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Since Dr. Sanjay Gupta’s documentary in CNN 
early in August on medicinal use of marijuana, 
the debate over medical marijuana has resurfaced. 
Since the passage of California Proposition 215 in 
1996, some 20 States have now passed medical 
marijuana laws to implement programs to allow 
patient access to its medical use within a legal 
framework. However, there is much confusion 
as to the boundaries of these laws. The tension 
between the Federal or State jurisdictions has 
muddied the risk for the entities which function 
in this space.  This article attempts to briefly visit 
some of prevalent issues for consideration by 
companies that operate in this space. 

State Laws
Since the passage of Proposition 215 
in California, some 20 States have passed 
laws making marijuana plants available for a 
variety of medical conditions upon a doctor’s 
recommendation. These laws are inconsistent in 
their scope, do not generally include reciprocity 
provisions and could be more restrictive from 
one State to another; however, they have 
created a balance between the availability of 
the plant to the patients in need and the control 
over its distribution for medical use.  The New 
Jersey Compassionate Use Medical Marijuana 
Act was signed into law on January 18, 2010 
by Governor Corzine. Following certain delays 
and amendments, the mode and extent of 
patient access have gradually been set. In New 
Jersey, only certain physicians can prescribed it 
for medical use. Further, only certain patients 
meeting articulated criteria can qualify to 
receive medical marijuana.  These criteria 
include a diagnosis of a “debilitating medical 
condition” that is “resistant to conventional 
therapy.”  Such conditions include for example, 
seizure disorder, Glaucoma, Cancer resulting 
in severe or chronic pain, nausea, cachexia, or 
wasting syndrome, ALS, Muscular Dystrophy 
and Inflammatory Bowel Disease.  More 
recently a change in the law allows access of 
edible medical marijuana to minors suffering 
from epilepsy. 

States measures such as those in New 
Jersey, however, are inconsistent with Federal 
efforts to ensure that products intended to 
treat medical conditions undergo rigorous 
scientific scrutiny to substantiate their safety 
and effectiveness.  As such dispensaries, 

manufacturing and research companies in 
this space are not immune from Federal 
enforcement Actions. 

Federal Jurisdiction
Under the Federal Food, Drug, and 
Cosmetic (FD&C) Act, the U.S. Food and 
Drug Administration (FDA) is the Federal 
agency that evaluates the safety and efficacy 
of substances offered in commerce to treat or 
mitigate diseases before they enter the U.S. 
market.  With respect to “new” products, FDA’s 
drug approval process requires an evaluation 
of necessary scientific data gathered during 
the Investigational New Drug Application 
(IND) period through trials conducted in 
humans. Preliminary animal data submitted 
by a Sponsor (the company seeking to offer the 
treatment) is first reviewed for potential risk of 
harm to study subjects and, if not objected-to, 
the Sponsor may begin studies in humans. 
Data compiled during such studies are then 
presented to FDA in a New Drug Application 
(NDA) to make the case for approval and 
labeling decisions.  FDA sanctions companies 
that attempt to bypass its approval process 
because of the risk that their products may pose 
to potential users and patients.  Marijuana falls 
under this regime as a “new” product offered 
to treat or mitigate disease.

DEA is another Federal agency that 
plays a role in regulating marijuana and 
tetrahydrocannabinol (THC)- derived 
substances. DEA is responsible for regulating 
controlled substances and enforcing the 
Controlled Substances Act (CSA). The CSA 
classifies controlled substances into five 
schedules, depending upon their approved 
medical use and abuse potential.  Schedule 
I substances are those that have a very high 
potential for abuse, are not accepted for 
medical use in the United States, and typically 
lack accepted safety data for use under medical 
supervision.  THC – the main psychoactive 
ingredient in marijuana plants – is currently 
listed as a schedule I substance.  Schedule IV 
substances are approved for medical use but 
their potential for abuse is minimal. 

FDA’s Office of Criminal Investigations 
(OCI) works closely with DEA to sanction the 
sale of products that may be obtained from 
marijuana plant. The criminal penalties related 
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to Schedule I controlled substances are much 
greater under the CSA than those available 
under the FD&C Act for the distribution 
of any unapproved controlled new drug. 
Therefore, it is the most likely the DEA 
that would take the leading role in enforcing 
irregularities in distribution of Schedule I 
substances.   

FDA has already approved synthetic THC-
based compounds – such as the Marinol 
tablet and Cesamet – as anti-emetic agents 
for use in the U.S. through the NDA pathway.   
However, FDA has not approved smoked 
or inhaled marijuana for any condition or 
disease indications. At least one hurdle in such 
approval is the difficulty in standardization of 
the potential formula in a well-controlled 
study.  Thus, FDA, as the Federal agency 
responsible for reviewing the safety and 
efficacy of drugs and DEA, as the Federal 
agency charged with enforcing the CSA, do 
not support the use of smoked marijuana 
for medical purposes. Companies offering 
medical marijuana sector therefore are not 
immune from Federal enforcement action, 
even though they may operate in States that 
permit access to its medical use. 

Historically, FDA issued warning letters 
implicating offenders for misbranding within 
the meaning of § 520(f)(1) of the FD&C.  
In such scenarios, marijuana plant-derived 
formulations are characterized as a new drug 
under section 201(p) for not being generally 
recognized as safe and effective when they are 
linked to a therapeutic claim.     

Accordingly, seeking approval under the 
NDA path seems to be the FDA’s choice for 
evaluating marijuana-derived formulations. 

Despite accessibility of patients to medical 
marijuana in some 20 States under respective 
State regulations, both FDA and DEA have 
Federal jurisdiction in limiting the distribution 
of any marijuana-derived products. Therefore, 
until well developed scientific basis for 
evaluating the clinical efficacy and safety of 
medical marijuana have been evaluated at the 
FDA level, State measures may not alleviate 
Federal scrutiny.  In the meantime, FDA 
continues to require an approved new drug 
application before selling marijuana-derived 
products for the treatment of diseases and 
other medical conditions. n


