Complex Hemp Processes Need Nimble Regulatory Approach
By David Kouba (August 8, 2023)

The 2018 Farm Bill[1] legalized hemp and products derived from
hemp so long as they contain less than 0.3% Delta-9 THC.

On the surface, this 0.3% limit seems simple. But cannabis and
cannabis products take many forms. And the processes that grow
seeds into plants, convert plants into in-process extracts and
derivatives, and incorporate those in-process materials into end
products are multifaceted and complex.

As a result, the 0.3% standard has presented, and continues to
present, different issues at the time of harvest, during processing
and when products enter commerce.
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The following discusses each stage, the issues they raise, and potential legal approaches
that embrace flexibility, continued adjustment and reasonableness.

The 2023 Farm Bill, likely to be deliberated later this year, presents an opportunity for
Congress to address these issues.

THC Limits at the Time of Harvest

The 2018 Farm Bill amended the Controlled Substances Act's definition of "marihuana" to
exclude both hemp plants and

the mature stalks of such plant, fiber produced from such stalks, oil or cake made
from the seeds of such plant, any other compound, manufacture, salt, derivative,
mixture, or preparation of such mature stalks (except the resin extracted therefrom),
fiber, oil, or cake, or the sterilized seed of such plant.[2]

Congress defined "hemp" as

the plant Cannabis sativa L. and any part of that plant, including the seeds thereof
and all derivatives, extracts, cannabinoids, isomers, acids, salts, and salts of
isomers, whether growing or not, with a delta-9 tetrahydrocannabinol concentration
of not more than 0.3 percent on a dry weight basis.[3]

It further directed the U.S. Department of Agriculture to enact regulations to ensure
compliance with this standard.[4]

The USDA subsequently enacted regulations that, among other things, require that the
Delta-9 content in cannabis be tested no more than 30 days before harvest and set forth
how those tests should take place.[5]

The regulations further describe the permissible range of results that will satisfy the 0.3%
standard.[6] If THC content falls within that range, the cannabis qualifies as hemp under
the statute at the time of harvest.

When applied to plants at the time of harvest, the 0.3% limit has raised criticism. One
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significant concern is that the standard is too low and harms hemp farmers.

According to a Congressional Research Service report, the USDA estimates that around 20%
of hemp plants each year exceed the limit — and must be destroyed — often for reasons
beyond a farmer's control, such as weather.[7]

The same report notes that some farmer and hemp advocacy groups have advocated for
raising the limit on THC content for hemp plants to "provide flexibility to growers and avoid
crop destruction."[8]

Congress, it appears, might answer those calls in the near future and increase the current
0.3% standard that applies to hemp in the field.[9]

Last year, for example, Rep. Chellie Pingree, D-Maine, introduced the Hemp Advancement
Act that included a 1.0% limit at the time of harvest.[10] The limit, however, would apply
not only to Delta-9; it would limit the total THC concentration, which would include the
aggregate concentration of Delta-8, Delta-9 and Delta-10 THC, and other cannabinoids.[11]

A question remains as to whether an increased limit that applies more broadly to total THC
concentration would be more challenging for hemp farmers or present issues for
downstream producers of nonintoxicating CBD products.

Congress will need to engage in additional fact-finding from hemp farmers and other
relevant stakeholders to ensure that any new standard is reasonably achievable, does not
unduly burden hemp cultivation and production, and yet still ensures that hemp and hemp
products fall within a category of honpsychoactive substances.

A THC limit more onerous than necessary risks undercutting Congress' original goals in
legalizing hemp in 2018.

THC Limits on In-Process Extracts and Derivatives

The 0.3% standard applies beyond harvest. It also applies to "all derivatives, extracts,
cannabinoids, isomers, acids, salts, and salts of isomers, whether growing or not."[12]

This definition has led to a practical question: Must every derivative, extract or byproduct of
hemp meet this standard, even if it only exists temporarily while the hemp is processed —
i.e., an in-process substance — or does the 0.3% standard apply only after processing to
products that will be introduced into commerce?

Two senators who authored the 2018 Farm Bill, Sens. Jeff Merkley, D-Ore., and Ron Wyden,
D-Ore., have answered this question and made clear that Congress did not intend for the
0.3% standard to apply to in-process materials, stating that "when Congress passed the
2018 Farm Bill, [it] understood that intermediate stages of hemp processing can cause
hemp extracts to temporarily exceed 0.3% THC."[13]

Merkley and Wyden also explained that the Farm Bill uses dry weight measurements and
that "dry weight measurements are commonly taken from the initial hemp plant and final
hemp-derived product."[14]

The U.S. House of Representatives Committee on Appropriations subsequently endorsed this
approach, explaining that "in-process hemp extract may temporarily exceed the delta-9 THC
concentration of 0.3 percent before being packaged and sold as a finished product for
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consumption."[15]

This approach makes sense from a policy perspective. There is little reason to impose strict
limits on derivatives, extracts and byproducts that exist only during processing and that will
be diluted prior to introduction into commerce.

Limits on THC content are intended to protect the public, and restrictions on materials that
do not actually reach the public would therefore be misplaced.

In addition, federal law does not typically treat in-process materials that are used to
produce food, drug or cosmetics the same as a final product sold to consumers. There is no
reason to treat hemp-derived products differently.

Instead, when it comes to in-process materials, the 0.3% limit in the 2018 Farm Bill should
continue to apply as Congress intended — which is to say, it should not apply to in-process
materials at all.

THC Limits on End Products Derived From Hemp

The 2018 Farm Bill limits the amount of Delta-9 in hemp-derived products but does not limit
other cannabinoids such as Delta-8 and Delta-10.[16] The statute instead states that hemp-
derived products are treated as hemp regardless of the concentration of other cannabinoids,
so long as Delta-9 content is within limits.

The U.S. Court of Appeals for the Ninth Circuit reached this conclusion as well.[17] In its
decision last May in AK Futures LLC v. Boyd St. Distro LLC, the court found that products
containing Delta-8 are lawful under the Farm Bill, as "delta-8 THC in the e-cigarette liquid is
properly understood as a derivative, extract, or cannabinoid originating from the cannabis
plant and containing 'not more than 0.3 percent' delta-9 THC."[18]

The court concluded further that the Delta-8 in the product at issue was not synthetically
derived merely because it had been "extracted from the cannabis plant and refined through
a manufacturing process."[19]

As the court explained, the unambiguous definition of hemp in the Farm Bill does not
depend on

the manner by which "derivatives, extracts, [and] cannabinoids" are produced.
Rather, it expressly applies to "all" such downstream products so long as they do not
cross the 0.3 percent delta-9 THC threshold.[20]

Under this interpretation, companies can sell products derived from hemp that contain
Delta-8 and Delta-10 without violating the federal Controlled Substances Act, as long as the
amount of Delta-9 does not exceed 0.3%. And companies have sold such products since the
2018 Farm Bill became law.

Delta-8 and Delta-10 products, however, are not without critics.

Ethics counsel to the U.S. Hemp Roundtable Russell Coleman, who previously served as
senior adviser and legal counsel to Senate Minority Leader Mitch McConnell, R-Ky., has
stated that treating intoxicating Delta-8 products as legal hemp is inconsistent with
congressional intent when enacting the 2018 Farm Bill, and that it "undermines the integrity
of the legal hemp industry" and "threatens the livelihoods of farmers themselves."[21]
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Moreover, actions at the federal and state levels to regulate and limit the sales of these
products have accelerated recently.

In April, the Cannabis Regulators Association, a nonpartisan association representing
cannabis and hemp regulatory agencies from over 40 member states and territorites,
recently sent a letter to Congress asking that it amend the Farm Bill to "provide a regulatory
framework for hemp-derived cannabinoid products."[22]

And Rep. James Comer, R-Ky., recently asked the U.S. Food and Drug Administration to
regulate these products.[23]

In addition, in May, the U.S. Drug Enforcement Administration indicated that it is
considering proposed changes to federal drug laws to address Delta-8 and other intoxicating
cannabinoids derived from hemp.[24]

During this same time, certain states have amended or proposed amendments to their own
laws that would restrict or limit the sale of products that include Delta-8 and Delta-10,
regardless of whether they are derived from hemp or marijuana.[25]

It remains to be seen whether Congress or a federal agency will address these products or
instead leave it to states to enact their own laws and regulations.

States appear more nimble than Congress in regulating cannabis and likely will step in to fill
the federal void before Congress acts.

We may see another patchwork of state regulations for Delta-8, Delta-10 and other
cannabinoids, similar to the varying state laws governing standards for hemp products.

At a minimum, the flurry of recent activity suggests that the regulatory landscape for
consumer goods containing Delta-8 and Delta-10 is in a state of flux that will continue to
evolve and that, in at least some jurisdictions, new restrictions will be placed on hemp-
derived products containing Delta-8 or Delta-10.

Conclusion

The 2018 Farm Bill took a significant step when legalizing hemp and certain hemp-derived
products. Because the processes involved in growing and producing hemp and hemp-
derived products are complex, the need for continued adjustments and flexibility when
regulating them — whether they take place via the 2023 Farm Bill or state law — is
paramount.

This includes taking reasonable approaches toward limits on the amount of THC they
contain. As reflected by developments since 2018 and efforts continuing today, such an
approach depends significantly on the hemp or hemp product in question, its purpose, and
where in the process any THC limit applies.

David Kouba is counsel at Arnold & Porter.
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