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Larry Houck counsels on DEA regulatory and 
enforcement actions.  His career encompasses over 35 
years focusing on controlled substances, prescription 
drugs, and regulated chemicals, helping clients 
navigate federal and state licensing, registration, and 
compliance issues.
Mr. Houck counsels clients throughout the registrant 
supply chain on administrative, civil, and criminal 
proceedings.  He advises on DEA inspections and 
audits.  He works with clients to create the 
infrastructure to ensure compliant reporting, 
recordkeeping, and security.
Before joining Hyman, Phelps & McNamara in 2001, 
Mr. Houck served as a DEA diversion investigator in 
the field and staff coordinator with DEA’s Office of 
Diversion Control’s Liaison and Policy Section. 
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Modern Gordian Knot

In ancient Phrygia there was an intricate knot comprised of several 
knots so tightly entangled it was impossible to untie.

An oracle declared that whoever unraveled knot was destined to rule 
Asia.

Alexander, not yet the Great, also unsuccessful at untying knot, ended 
up slicing it with his sword.

A tangle of federal and state laws and regulations governing cannabis, 
hemp and CBD comprise a modern-day Gordian Knot.
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The Cannabinoid Conundrum

Whether cannabis, hemp or CBD is controlled federally or by states 
used to depend upon which part of Cannabis plant they derived from, 
but now control primarily depends upon its delta-9 THC content.

In addition, different products containing the same cannabinoids may 
be subject to different federal and state requirements.
❑ For obvious reasons, foods containing CBD may be regulated differently than topical 

cosmetics containing CBD. 

Products containing cannabinoids are multi-scheduled and are 
regulated on number of different levels. 
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Scheduling

How a cannabinoid must be handled depends upon if it is 
scheduled, and if so, how.
Federal CSA requires analysis of 8 statutory factors for 
controlling and scheduling substances of abuse: 

• Actual or relative potential for abuse.
• Scientific evidence of its pharmacological effect, if known.
• State of current scientific knowledge regarding substance.
• History and current pattern of abuse.
• Scope, duration, and significance of abuse.
• Risk to public health.
• Psychic or physiological dependence liability.
• Immediate precursor of substance already controlled.
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Scheduling

FDA conducts 8 Factor Analysis and recommends scheduling.
FDA Commissioner, with NIDA concurrence, provides analysis and 
recommendations to HHS Assistant Secretary for Health.  
HHS forwards analysis and recommendation to DEA.
DEA completes its own analysis and scheduling determination.
If FDA/HHS recommends substance not be controlled, DEA cannot 
control it. 
Under CSA, HHS recommendation is binding as to “scientific and 
medical matters.”
DEA, with HHS/FDA, classifies controlled substances into 1 of 5 
schedules.
DEA denied petition to reschedule marijuana/cannabis from CI in 
August 2016.
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Cannabis Scheduling

Schedule I:
– High potential for abuse;

– No currently accepted medical use in treatment in U.S.;

– Lack accepted safety for use under medical supervision.

• Includes:
– Marijuana and parts of Cannabis sativa L. plant within CSA definition of 

“marihuana.” (Drug Code 7360); 21 U.S.C. §§ 802(16), 812(c)(10).

– Marihuana extract. (Drug Code 7350); 21 C.F.R. § 1308.11(d)(58). 

– Tetrahydrocannabinols not in hemp. (“THC”)(Drug Code 7370).

• Delta-8 THC, Delta-9 THC.

• Synthetic CBD. (Drug Code 7360); 21 U.S.C. § 812(c)(17); 21 C.F.R. § 
1308.11(d)(31)(i). 
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Cannabis Scheduling

Schedule II

– Syndros-FDA-approved synthetic dronabinol (delta-9-THC) in oral 
solution. (Drug Code 7365); 21 C.F.R. § 1308.12(f)(2).

– Cesamet-FDA-approved synthetic Nabilone. (Drug Code 7379); 21 C.F.R. 
§ 1308.12(f)(1).

Schedule III:

– Marinol-FDA-approved synthetic dronabinol (delta-9-THC) in oral 
solution in sesame oil encapsulated in soft gelatin capsules. 
(Drug Code 7369); 21 C.F.R. § 1308.13(g)(1).
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Cannabis Scheduling

Not Scheduled:
– Hemp and hemp-derived products. 7 U.S.C. § 1639o(1); 21 U.S.C. §§ 

802(16(B), 812(c)(10); 21 C.F.R. § 1308.11(d)(31(ii). 

– THC in hemp. 21 U.S.C. § 812(c)(17); 21 C.F.R. § 1308.11(d)(31)(ii). 

– CBD and products derived from parts of Cannabis sativa L. plant 
excluded from definition of “marihuana.” 21 U.S.C. § 802(16(B).

– FDA-approved drugs in finished form including Epidiolex containing 
cannabis-derived CBD with no more than 0.1% THC. 
(Cannabis-derived, Drug Code 7367) (decontrolled 2020).
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Marijuana/Cannabis

CSA historically defined “marihuana” as:
❑ All parts of Cannabis sativa L. plant whether growing or 

not;

❑ Seeds;

❑ Resin extracted from any part of plant; and

❑ Every compound, manufacture, salt, derivative, mixture 
or preparation of plant, its seeds or resin.  21 U.S.C. § 
802(16).
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Marijuana/Cannabis

CSA definition of “marihuana” expressly 
excluded:
❑ Mature stalks;

❑ Fiber produced from mature stalks;

❑ Oil or cake made from seeds;

❑ Any other compound, manufacture, salt, derivative, 
mixture or preparation of mature stalks (except 
extracted resin), fiber, oil or cake; or

❑ Sterilized seeds incapable of germination.  Id.
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Marijuana/Cannabis

Cannabis and any substance derived from part of Cannabis 
sativa L. plant within definition of “marijuana” is CI substance.

There are different varieties and strains of Cannabis plants 
containing more than 525 natural constituents, including over 
100 cannabinoids.

Delta-9-tetrahydrocannabinol (“THC”) and cannabidiol (“CBD”) 
are primary cannabinoids and most plentiful parts of plant 
included within definition of marijuana. 
Cannabis for medicinal purposes first documented in 400 A.D.

USP mentioned cannabis in 1850.   
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Delta-9-THC

Delta-9 THC is component in cannabis with psychoactive 
properties that produces euphoria or a “high.”

Scheduled separately from cannabis, also a CI substance.

Neither CSA nor DEA regulations until recently distinguished 

between high-THC and low-THC Cannabis plant varieties.    
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Delta-9-THC

Health Benefits:
❑ Prevention of nausea and vomiting from cancer

❑ Promotes appetite

Adverse Effects:
❑ Impaired coordination

❑ Altered thinking

❑ Panic, delusions, hallucinations
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Delta-9-THC

15 states and D.C. have legalized adult recreational use of 
cannabis.

All cannabis use is illegal in 5 states.

About 35 states and D.C. authorize cannabis in different 
dosage formulations for specific medical indications 
despite its remaining federal CI which by definition has no 
accepted medical use in treatment in U.S.

States vary as to how patients qualify for access to 
cannabis for medical conditions.
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Delta-9-THC

Approved medical indications vary in states and include:
❑ Post Traumatic Stress Syndrome

❑ Pain

❑ Cancer

❑ Multiple Sclerosis

❑ Glaucoma

❑ HIV/AIDS

❑ Crohn’s/GI disorders

❑ Epilepsy/seizures

❑ Muscle spasticity

❑ Nausea
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Delta-8-THC

FDA has received adverse event reports involving delta-8-THC products 
that include vomiting, hallucinations, trouble standing and loss of 
consciousness.

Concentrated quantities of delta-8-THC typically manufactured from 
hemp-derived CBD.

Delta-8-THC has psychoactive and intoxicating effects similar to 
delta-9-THC.

Products containing delta-8-THC are being sold online and in stores.

Appears to be regulated federally as CI substance even though Farm 
Bill excluded THC in hemp from control.

17 states have banned or restricted sale of products containing 
delta-8-THC.
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DOJ/DEA Enforcement

The Cole Memo (August 29, 2013)

In response to states authorizing and legalizing cannabis as 
it remained CI substance federally, DOJ established it was 
unlikely to take enforcement action against 
cannabis-related businesses operating in compliance with 
state law unless they implicated any of 8 enforcement 
priorities.

Also encouraged strong and effective regulatory and 
enforcement systems in states to control cultivation, 
distribution, sale and possession of marijuana.
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DOJ/DEA Enforcement

The Cole Memo (Continued):

Priorities include:
• Preventing distribution of marijuana to minors;

• Preventing revenue from sale of marijuana to criminal 
enterprises, gangs and cartels;

• Preventing diversion of marijuana from states where it 
is legal under state law in some form to other states;

• Preventing state-authorized marijuana activity from 
being used as cover or pretext for trafficking other 
illegal drugs or other illegal activity;
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DOJ/DEA Enforcement

The Cole Memo (Continued):

Priorities also include:
• Preventing violence and use of firearms in cannabis 

cultivation;

• Preventing drugged driving and exacerbation of other 
adverse health consequences associated with cannabis 
use;

• Preventing growing of marijuana on public lands and 
attendant public safety and environmental dangers 
posed by cannabis production on public lands; and

• Preventing cannabis possession or use on federal 
property.
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DOJ/DEA Enforcement

Attorney General Sessions Memo (January 4, 2018):
❑ Rescinded prior DOJ guidance on cannabis enforcement, including 

Cole Memo.

❑ Directed federal prosecutors to weigh all relevant considerations, 
including enforcement priorities set by Attorney General, 
seriousness of crime, deterrent effect of criminal prosecution and 
cumulative impact of particular crimes on the community.

Attorney General Barr (January 2019):
❑ Stated during nomination that while he disagreed with efforts by 

states to legalize marijuana, consistent with Cole Memo, DOJ 
would not “go after” marijuana businesses in states where activity 
is legal. 
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Cannabis

There continues to be movement by some in Congress to 
decontrol cannabis. 
Marijuana Opportunity Reinvestment and Expungement Act 
of 2021 (H.R. 3617; “MORE Act”)
❑ Reintroduced May 28, 2021 by Jerrold Nadler and 87 cosponsors.
❑ Would:

● Decriminalize marijuana;
● Remove marijuana from CSA and require Attorney General to remove marijuana 

and THC from CSA schedules;
● Eliminate criminal penalties for individuals who manufacture, distribute or possess 

marijuana;
● Replace statutory references to “marijuana/“marihuana” with “cannabis;
● Require cannabis enterprises to obtain permits, make inventories and reports, 

package and label products;
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Cannabis

MORE Act (continued):
Would Also:

● Impose excise tax on cannabis produced in or imported into U.S. and occupational 
tax on cannabis production facilities and export warehouses;

● Make Small Business Administration loans available to legitimate cannabis-related 
businesses;

● Establish process to expunge convictions related to federal cannabis offenses and
● Direct GAO to study societal impact on cannabis legalization.

Would not impact state cannabis prohibitions or restrictions.
On September 30, 2021, Committee on the Judiciary by vote of 
26-15, ordered act to be reported to House. 
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Hemp

Hemp historically derived from parts of Cannabis plant excluded from 
definition of marijuana that contains less THC.

Stalks used to make rope, paper and clothing; cannabis seed oil used 
for personal care products like lotions, shampoos and industrial 
solvents, and foods, beverages and dietary supplements.

Excluded parts of plant were not controlled before 2003 when DEA 
amended regulations “clarifying” that all naturally-occurring THC, 
including products made from hemp, fell within definition of marijuana 
and were CI substances.

DEA exempted processed plant material and animal feed mixtures 
containing THC derived from excluded parts of plant not intended for 
human consumption.
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Hemp

Court of Appeals for Ninth Circuit enjoined DEA from enforcing 
regulation, concluding DEA “cannot regulate naturally-occurring THC 
not contained within or derived from marijuana-i.e., non-psychoactive 
hemp products because non-psychoactive hemp is not included in 
Schedule I.”

Regulation remained enforceable outside Ninth Circuit.

In May 2018, DEA announced it would not enforce regulations relating 
to Cannabis plant material excluded from definition of marijuana.

DEA conceded products derived from parts of plant excluded from 
definition of marijuana were not controlled regardless of presence of 
cannabinoids and may be sold, distributed, imported or exported 
without restriction. 
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Hemp

Agricultural Act of 2014
❑ Authorized growing and cultivation of “industrial hemp” under 

limited circumstances where it was legal under state law.

❑ “Industrial hemp” defined as Cannabis sativa L. plant and any part 
of plant with THC concentration of not more than 0.3% on dry 
weight basis.

❑ Authorized institutions of higher education and state departments 
of agriculture to grow or cultivate industrial hemp for research 
under pilot programs or other agricultural or academic research.

❑ Did not amend CSA or Food, Drug and Cosmetic Act requirements.
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Hemp

Agricultural Improvement Act of 2018 (“Farm Bill”)
❑ Removed hemp from CSA definition of marijuana and excludes THC in 

hemp from control under CSA.

❑ Defined hemp as Cannabis sativa L. plant species and any part of plant, 
including seeds, and all derivatives, extracts, cannabinoids, isomers, acids, 
salts, and salts of isomers, whether growing or not, with THC 
concentration of not more than 0.3% on dry weight basis.

❑ Established general requirements for U.S. Department of Agriculture 
(“USDA”) and state/Indian tribal regulatory plans for oversight of hemp 
producers.

❑ Directed USDA to issue regulations and guidance “as expeditiously as 
possible.”

❑ Hemp production in state or tribal territory that does not have 
USDA-approved plan is unlawful unless producer holds USDA license.  
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Hemp

USDA’s Final Rule (January 19, 2021)
❑ Established USDA hemp production requirements for itself and 

state/Indian Tribes.

❑ CSA and DEA continue to play role with non-controlled hemp under 
plans.

❑ Plans require representative hemp samples be tested by 
DEA-registered labs to conduct chemical analysis of CI substances 
as samples could test above 0.3% THC level.

❑ If cannabis exceeds 0.3% concentration, disposal must comply with 
CSA; cannabis must be destroyed by DEA-registered reverse 
distributor or federal, state or local law enforcement officer. 
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Hemp

USDA’s Final Rule (Continued)

❑ Requires state or Tribal territories lacking USDA-approved 
plan to comply with USDA hemp program requirements.

❑ Producers must hold valid license prior to production.

❑ Persons with c/s-related felony conviction ineligible to 
produce hemp for 10 years after conviction.

❑ Licenses valid for 3 years.

30



Hemp

USDA’s Final Rule (Continued)

Producers must:

❑ Report crop acreage to USDA within 30 days of planting 
hemp;

❑ Provide street address and geospatial location where hemp 
will be produced, and acreage or indoor footage dedicated 
to hemp production and hemp license; and

❑ No earlier than 30 days prior to harvesting, have trained 
agent collect samples from flowering tops of plant for THC 
level testing.

Hemp cannot be harvested prior to samples being taken.
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Hemp

USDA’s Final Rule (Continued)
❑ Records and reports must be maintained for 3 years and be available for 

inspection by USDA employees.  

❑ USDA inspectors must have access to premises where hemp plants may be 
held.

❑ USDA may audit producers’ records and conduct on-site visits to farms, 
storage facilities, and locations affiliated with licensees’ hemp operation. 

❑ USDA requires corrective action plan to correct negligent violations.

❑ USDA may also revoke producer’s license for 1 year or until producer 
becomes compliant.
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Hemp

USDA’s Final Rule (Continued)

❑ State and Tribal Hemp Production Programs
● USDA final rule requires USDA-approved state and Tribal programs to 

include many of same components as USDA’s program.  

● USDA exercises oversight of state and Tribal programs by reviewing 
and approving their plans, then by conducting audits to ensure 
compliance with Farm Bill and final rule.  
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Hemp

DEA’s Interim Final Rule (August 21, 2020)
• DEA issued an IFR rather than notice of proposed rulemaking for prior 

public comment because amendments “merely conform the 
implementing regulations” to amendments made to CSA by Farm Bill that 
had already taken effect.

• DEA said it had no discretion with respect to amendments made by Farm 
Bill.

• DEA further noted that because statutory changes have been in effect 
since December 2018, “good cause exists” to make rule effective 
immediately.

34



Hemp

DEA’s Interim Final Rule (August 21, 2020)
1. Clarified, consistent with Farm Bill, material previously controlled as marijuana
    or marijuana extract containing 0.3% or less delta-9 THC on dry weight basis
    unless specifically controlled under CSA and defined as hemp is not controlled.

❑ Any material that exceeds 0.3% THC limit is CI even if plant from which it was 
derived contained 0.3% or less THC.

❑ To be derivative of hemp, and be exempt from CI, derivative can never exceed 0.3% 
THC concentration even during processing.

2.  Clarified that THC in hemp is not CI, but THC not in hemp is CI.
❑ DEA interpreted Farm Bill as excluding only naturally-derived THC from control 

under CSA.

❑ Synthetic CBD containing synthetic THC, is CI regardless of concentration, no 
exception. 
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Hemp

DEA’s Interim Final Rule (Continued)
3.  Removed FDA-approved products containing CBD derived from
     cannabis including Epidiolex with no more than 0.1% THC
      concentration from CV and control under CSA.

4.  Removed import and export restrictions for those drug products in
     finished dosage forms approved by FDA.

5. DEA received 3,340 comments from wide range of commenters;
    comments available at regulations.gov-DEA-2020.     
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CBD

CBD touted as next miracle drug, food, beverage, cosmetic 
and/or pet food; products containing CBD are everywhere.

CBD produces no euphoric or psychoactive effects but subject 
to the same control as naturally-occurring THC if derived from 
parts of the plant included within definition of marijuana and 
contains greater than 0.3% THC.

In 2018 DEA originally scheduled Epidiolex and FDA-approved 
drugs containing CBD derived from Cannabis with no more 
than 0.1% THC in CV.
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CBD

U.S. is signatory to Single Convention on Narcotic Drugs, 1961, so 
scheduling had to comport with treaty obligations.  

CBD, is an extract of Cannabis, CI substance under Single Convention.

HHS advised that Epidiolex formulation of CBD had a very low potential 
for abuse and recommended placing in CV if Single Convention 
required control.

FDA Commissioner also stated in 2018 that FDA was “concerned“ 
about “illegal marketing of unapproved CBD-containing products with 
unproven medical claims.”

He noted that FDA had taken action against companies distributing 
unapproved CBD products marketed “as oil drops, capsules, syrups, 
teas, and topical lotions and creams.”   
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CBD

FDCA and FDA regulations establish federal requirements applicable to 
certain types of products: foods, drugs, cosmetics, medical devices, 
tobacco and combination products.

CBD is not subject to regulation under FDCA unless marketed as one of 
these product types.

Generally, as long as there are no drug claims made, FDA has no basis 
to assert that product containing CBD is subject to regulation.

FDA has issued warning letters to manufacturers of unapproved CBD 
products:
❑ That make medical claims;

❑ Marketed as dietary supplements;

❑ Marketed for pets.
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CBD

As with cannabis, state regulation of CBD and products 
containing CBD vary, sometime greatly.

❑ A number of states permit sale of CBD in food, cosmetics and 
other products while others do not.

❑ States that allow sale of CBD in products may restrict it to 
certain products, or impose manufacturing, handler 
licensing, product registration, testing and certification, 
packaging and labeling requirements.
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CBD

Some states’ regulatory control of CBD leave you 
scratching your head:
❑ California has authorized recreational use of cannabis, but until 

this month viewed topical cosmetics containing hemp-derived CBD 
as illegal adulterated products.

● So in California you could inhale, eat or drink cannabis, but you 
couldn’t rub topical cosmetic containing CBD onto your skin.

❑ And in Idaho despite federal Farm Bill decontrolling hemp
● Hemp and hemp-derived CBD are CI substances under state law 

unless they have absolutely no THC and are derived from part of 
Cannabis plant excluded from definition of marijuana (mature stalks, 
fiber from stalks, oil or cake made from seeds).
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DEA Marijuana Manufacturer Registrations

For 50 years, DEA granted 1 manufacturer registration for 
manufacturing marijuana for research, restricting production for 
to single grower.

DEA believed limiting cultivation to single grower decreased 
likelihood of diversion while meeting limited demand for 
research-grade marijuana.

Demand for needed quantities and varieties of cannabis for 
medical and scientific research increased drastically.

DEA announced in August 2016 it would issue additional 
registrations to manufacture marijuana for research.

DEA received 38 applications for registration to cultivate 
marijuana and issued at least 3 registrations to earlier this year. 
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DEA Marijuana Manufacturer Registrations

To comply with CSA and issue registrations consistent with Single Convention, 
DEA revised regulations for the agency to:
❑ Take possession of marijuana from registered manufacturers after harvest; and

❑ Maintain exclusive right to import, export, wholesale trade and maintain stocks of 
marijuana and its resin.

So DEA is taking on prominent role in new cannabis manufacturing scheme.  

We wonder how DEA’s insertion into manufacturer-to-researcher equation by 
buying, taking possession, and distributing marijuana will play out.  

DEA has often been impediment in loosening of cannabis restrictions but may 
now assume new role: cannabis research facilitator.
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QUESTIONS?
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Thank You

Larry K. Houck

Hyman, Phelps & McNamara, P.C.

(202) 737-9629

lhouck@hpm.com

Visit our blog:  http://www.fdalawblog.net/

46

mailto:lhouck@hpm.com

