32302-1489

(850) 410-7645
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e JWH-122(1-Pentyl-3-(4-methyl-1- o HU-331(3-hydroxy-2-[(1R,6R)-3-methyi-6-(1-

naphthoyl)indole). methylethenyl)-2-cyclohexen-1-vi)-5-pentyl-

e JWH-133 ((6aR.10aR)-3-(1,1-Dimethylbutyl)- 2,5-cyclohexadiene-1.4-dione).
6a,7.10,10a-tetrahydro-6,6.9-trimethyl-6H- e CB-13 (Naphthalen-1-yl-(4-
dibenzo[b.d]pyran)). pentyloxynaphthalen-1-yl)methanone).

e JWH-175 (3-(naphthalen-1-yimethyl)-1-pentyl- e CB-25(N-cyclopropyl-11-(3-hydroxy-5-
1H-indole). pentylphenoxy)- undecanamide).

e JWH-201(1-pentyl-3-(4- e CB-52(N-cyclopropyl-11-(2-hexyl-5-
methoxyphenylacetyl)indole). hydroxyphenoxy)- undecanamide).

e JWH-203 (2-(2-chlorophenyl)-1-(1-pentylindol- e (CP55,940(2-[(1R,2R,5R)-5-hydroxy-2-(3-
3-yl)ethanone). hydroxypropyl)cyclohexyl]-5-(2-methyloctan-2-

e JWH-210 (4-ethyinaphthalen-1-yi-(1- ylphenol).
pentylindol-3-yl)methanone). o  AM-694(1-[(5-fluoropentyl)-1H-indol-3-yl]-(2-

e JWH-250 (2-(2-methoxyphenyl)-1-(1- iodophenyl)methanone).
pentylindol-3-yl)ethanone). e AM-2201(1-[(5-fluoropentyl)-1H-indol-3-yi]-

e JWH-251(2-(2-methylphenyl)-1-(1-pentyl-1H- (naphthalen-1-ylimethanone).
indol-3-yl)ethanone). e RCS-4 ((4-methoxyphenyl) (1-pentyl-1H-indol-

e JWH-302(1-pentyl-3-(3- 3-yimethanone).
methoxyphenylacetyl)indole). e RCS-8 (1-{1-(2-cyclohexylethyi)-1H-indol-3-

o JWH-398(1-pentyl-3-(4-chloro-1- yl)-2-(2-methoxyphenylethanone).
naphthoyl)indole). e WIN55.212-2 ((R)~(+)-[2.3-Dihydro-5-methyl-

o HU-211({6aS,10aS)-9-(Hydroxymethyl)-6,6- 3-(4-morpholinylmethyl)pyrrolo[1,2,3-de]-1.4-
dimethyl-3-(2-methyloctan-2-yl)-6a,7.10,10a- benzoxazin-6-yl]-1-234
tetrahydrobenzo[c]lchromen-1-ol). naphthalenylmethanone).

e HU-308([(1R.2R.5R)-2-[2.6-dimethoxy-4-(2- e WINS55,212-3  ([(3S)-2,3-Dihydro-5-methyi-3-
methyloctan-2-yl)phenyl]-7.7-dimethyl-4- (4-morpholinylmethyl)pyrrolo[1,2.3-de]-1.4-
bicyclo[3.1.1]hept-3-enyl} methanol). benzoxazin-6-yl]-1-naphthalenylmethanone).

Any agency with additional information or new intelligence in reference to synthetic substances, should be
forwarded to ensure proper tracking to establish trends. Please contact Inspector David Gross, (850) 410-8389,
DavidGross@fdle.stateflus, or Crime Intelligence Analyst |1l Jason Still, (850) 410-8794,
JasonStill@fdle.state.fl.us.

If you would like more information about this intelligence brief or if you have information that you would like posted in
a bulletin, please contact the Florida Department of Law Enfaorcement at (850) 410-7645.
Send feedback comments or suggestions to: ate.fl.us (Please reference the Brief #).

Approval Authority: Assistant Special Agent in Charge Robert LeFiles, Office of Statewide Intelligence, FDLE
Source: Florida Department of Law Enforcement
Contact Information: Inspector David Gross, Office of Statewide Intelligence, FDLE

The Florida Department of Law Enforcement
P.O Box 1489, Tallahassee, FL 32302-1489
(850) 410-7645
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Public Health Service
Department of Health and Human Services Food and Drug Administration

Atlanta District Office

60 Eighth Street N.E.

Atlanta, GA 30309

@

Juiy 10, 2012
VIA UPS

Jeremy E. Nickels, Owner/CEQ

Evol Nutrition Associates, Inc.

1075 Cobb International Place, Suite F
Kennesaw, GA 30152

WARNING LETTER
(12-ATL-14)

Dear Mr. Nickels:

On July 13-29, 2011, the U.S. Food and Drug Administration (FDA) conducted an inspection of your dietary supplement manufacturing and
distribution facility located at 1075 Cobb International Place in Kennesaw, GA. As part of the inspection, FDA collected product labels and samples
of several of your products. We have also reviewed your firm's website, www.reddawnparty.com, and other Evol Nutrition Associates, Inc. websites
where your products are marketed, including www.reddawndrink.com and www.evolnutrition.com. Your products "Sandman Party Powder Euphoric
Drink Mix," "Sleep Walker Euphoria Awareness Enhancer,” "Spark 4D Happy Caps," "GHRelease," "Zan-X Extra Relaxation,” "Red Dawn Liquid," and
"Mojo Nights" are unapproved new drugs under Sections 301(d) and 505(a) of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §§
331(d) and 355(a)]. In addition, "GHRelease," "Zan-X Extra Relaxation," and "Mojo Nights" are aiso misbranded under section 502 of the Act (21
U.S.C. § 352].

"Mojo Nights" Contains Undeclared PDE-5 Inhibitor Ingredient

Your firm distributes the sexual enhancement product "Mojo Nights." FDA confirmed through laboratory analysis that your "Mojo Nights" product
contains undeclared tadalafil and sildenafil, the active pharmaceutical ingredients in Cialis and Viagra, respectively, both FDA-approved drugs used
to treat erectile dysfunction (ED). According to section 201(ff)(3)(B) [21 U.S.C. § 321 (ff)(3)(B)], dietary supplements cannot contain an article
that is approved as a new drug under section 505 of the Act unless that article was marketed as a dietary supplement or food prior to FDA

approval of such drug. FDA approved Viagra as a new drug on March 27, 1998, and approved Cialis as a new drug on November 21, 2003.
Sildenafil and tadalafil were not marketed as dietary supplements or as foods before these dates. As such, "Mojo Nights" is not considered a dietary
supplement. This lot of your "Mojo Nights" also contained sulfosildenafil, sulfotadalafil, and hydroxythiohomosildenafil, all of which are
phosphodiesterase type-S (PDE-5) inhibitors and analogs of sildenafil or tadalafil, and none of which were declared on the product label for "Mojo
Nights."

Your firm's sexual enhancement product "Mojo Nights" is labeled with claims that include, but are not limited to, the following:

"Jump start your sex drive"

"Give you powrful (sic) erections"

"stop pre-mature ejaculations"

"MojoNights increases the STRENGTH and POWER of your ERECTION."

These statements make clear that "Mojo Nights" is intended to affect the structure or any function of the body. Accordingly, this product is a drug,
under section 201( f(l)(C) of the Act [21 U.S.C. § 321(;_;;)(1)(C)]1 Moreover, "Mojo Nights" is a new drug as defined by section 201(p) of the Act
[21 U.S.C. § 321(p}], because it is not generally recognized as safe and effective for use under the conditions prescribed, recommended, or
suggested in its labeling. Under sections 301(d) and 505(a) of the Act [21 U.S.C. 8§ 331(d) and 355(a)], a new drug may not be introduced or
delivered for introduction into interstate commerce unless an FDA approved application is in effect for it. There is not an FDA approved application
for "Mojo Nights.” Your sale of this product without an approved application violates these provisions of the Act.

Furthermore, "Mojo Nights" is a prescription drug as defined in section 503(b)(1)(A) of the Act [21 U.S.C. § 353(b)(1)(A)], because, in light of its

toxicity or potentiality for harmful effect, the method of its use, or the collateral measures necessary for its use, it is not safe for use except under
the supervision of a practitioner licensed by law to administer it. "Mojo Nights" is a prescription drug because it contains several PDE-5 inhibitors;

all PDE-5 inhibitors which have been approved for marketing by FDA are limited by an approved new drug application to use under the supervision
of a practitioner licensed by law to administer them.

According to section 502(f)(1) of the Act [21 U.S.C. § 352(f)(1)], a drug is misbranded if, among other things, it fails to bear adequate directions
for its intended use(s). "Adequate directions for use” means directions under which a layman can use a drug safely and for the purposes for which
it is intended [21 CFR § 201.5]. Prescription drugs can be used safely only at the direction, and under the supervision, of a licensed practitioner.
Therefore, it is impossible to write "adequate directions for use" for prescription drugs. FDA-approved prescription drugs which bear their FDA-
approved labeling are exempt from the requirements that they bear adequate directions for use by a layperson [21 CFR §§ 201.100(c)(2) and
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201.115]. Because there is no FDA-approved application for your firm's "Mojo Nights,” its labeling fails to bear adequate directions for its intended
use, causing it to be misbranded under section 502(f)(1) of the Act [21 U.S.C. § 352(f)(1)].

"Mojo Nights" is also misbranded under section 502(f)(2) of the Act [21 U.S.C. § 352(f)(2)] in that the product's labeling lacks adequate warnings
for the protection of users. As noted, there is a potential for adverse events associated with this product, particularly since someone who takes it
would be unaware of the presence of sildenafil, tadalafil, sulfosildenafil, sulfotadalafil, and hydroxythiohomosildenafil in your "Mojo Nights" product.
The undeclared ingredients may interact with nitrates found in some prescription drugs, such.as nitroglycerin, and may lower blood pressure to
dangerous levels. Consumers with diabetes, high blood pressure, high cholesterol, or heart disease often take nitrates.

Under section 502(a) of the Act [21 U.S.C. § 352(a)], a drug is misbranded if its labeling is false or misleading in any particular. Section 201(n) of
the Act [21 U.S.C. § 321(n)] provides that in determining whether an article's labeling or advertising "is misleading there shall be taken into
account ... not only representations made or suggested ... but also the extent to which the labeling or advertising fails to reveal facts material in
light of such representations ... " Your product, "Mojo Nights" is misbranded under section 502(a) of the Act because its labeling makes false and
misleading statements regarding safety and fails to reveal material facts with respect to consequences that may result from the use of this product.
Sildenafil, tadalafil, sulfosildenafil, suifotadalafil, and hydroxythiohomosildenafil, contained in your "Mojo Nights," may pose serious health risks to
consumers, which are only compounded by the fact that these ingredients are not declared on the product's label.

Accordingly, the introduction or delivery for introduction into interstate commerce of the misbranded products mentioned above violates section
301(a) of the Act [21 U.S.C. § 331(a)].

Street Drug Alternatives

In addition, several of your products, labeled as dietary supplements, are marketed as alternatives to illicit street drugs. These products include
"Sandman Party Powder Euphoric Drink Mix," "Red Dawn Liquid," "Sleep Walker Euphoria Awareness Enhancer,"” and "Spark 4D Happy

Caps." The following statements on your product containers or firm websites demonstrate that these products are intended as alternatives to illicit
street drugs:

Sandman Party Powder Euphoric Drink Mix

"Euphoric Drink Mix"
"Sandman Party Powder is designed to heighten euphoric pleasure .... "
"I think the one little packet made me super "euphoric” for a total 8 hours."”

Red Dawn Liquid

"It Gives you,
Energy,
Euphoria,

Happy

VERY social ... ! '

SleepWalker Euphoria Awareness Enhancer

"GREAT euphoria that last (sic) ALL day .... "
"Euphoria Awareness Enhancer"
"Dream on, enjoy having your head in the clouds"

Spark 4D Happy Caps

" 'Un'ergy' has never felt so Bliss."
"Forget about the 'Red’ pill or the 'Blue' pill. Take the Green pill and enjoy the 41th Dimension."

Under section 201(ff) of the Act [21 U.S.C. § 321(ff)], dietary supplements are products that must be intended to supplement the diet. Street drug
alternatives, i.e., products that claim to mimic the effects of recreational drugs, are not intended to suppiement the diet and, as a result, cannot
lawfully be marketed as dietary supplements. 2 see United States v. Undetermined Quantities of Articles of Drugs, 145 F. Supp. 2d 692 (D. Md.
2001). Accordingly, your products, "Sandman Party Powder Euphoric Drink Mix," "Red Dawn Liquid," and "SleepWalker Euphoria Awareness
Enhancer," and "Spark 4D Happy Caps" as currently labeled are not dietary suppiements under the Act.

"Sandman Party Powder Euphoric Drink Mix," "Red Dawn Liquid," "SleepWalker Euphoria. Awareness Enhancer," and "Spark 4D Happy Caps" are
drugs, as defined by section 201(g)(1) of the Act [21 U.S.C. § 321(g)(l)], because they are intended to affect the structure or any function

of the body of man or other animals. Moreover, these products are new drugs, as defined by section 201(p) of the Act [21 U.S.C. § 321(p)],
because they are not generally recognized as safe and effective for their labeled uses. Under sections 301(d) and 505(a) of the Act [21 U.S.C. §§
331(d) and 355(a)], a new drug may not be introduced or delivered for introduction into interstate commerce unless an FDA-approved application
is in effect for it. Your sale of "Sandman Party Powder Euphoric Drink Mix," "Red Dawn Liquid," "SleepWalker Euphoria

Awareness Enhancer," and "Spark 4D Happy Caps" without approved applications violates these provisions of the Act.

Even if these products did not include street drug alternative claims, your products "Sandman Party Powder Euphoric Drink Mix," "Sleep Walker
Euphoria Awareness Enhancer,” and "Spark 4D Happy Caps" also cannot be dietary supplements because they contain 2-oxo-1-pyrrolidine
acetamine, also known as piracetam. Your firm markets these piracetam-containing products as dietary supptements. However, these products are
excluded from the definition of"dietary supplement” under section 201(ff)(3)(B)(ii) of the Act [21 U.S5.C. § 321(ff)(3)(B)(ii)]. Piracetam is an article
that has been authorized as an investigational new drug (IND) for which substantial clinical investigations have been instituted in the United States
and the existence of such investigations have been made public. The results of at least two clinical studies conducted under authorized INDs were
publishedin peer reviewed journals3'4. In addition, there is no evidence that piracetam was marketed as a dietary supplement or a food prior to
the authorization to investigate piracetam as a new drug. Therefore, a piracetam-containing product cannot be a dietary supplement under the Act.
5

Moreover, your "Spark 4-D Happy Caps" contains the directions for use, "[L]et dissolve in mouth for quicker absorption.” Your firm markets this
product as a dietary supplement. However, the Act defines the term "dietary supplement” in section 201(ff}(2)(A)(i) of the Act [21 U.5.C. § 321(ff)
(2)(A)(i)], as a product that is "intended for ingestion " Because your product is intended to enter the body directly through the mucosal tissues, it
is not a dietary supplement or food. Therefore, in addition to the street drug alternative claims and piracetam content mentioned above, as
currently marketed, "Spark 4-D Happy Caps" cannot be a dietary supplement because it is not "intended for ingestion."

Other Unapproved New Drugs and Misbranded Drugs

Your firm promotes several other products including "GHRelease" and "Zan-X Extra Relaxation" with various disease claims that cause these
products to be unapproved new drugs and misbranded drugs under the Act. The following statements on your website

www,reddawnparty.com and product labels demonstrate that "GHRelease" and "Zan-X Extra Relaxation" are intended to treat or prevent certain
diseases:

GHRelease
"This revolutionary product is formulated to help with insomnia .... "
Zan-X Extra Relaxation
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"NO MORE INSOMNIA FOR ME!"
The product name "Zan-X" closely resembles, "Xanax," a well known prescription drug product to treat anxiety and panic disorders.

Your products "GHRelease" and "Zan-X Extra Relaxation" are intended for use in the cure, mitigation, treatment, or prevention of disease.
Accordingly, these products are drugs under Section 201(g)(1)(B) of the Act [21 U.S.C. § 321(g)(1)(C)]. Moreover, these products are new drugs
as defined by section 201(p) of the Act [21 U.S.C. § 321(p)], because they are not generally recognized as safe and effective for use under the
conditions prescribed, recommended, or suggested in their labeling.

Under sections 301(d) and 505(a) of the' Act [21 U.S.C. §§ 331(d) and 355(a)], a new drug may not be introduced or delivered for introduction
into interstate commerce unless an FDA approved application is in effect for it. There are no approved applications for "GHRelease" and "Zan-X
Extra Relaxation.” Your sale of these products without approved applications violates these provisions of the Act.

In addition, because your products, including "GHRelease" and "Zan-X Extra Relaxation" are offered for conditions, such as insomnia, anxiety, and
depression that are not amenable to self diagnosis and treatment by individuals who are not medical practitioners, adequate directions cannot be
written so that a layman can use these products safely for their intended uses. Thus, the labeling for "GHRelease" and "Zan-X Extra Relaxation™ fail
to bear adequate directions for their intended uses, causing them to be misbranded under section 502(f)(1) of the Act [21 U.S.C. § 352(f)(1)].
Accordingly, the introduction or delivery for introduction into interstate commerce of'GHRelease" and "Zan-X Extra Relaxation"” violates section 301
(a) of the Act [21 U.S.C. § 331(a)].

* Kk Kk ok

We note that you appear to no longer market your "Vector Extra Party Enhancer” (hereinafter "Vector Pill"). However, FDA laboratory analysis of
this product revealed that it contains, among other ingredients, 1-( a, a, a-trifluoro-m-tolyl)piperazine [trifluoromethylphenylpiperazine, TFMPP].
The product label, labeling, and your website www.reddawnparty.corninroductsNector-Pill.html included statements indicating that "Vector Pil{" is
intended as an aiternative to an illicit street drug, such as "6-8 hours of ... rushes and euphoria.” Continued sale of this product would cause it to
be an unapproved new drug in violation of sections 301(d) and 505(a) of the Act [21 U.S.C. §§ 33i(d) and 355(a)] and a misbranded drug under
section 502 of the Act [21 U.S.C. § 352].

This letter is not intended to be an all-inclusive list of violations that may exist at your facility. It does not indicate that FDA conducted an ali-
inclusive review of all the products you manufacture and/or distribute. In particular, you need to ensure that all products you are selling do not
contain undeclared ingredients. It is your responsibility to ensure that the products you market are safe. Likewise, you are responsible for ensuring
that your firm is operating in compliance with all requirements of the Act and pertinent FDA reguiations, such as the dietary supplement
regulations (21 CFR Part 111 ). You may find copies of the Act and pertinent reguiations through links on FDA's homepage at www.fda.gov 1

We acknowledge receipt of the August 2, 2011, letter from (b)(4) representatives responding on your behalf. The response indicates that your
firm is no longer manufacturing Red X Dawn "Dream Weaver Sleep Enhancer,” and that the remaining product has been destroyed. The response,
however, did not include documentation of the products’' destruction nor does not indicate whether your firm initiated a recall of the "Dream
Weaver Sleep Enhancer" product that been distributed to your customers.

You should take prompt action to correct all of the violations nbted in this letter and establish and implement procedures that will prevent these
and other violations in the future. Failure to implement lasting corrective actions may result in FDA taking regulatory action, such as seizure or
injunction, without further notice.

Please respond to this office in writing within 15 working days from your receipt of this letter. In your response, identify the steps you have taken
or will take to correct the above noted violations and prevent similar ones. In your response, please include the timeframe in which the
corrections will be compieted and provide any documentation that will effectively assist us in evaluating whether the corrective actions have been
made and the adequacy of such. If you are unable to complete the corrective actions within 15 working days, identify the reason for the delay and
the time within which you will complete the corrections.

Your written response should be sent to the U.S. Food and Drug Administration, Attn: Lakisha N. Morton, Compliance Officer., at the address noted
in the letterhead. If you have questions, please contact Mrs. Morton at 404-253-1285 or write her at the noted address.

Sincerely,
/S/

John R. Gridley
District Director
Atlanta District Office

1 As noted, in addition to sildenafil and tadalafil, "Mojo Nights" also contains sulfosildenafil, sulfotadalafil, and hydroxythiohomositdenafil, all of
which are phosphodiesterase type-5 (PDE-5) inhibitors and analogues of sildenafil or tadalafil. Under section 201(g)(1) of the Act (last sentence),
the structure/function claims made for a dietary supplement must be made in accordance with section 403(r)(6) of the Act [21 U.S.C. § 343(r)(6)1
or the product is subject to regulation as a drug. Section 403(r)(6) authorizes claims that describe the role of a nutrient or dietary ingredient
intended to affect the structure or function of the body, or that characterize the way in which a nutrient or dietary ingredient maintains the
structure or function of the body. However, the structure/function ciaims quoted above for "Mojo Nights" do not describe the effects of nutrients or
dietary ingredients in the product. Rather, the claims are made for the product as a whole and relate to its sildenafil, tadalafil, sulfosildenafil,
sulfotadalafil, and/or hydroxythiohomosildenafil content. Since sildenafil, tadalafil, sulfosildenafil, sulfotadalafil, or hydroxythiohomosildenafil are
not nutrients or dietary ingredients as defmed in section 201(ff)(1) of the Act (21 U.S.C. § 321(ff)(1)], but instead are active pharmaceutical
ingredients or analogues of active pharmaceutical ingredients, the claims about improvement of sexual function do not conform to section 403(r)
gs;(of)t(he)]/\ct [21 U.S.C. § 343(r)(6}]. Accordingly, "Mojo Nights" is a drug within the meaning of section 20 i(g)(1)(C) of the Act {21 u.s.c. § 321
g)(1 )(O)].

2 1n March of 2000, FDA made available a guidance for industry on street drug alternatives. This document contains additional information and is
available at http://www.fda.gov/downloads/Drugs/GuidanceComplianceReguIatoryInfomation/Guidances/UCM070343.pdf2.

3 Pranzatelli, M.R., Tate, E.D., Galvin, 1., and Wheeler, A. (2001). Controlled Pilot Study ofPiracetam for Pediatric Osoclonus-Myoclonus. Clinical
Neuropharmacology, 24(6), 352-357.

:3K7a|;n£8man, K.M., et al. (2003). A pilot trial ofpiracetam and ginkgo biloba for the treatment of cocaine dependence. Addictive Behaviors, 28(3),
51n addition, piracetam does not meet the defmition of a dietary ingredient under section 20I(ff)(1)(A-F) of the Act [21 U.S.C. § 321(f)(I)(A-F)] in
that it is not a vitamin, a mineral, an herb or other botanical, an amino acid, or a dietary substance for use by man to supplement the diet by
increasing the tota! dietary intake. Additionally, piracetam is not a concentrate, metabolite, constituent, extract, or combination of a dietary
ingredient.
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