
 

 

South Carolina Board of Health and Environmental Control 

 

Agenda 

April 5, 2017 

 

Call to Order – 10:00 a.m., Board Room (#3420) 

South Carolina Department of Health and Environmental Control 

2600 Bull Street, Columbia, S.C. 

 

1. Minutes of March 9 meeting  

 

2. Placement of Dronabinol (Syndros) Into Schedule II SC Controlled Substances. 

 

3. Final Review Conference – Docket No. 17-RFR-12, Keenan Energy Group f/k/a Keenan Oil Co. 

 

Executive Session (if needed)  

 

Adjournment 

 

Note:  The April 13 meeting of the S.C. Board of Health and Environmental Control has been cancelled. 

The next scheduled meeting will be May 11.   



BOARD OF HEALTH AND ENVIRONMENTAL CONTROL 

Summary Sheet 

April 5, 2017 

 

__X_ Action 

____ Information 

 

I. SUBJECT: Placement of Dronabinol (Syndros) into Schedule II for Controlled Substances 

 

II. FACTS:  Controlled substances are governed by the Controlled Substances Act (CSA), found 

at Title 44, Chapter 53, of the S.C. Code of Laws.   Section 44-53-160 is titled “Manner in which 

changes in schedule of controlled substances shall be made.”  Pursuant to this section, controlled 

substances are generally designated by the General Assembly, upon recommendation by DHEC.  

Schedule II substances are listed in Section 44-53-210.  Section 44-53-160(C) provides a process 

by which DHEC can expeditiously designate substance as a controlled substance if the federal 

government has so designated.   

Section 44-53-160(C) states: 

 
If a substance is added, deleted, or rescheduled as a controlled substance pursuant to 

federal law or regulation, the department shall, at the first regular or special meeting of 

the South Carolina Board of Health and Environmental Control within thirty days after 

publication in the federal register of the final order designating the substance as a 

controlled substance or rescheduling or deleting the substance, add, delete, or reschedule 

the substance in the appropriate schedule.  The addition, deletion, or rescheduling of a 

substance by the department pursuant to this subsection has the full force of law unless 

overturned by the General Assembly.  The addition, deletion, or rescheduling of a 

substance by the department pursuant to this subsection must be in substance identical 

with the order published in the federal register effecting the change in federal status of 

the substance. Upon the addition, deletion, or rescheduling of a substance, the department 

shall forward copies of the change to the Chairman of the Medical Affairs Committee and 

the Judiciary Committee of the Senate, the Medical, Military, Public and Municipal 

Affairs Committee and the Judiciary Committee of the House of Representatives, and to 

the Clerks of the Senate and House, and shall post the schedules on the department’s 

website indicating the change and specifying the effective date of the change. 

 

On July 1, 2016, the U.S. Food and Drug Administration (FDA) approved a new drug 

application for Syndros, a drug product consisting of dronabinol [(-)-delta-9-

transtetrahydrocannabinol (delta-9-THC)] oral solution. Thereafter, the Department of Health 

and Human Services (HHS) provided the Drug Enforcement Administration (DEA) with a 

scheduling recommendation that would result in Syndros (and other oral solutions containing 

dronabinol) being placed in schedule II of the Controlled Substances Act (CSA). In accordance 

with the CSA, as revised by the Improving Regulatory Transparency for New Medical Therapies 

Act, DEA is hereby issuing an interim final rule placing FDA-approved products of oral 

solutions containing dronabinol in schedule II of the CSA. DATES: The effective date of this 

rulemaking is March 23, 2017.  https://www.gpo.gov/fdsys/pkg/FR-2017-03-23/pdf/2017-

05809.pdf. 

 

 



Federal Authority

Under the Improving Regulatory Transparency for New Medical Therapies Act (Pub. L.ll4-
89), which was signed into law on November 25,2015, DEA is required to commence an

expedited scheduling action with respect to certain new drugs approved by the FDA. As
provided in 21 U.S.C. 811(D, this expedited scheduling is required where both of the following
conditions apply:

(1) The Secretary of HHS has advised DEA that a New Drug Application (NDA) has

been submitted for a drug that has a stimulant, depressant, or hallucinogenic effect on the

central nervous system, and that it appears that such drug has an abuse potential and

(2) the Secretary recommends that DEA control the drug in schedule II, III, fV, or V
pursuant to 21 U.S.C. 811(a) and (b).

In these circumstances, DEA is required to issue an interim final rule controlling the drug within
90 days. The law further states that the 90-day timeframe starts the later of:

(1) the date DEA receives the HHS scientific and medical evaluation/scheduling
recommendation or
(2) the date DEA receives notice of the NDA approval by HHS. In addition, the law
specifies that the rulemaking shall become immediately effective as an interim final rule
without requiring the DEA to demonstrate good cause therefor.

Thus, the purpose of subsection O is to speed the process by which DEA schedules newly

approved drugs that are currently either in schedule I or not controlled (but which have sufficient

abuse potential to warrant control) so that such drugs may be marketed without undue delay

following FDA approval.

Subsection (j) further provides that the interim final rule shall give interested persons the

opportunity to comment and to request a hearing. After the conclusion of such proceedings, DEA
must issue a final rule in accordance with the scheduling criteria of subsections 21 U.S.C.

811(b), (c), and (d) and 21 U.S.C. 812(b).

Background

Syndros is an oral solution that contains 5 mg of dronabinol (delta-9- THC) per mL of solution.

Dronabinol is the generic name (International Nonproprietary Name, INN) for the O delta-9-

trans isomer of tetrahydrocannabinol (THC), the primary psychoactive substance in marijuana.

On June l,z}ls,Insys Therapeutics (Sponsor) submitted an NDA to the U.S. Food and Drug

Administration (FDA) for Syndros, an oral formulation of dronabinol. The FDA accepted the

NDA filing for Syndros on August 6,2015 and approved the NDA on July 5, 2016. On

December 28,2016, the DEA received notification that HHS/FDA approved Syndros for the

treatment of anorexia associated with weight loss in patients with Acquired Immune Deficiency

Syndrome (AIDS), and for the treatment of nausea and vomiting resulting from cancer

chemotherapy in patients who failed to respond to conventional antiemetic therapies.



Determination To Schedule FDA Approved Products Containing Dronabinol in an Orsl
Solution

On December 28,2016, the HHS provided the DEA with a scientific and medical evaluation and

scheduling recommendation related to dronabinol. Because DEA's authority to issue this interim

final rule under subsection 8110) is limited to drugs that are the subject of an approved NDA,
and because the NDA was limited to an oral solution containing dronabinol, DEA's discussion

here of the scheduling criteria is likewise limited to oral solutions containing dronabinol in FDA
approved drug products.

2. HHS's scientific and medical evaluation contained an eight-factor analysis of the abuse

potential of FDA-approved products of oral solutions containing dronabinol and recommended

that such products be placed in schedule II of the CSA. In response, the DEA reviewed the

scientific and medical evaluation and scheduling recommendation provided by the HHS, along

with all other relevant data, and completed its own eight-factor review document pursuant to 21

U.S.C. 8l I (c). The DEA concluded that FDA-approved dronabinol oral solutions met the 21,

U.S.C. 812(bX2) criteria for placement in schedule II of the CSA. Pursuant to subsection 811O,

and based on the HHS recommendation, NDA approval by HHS/FDA, and DEA's
determination, DEA is issuing this interim final rule to schedule FDA approved dronabinol oral

solution as a schedule II controlled substance under the CSA.

Included below is a brief summary of each factor as analyzed by the HHS and the DEA, and as

considered by the DEA in its scheduling action:

Eight-Factor Analysis

l. Its Actual or Relative Potential.for Abuse: Dronabinol is a generic name for the (-) delta-

9-trans isomer of tetrahydrocannabinol (THC). THC is the primary psychoactive substance in

marijuana. Dronabinol is the active pharmaceutical ingredient in Syndros. As stated by HHS,

Marinol (synthetic dronabinol in sesame oil and encapsulated in a soft gelatin capsule) was

approved by the FDA for medical use on May 31, 1985 and placed in schedule II based on its

accepted medical use and high abuse potential. On July 2,1999, Marinol was rescheduled from

schedule II to schedule III because of the findings of the DEA that the difficulty of separating

dronabinol from the sesame oil formulation and the delayed onset of behavioral effects due to

oral route administration supported a lower abuse potential of Marinol as compared to substances

in Schedule II.

HHS indicated that the formulation of Syndros (oral solution) is easier to abuse than Marinol
because this liquid formulation can be manipulated to produce concentrated extracts of
dronabinol for abuse by inhalation (smoking or vaping) or through other routes of administration.

Because of the large amount of dronabinol in Syndros oral solution it has a greater potential for
extraction than Marinol and thus has a greater abuse potential. Syndros oral solution can be

easily manipulated to other forms that can be easily abused through inhalation and oral routes of
administration. The 2014 and 2015 Monitoring the Fufure (MTF) 3 survey indicated that THC

containing products are being taken orally, smoked, and vaporized using devices such as e-

cigarettes. There is a lack of evidence pertaining to diversion of Syndros or Marinol from



legitimate drug channels. Syndros is not yet available on the market. Marinol and generic forms

that reference it, have low levels of abuse and diversion according to the HHS and DEA, and this

is attributed to the formulation of dronabinol in sesame oil.

2. Scientfrc Evidence of lts Pharmacoloqical Effects, if Known: Dronabinol, also known as

THC, is the primary psychoactive substance in marijuana and is also the active pharmaceutical

ingredient in Syndros and Marinol. Some behavioral and other effects of dronabinol in humans

consist ofdizziness, nausea, tachycardia, euphoria, enhanced sensory perception, heightened

imagination, impaired judgment, emotional lability, and increased appetite. Discriminative

stimulus effects of dronabinol are specific to CBI cannabinoids, and unique because stimulants,

hallucinogens, opioids, beruodiazepines, barbiturates, NMDA antagonists, and antipsychotics do

not generalize to dronabinol.

3. The State of Current Scientific Knowledse Resarding the Drus or Other Substance:

Dronabinol is the generic name for (-)delta-9-transtetrahydrocannabinol (THC) and is chemically

known as (-)-(6aR-trans)- 6a,7,8,10a-tetrahydro-6,6,9-trimethyl-3- pentyl-6H-dibenzo[b,d]pyran-

1-ol and has the chemical formula C2LH30O2. It was found that Syndros oral solution and

Marinol capsules differ in their physiochemical properties. Specifically, Syndros, unlike Marinol,

can be manipulated such that the dronabinol can be evaporated into residues that can be

reconstituted for smoking or abused intravenously. According to HHS, Syndros contains a large

amount of dronabinol (150 mg of dronabinol in 30 mL of solution) and would be an easily

accessible source for abuse via the oral route.

4. Its Historv and Current Pattern o.f Abuse: There is a long history of abuse of THC in the

United States. HHS noted that dronabinol in Marinol capsules is difficult to extract and therefore,

cannot be used for smoking, vaping, or as an edible. The dronabinol in Syndros, however, is

relatively easy to extract and concentrated forms can be used for smoking, vaping, or the

sweetened alcoholic dronabinol in Syndros can be used as a substitute for THC in edibles. [n the

2015 MTF survey, it was reported that teens were more likely to use ecigarettes (vaping) than

regular cigarettes (smoking). In this survey, 6.1 percent of 12th graders reported vaporizing

marijuana or hash oil in their last e-cigarette. Additionally, in a recent analysis of marijuana

users, 12 percent of users preferred vaping the drug over any other method and considered it a

safer alternative to smoking. As a result, these data suggest that if dronabinol extracts or

concentrates are available from dronabinol sources such as Syndros, a certain percent ofthe
population are likely to vape these substances.

5. The Scope. Duration, and Sisnificance o.f Abuse: As noted by HHS, information on the

scope, duration, and significance ofabuse ofdronabinol was considered for both oral and

inhalation routes. Data analyzed from the 2014 Summer Styles Survey, a national representative

consumer panel survey of adult marijuana users aged 18 or older, showed that the majority of
current marijuana users prefer smoking marijuana. In the same survey, it was reported that 16

percent of the current users consumed THC containing edibles or drinks. Individuals who
preferred vaping (using a device to vaporize liquid THC) believed that vaping is "healthier,

better tasting" and resulted in "better effects" associated with marijuana and THC.



6. Whnt i{nntt Rick There is to the Public As stated by HHS, labeling on the

Marinol packaging indicates that Central Nervous System (CNS) adverse reactions are dose-

related and subject to patient variability. CNS adverse reactions are more likely to occur at

higher doses of dronabinol. Following oral Marinol (dronabinol) doses of 0.4 mg/kg, CNS

symptoms such as amnesia, confusion, delusions, depression, and hallucinations have been

observed. According to HHS, it is assumed that Syndros oral solution will have similar adverse

effects to Marinol. One concern with Syndros is that there is alarge amount of dronabinol

present in the product (150 mg dronabinol per bottle, 30 mL solution) that can easily be abused

orally and may result in unintended overdoses. Oral consumption of dronabinol, compared to

inhaled THC, may result in psychoactive effects that are delayed and stronger with an increased

risk of experiencing serious adverse events. When dronabinol (THC) is smoked, the drug rapidly
reaches the brain and psychoactive effects are felt within minutes of inhalation, which allows the

subject to control the dose more readily. Due to the absorption and metabolism by the liver
following oral ingestion of dronabinol, it takes longer for an individual to feel the psychoactive

effects. Therefore, the individual may underestimate the ingestion amount needed to feel the

psychoactive effects

7. Its Prychic or Physiological Dependence Liabilit-v: As stated in labeling for Marinol and

Syndros, psychological and physical dependence has been observed in healthy individuals

following use of dronabinol. Abrupt discontinuation of dronabinol in individuals receiving 210

mg/day (25 times the recommended daily dose for the treatment of anorexia associated with
weight loss in AIDS patients) for 12 to 16 days resulted in undesirable symptoms including

insomnia, irritability, and restlessness at 12 hours after discontinuation. These symptoms

worsened to include hot flashes, anorexia, sweating, rhinorrhea, loose stools, and hiccoughs at24

hours after discontinuation of dronabinol.

8. Wether the Substance is an Immediate Precursor of a Substance Alread)t Controlled

under the CSA: Dronabinol oral solution is not an immediate precursor of any controlled

substance.

Conclusion

After considering the scientific and medical evaluation conducted by the HHS, the HHS'
recommendation, and its own eight-factor analysis, the DEA has determined that these facts and

all relevant data constitute substantial evidence ofa potential for abuse ofdronabinol oral

solution. As such, the DEA hereby schedules FDA-approved products containing dronabinol oral

solution as controlled substances under the CSA.

Determination of Appropriate Schedule

The CSA lists the findings required to place a drug or other substance in any particular Schedule

(I, II, III, fV, or V). 2l U.S.C. 812(b). After consideration of the analysis and recommendation of
the Assistant Secretary for Health of the HHS and review of all available data, the Acting

Administrator of the DEA, pursuant to 21 U.S.C. 812(bX2), finds that:



1. FDA-approved products containing dronabinol in an oral solution have a high potential for
abuse. The physicochemical properties of Syndros allow extraction of dronabinol for abuse

through oral or inhalation (smoking or vaping) routes. Dronabinol is not easily extractable from
Marinol. Oral abuse of dronabinol-containing products is associated with hallucinations, mood

alterations, and paranoia. The 2015 MTF Survey reported that 6.1 percent of the 12th graders

used e-cigarettes to vaporize marijuana or cannabinoid substances. Similarly, the 2014 Summer

Styles Survey, 16 percent of current marijuana users indicated that they have consumed

dronabinol containing edibles or drinks. These data collectively indicate FDA-approved oral
solutions containing dronabinol have high potential for abuse.

2. FDA-approved products containins dronabinol in an oral solution have a currently accepted

medical use in treatment in the United States. The FDA approved an oral solution containing
dronabinol (Syndros) for the treatment of anorexia associated with weight loss in patients with
AIDS, and for the treatment of nausea and vomiting associated with cancer chemotherapy in
patients who have failed to respond adequately to conventional antiemetic treatments.

3. FDA-approved products containing dronabinol in an oral solution may lead to severe physical
dependence. Following discontinuation of dronabinol at a dose 210 mglday (25 times higher than

the recommended daily dose for anorexia associated with weight loss in AIDS patients) for 12 to
16 consecutive days, withdrawal symptoms including irritability, insomnia, and restlessness were
observed at 12 hours after discontinuation. These withdrawal symptoms worsened to include hot
flashes, sweating, rhinorrhea,loose stools, hiccoughs, and anorexiaat24 hours after
discontinuation of dronabinol. The withdrawal symptoms decreased gradually over the next 48

hours and patients reported having disturbed sleep for several weeks after discontinuation of
dronabinol.

Based on these findings, the Acting Administrator of the DEA concludes that FDA-approved
products containing dronabinol [(-)-delta-9-trans teffahydrocannabinol (delta-9-THc)] in an oral
solution warant control in schedule II of the CSA. 21 U.S.C. 812(bX2).

RECOMMENDATION: Department staff recommend the Board place dronabinol [(-)-delta-9-
trans tetrahydrocannabinol (delta-9-THc)] in an oral solution, also known by the brand name

Syndros, into Scheduled II of the SC Controlled Substances Act, effective immediately.

Lisa Thomson, Bureau Chief
Bureau of Drug Control

Director

March 29,2077

Health
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South Carolina Board of Health and Environmental Control 

Final Review Conference  

April 5, 2017 

 

Final Review Conference Docket No. 17-RFR-12, Keenan Oil Co.  
 

Requests for Final Review were filed on February 8, 2017. 

 

Parties and Counsel of Record  

Keenan Energy Group f/k/a Keenan Oil Co.  

 represented by W. Thomas Lavender  with Nexsen Pruet 

South Carolina Department of Health and Environmental Control 

 Represented by Sara P. Bazemore, SCDHEC Office of General Counsel  

 

Table of Contents 

Note:  Page #s for this record are located on the bottom right hand corner of the page. 

Staff Decision dated January 24, 2017 – page 1 

Request for Final Review filed February 8, 2017 – page 3 

Staff Response – page 16 

Clerk Correspondence – page 48 

Letter Scheduling Final Review Conference – page 50 

Administrative Record from Department – page 52 
 

 

  



SCBHEC FRC 17-RFR-12 Keenan Oil 1 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 2 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 3 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 4 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 5 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 6 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 7 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 8 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 9 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 10 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 11 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 12 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 13 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 14 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 15 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 16 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 17 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 18 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 19 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 20 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 21 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 22 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 23 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 24 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 25 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 26 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 27 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 28 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 29 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 30 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 31 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 32 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 33 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 34 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 35 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 36 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 37 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 38 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 39 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 40 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 41 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 42 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 43 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 44 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 45 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 46 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 47 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 48 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 49 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 50 of 119



SCBHEC FRC 17-RFR-12 Keenan Oil 51 of 119


	agenda
	Item #2 - Placement of Dronabinol in Schedule II for SC Controlled Substances
	Item #3 FRC - 17-RFR-12 Keenan Oil Co - Admin Record (bates)
	1.24.2017 Staff Decision Keenan
	RFR
	17-RFR-12 Staff Response
	Clerk Corespondence
	Letter Scheduling FRC 17-RFR-12 (3-17-17)




