
If FDA Approves It, How Will It Affect the Medical 

Marijuana Industry? 

Most likely wipe it out, say specialists who treat epilepsy, cancer, and other diseases that 

advocates claim marijuana or its derivatives cure or help. 

  

Epidiolex is cannabidiol (CBD) that GW Pharmaceuticals of Great Britain extracts from 

marijuana it grows without pesticides. The company has worked hard to ensure that Epidiolex 

contains no THC, the marijuana component that causes the high and that is neurotoxic to 

children’s brains. GW purifies the CBD extract and formulates it in consistent, reliable doses for 

treating rare forms of epilepsy. 

  

This week, GW announced the results of the first-ever, placebo-controlled trial of a CBD 

product. To get there, it first showed that Epidiolex is safe and reduces seizures in animal 

studies. It demonstrated that the drug’s contents are measured by rigorous standards and are 

carefully monitored for contaminants. It proved that even the equipment used to make the drug 

meets rigorous industry standards. This evidence qualified the company to initiate FDA clinical 

trials a few years ago. 

  

In this, the first of several FDA trials GW is conducting, 120 patients suffering intractable 

seizures from Dravet syndrome were randomly assigned to an experimental group which 

received Epidiolex or a control group which received a placebo. Patients’ average age was ten; 

30 percent were younger than six. Those receiving Epidiolex experienced a 39 percent reduction 

in convulsive seizures compared to a 13 percent reduction among those receiving a placebo. The 

company plans to apply to FDA for approval of its drug based on these results. 

 

Anecdotal claims made by seriously ill patients, advocates, and the press have motivated well-

intentioned state legislatures to pass laws legalizing marijuana for medical use, including CBD 

oils for treating epilepsy. Doctors cannot prescribe these products, only recommend them 

because the products do not meet FDA standards of safety or efficacy. Many contain THC, the 

component that produces a high, and may be dangerous. 

  

Medical marijuana products “are unregulated, highly variable artisanal preparations of cannabis 

oil prescribed, in most cases, by physicians with no training in pediatrics, neurology, or 

epilepsy,” writes Michael D. Privitera, MD, president of the American Epilepsy Society and 

director of the Epilepsy Center at the University of Cincinnati, in a letter to a Pennsylvania 

legislator. “As a result, the epilepsy specialists in Colorado have been at the bedside of children 

having severe dystonic reactions and other movement disorders, developmental regression, 

intractable vomiting, and worsening seizures that can be so severe they have to put the child into 



a coma to get the seizures to stop.” 

  

Dr. Privitera notes that it is impossible to know whether these disastrous adverse reactions are 

caused by artisanal CBDs themselves or by contaminants found in the products. The lack of 

safety or proof of efficacy is why nearly all medical societies oppose medical marijuana laws. 

Medical doctors will not recommend something that has known harms and no known benefits. 

Now that a clinical trial has shown that Epidiolex is safe and effective for reducing seizures, 

doctors will almost certainly prescribe it for Dravet Syndrome, and perhaps other diseases, and 

the market for artisanal CBD products will dry up. 

Concludes Dr. Privitera, “The well-intentioned law makers in the states that have passed CBD 

laws are now coming to grips with the substantial financial and administrative burdens of 

developing, maintaining, and running a CBD access program. In reality, these programs could be 

abandoned as quickly as they are established should an FDA approved drug be available within 

the next 18-24 months.” 

Read the American Epilepsy Society letter here. Read the New York Times story here. Read GW 

Pharmaceuticals’ announcement here. 
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