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WHAT’S AHEAD
The comment period on USDA’s proposed hemp regulations closed on Jan. 29. Industry groups are hoping 
to convince the agency that signifi cant changes are needed before the rules are fi nalized. In particular, 
they want greater clarity on testing rules in order to limit the risk that farmers will be forced to destroy 
crops that test hot. But the clock is also rapidly ticking down: USDA wants the rules in place in time for 
the 2020 planting season. 

The path forward for the FDA is murkier. The agency has promised to provide additional guidance on how 
it intends to deal with the exploding CBD market. But exactly what that means is far from clear. A formal 
rulemaking process would typically take a several years — and most observers believe its untenable to 
wait that long to police the industry.

There’s also the possibility that Congress will intervene and set additional rules for CBD products. 
Many lawmakers on both sides of the aisle have expressed concern that the current Wild West ethos of 
the market is unsustainable and will lead to consumers being harmed. In January, House Agriculture 
Committee Chairman Collin Peterson (D-Minn.) introduced legislation with bipartisan support that would 
direct the FDA to treat CBD products like dietary supplements. 

Hemp Legalization

POWER PLAYERS

Kate Greenberg,
Colorado agriculture 
commissioner

Colorado blazed the trail on 
legalization in 2014, and even 
before the farm bill passed, 
its pilot program devoted 
more acres to hemp than any 
state. Greenberg launched an 
initiative to help capitalize on 
the rapidly growing market for 
hemp-derived products.

Sen. Ron Wyden,
Democrat, Oregon
The ranking member 

on the Senate Finance 
Committee has been a longtime 
champion of hemp legalization. 
Since the farm bill passed, 
he has badgered the FDA to 
provide guidance about its 
regulation of CBD products.

Mitch McConnell,
Senate majority leader
The Kentucky 

Republican was instrumental 
in getting hemp legalization 
into the farm bill and has been 
an ardent champion of the 
fl edgling industry ever since. 
He’s repeatedly touted the 
crop as a potential boon for 
Kentucky’s struggling tobacco 
farmers.

Jonathan Miller,
General counsel, 
U.S. Hemp Roundtable

The Kentucky-based industry 
group has McConnell’s ear — 
though Miller is a past chair 
of the Kentucky Democratic 
Party. It’s pushing for greater 
clarity on how companies can 
capitalize on consumer demand 
without provoking the ire of 
federal regulators.

Amy Abernethy, FDA 
principal deputy 
commissioner

Abernethy is the FDA offi cial 
tasked with a response to the 
booming CBD industry. The 
agency’s cautious approach 
has frustrated many industry 
offi cials and lawmakers, though 
she recently told POLITICO 
there’s a “lot of urgency” 
regarding consumer safety.

Hemp legalization has also led to a massive proliferation of CBD products. The CBD market is projected to 
grow from $1.9 billion in sales in 2018 to $20 billion in 2024, according to BDS Analytics. Consumers are 
scooping up oils, creams, gummy bears and other products to treat every ailment under the sun. That’s 
despite the fact that FDA’s view is that food or dietary supplements containing CBD are illegal. 

CONTROLLED SUBSTANCES ACT AGRICULTURAL IMPROVEMENT ACT

Since 1971, the Controlled Substance Act regulates 
cannabis and determines which drugs or substances 
should be federally controlled based on evaluation of 
actual or relative potential for abuse, scientific 
evidence of pharmacological effect, if known, and 
psychic or physiological dependence liability. 

FOOD, DRUG AND COSMETICS ACT

This law gives FDA authority to regulate any 
and all products containing CBD, whether 
derived from marijuana, which is a controlled 
substance, or hemp, which is not.

The 2018 farm bill redefined hemp 
as any part of the cannabis plant, 
including seeds and derivatives, 
containing no more than 0.3 percent 
of THC on a dry weight basis. 

The definition 
change declassified 
hemp as a 
controlled 
substance and 
removed it from 
CSA control, 
allowing 
hemp-derived CBD
to be a marketable 
product subject to 
FDA regulation. 

Cleansing, beauty and appearance-
altering products may contain 
hemp or its constituent 
cannabinoids (including CBD) and 
are regulated by FDA as cosmetics.  

Certain food products containing 
hemp seed or derived from hemp 
may be legal to sell even if they 
contain a trace amount of CBD.

FDA views food, beverages and 
dietary supplements with added 
CBD as federally illegal but a 
formal, final rule or regulation is 
not in place.

The law originally 
categorized all 
substances containing 
THC as Schedule I 
controlled substances. 

Moving forward, the farm 
bill explicitly maintained 
FDA’s authority to 
regulate cannabis 
products, including 
hemp-derived CBD.
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Major federal actions regarding CBD use since passage of the 2018 farm bill:

Federal government regulation has been trying to catch up with the increasing trend of CBD use

May 31 
FDA holds a public 
hearing about CBD 
with patient 
advocates, cannabis 
manufacturers and 
businesses to 
discuss a regulatory 
framework for 
marketing and use of 
cannabis products.

Dec. 20
2018 farm bill 
is signed into 
law, removing 
hemp from 
the controlled 
substances 
list.

July 22 
FDA warns 
Curaleaf, a major 
manufacturer of 
cannabis 
products 
containing CBD, 
to stop making 
medical claims 
regarding its 
products. 

Sept. 11
The Senate 
Appropriations 
Committee 
advanced an FDA 
bill including a 
provision to set a 
timeline for CBD 
regulation and 
enforcement.
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May 27
The Transportation 
Security 
Administration 
changes policy, 
allowing air travel 
passengers to carry 
hemp-derived
CBD products. 

May 28
The USDA issues a 
legal opinion 
stating that 
shipment or 
transport of hemp-
derived products 
across state lines 
is protected under 
the 2018 farm bill.  

There’s also increasing evidence that many of the products aren’t as advertised. That’s created 
widespread anxiety that the booming CBD market is a public health crisis waiting to happen. It’s also put 
federal regulators in an uncomfortable bind, with millions of Americans using products that are largely 
unregulated and many of which are illegal under federal law. 

FDA has struggled with how to respond. The agency held a daylong public meeting in May and a comment 
period attracted more than 4,000 recommendations. FDA has also been regularly sending out warning 
letters to companies that make unsubstantiated medical claims for their products, including 15 letters that 
went out in November. 

Hemp Legalization

HOW WE GOT HERE
The 2018 farm bill legalized hemp, defining it as having no more 
than 0.3 percent THC, the ingredient in marijuana that gets users 
high. Senate Majority Leader Mitch McConnell has been a fervent 
cheerleader for the fledgling industry, touting it as a potential 
godsend for struggling tobacco farmers in his home state of 
Kentucky and beyond. 

But the development has created confusion around the country, 
because there’s no easy way to distinguish between marijuana and 
hemp since they’re both derived from the same plant. 

Prosecutors around the country have announced that they’re no 
longer prosecuting low-level marijuana possession cases because 
of the uncertainty. Truck drivers in multiple states have been 
arrested for transporting hemp because the cops believe it’s actually 
marijuana. And farmers are sometimes forced to destroy entire crops 
because they test “hot,” meaning they have THC levels above 0.3 
percent and therefore are illegal under federal law. 

PRO POINTS
 The legalization of hemp 

under the 2018 farm bill has 
created widespread 
confusion around the 
country. The biggest 
problem: distinguishing 
between hemp and 
marijuana, which remains 
illegal under federal law. 

 In October, USDA issued 
much-anticipated proposed 
regulations for how states 
can create hemp programs 
that comply with federal law. 
But many business owners 
complain that the rules are 
too strict and could stifle the 
fledgling industry. 

 Hemp-derived CBD 
products have flooded the 
market since passage of the 
farm bill in December, with 
patients taking them to treat 
everything from anxiety to 
cancer. But the products 
remain largely unregulated, 
prompting many worried 
industry observers to 
implore the FDA to take 
action to protect consumers.

WHAT YOU NEED TO KNOW ABOUT

Hemp Legalization
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Regulation and legality of CBD in the U.S., explained
Since passage of the 2018 farm bill, which removed hemp from the list of federally 
banned drugs, the Food and Drug Administration has been working on how to 
regulate the manufacturing, marketing and sale of products containing 
hemp-derived cannabidiol, or CBD. 

All products containing CBD that comes from marijuana are illegal under 
federal law and some products containing hemp-derived CBD are still illegal, 
despite the farm bill. The FDA is working on its regulatory policies in this 
area and could take action that would make it legal.
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Federal law differentiates marijuana and hemp
Cannabis plants contain 
chemical compounds 

called cannabinoids, including THC, which 
produces a psychoactive “high,” and CBD, which 
is not psychoactive but may have significant 
medical value. Federal law defines plants 
with more than 0.3 percent of THC by 
dry weight as marijuana and plants 
containing equal to or less than 
that percentage as hemp.
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