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What Is Kratom?

Kratom is a tree that grows naturally in South East Asia
(SEA) and is a part of the coffee family. Kratom is
typically consumed by chewing on the natural leaves or
to brew them in a tea. Kratom has been used safely in
SEA for centuries for an energy boost, increased focus,
and general well-being. Kratom has also been safely used
in the U.S. since the early 1970’s.

At higher serving sizes, kratom has been found by many
to be an effective pain reliever for acute and chronic
pain, and to wean off highly-addictive and potentially
deadly opioid medications. In the United States, where it
is estimated between 11 - 15 million American consume
kratom regularly, and kratom products are typically sold
as powders, capsules, or liquid tinctures (like a 5-hour
energy drink).

Importantly, SEA authorities have not reported any
kratom overdose deaths. The reasons for kratom use in
this region largely mirror those in the U.S., including as a
mild stimulant by agricultural workers and as an
alternative to opioids for pain relief and addiction
treatment. Such traditional use is reported to benefit
quality of life, and improve social and occupational
behavior, with little evidence of serious personal or
social harm. Overdose deaths attributed to kratom by
the FDA in the U.S have been found to be from polydrug
use and adulterated kratom products.

Kratom is currently legal for sale as a food in all but 6
states, but the FDA has repeatedly recommended
scheduling the two primary alkaloids in kratom,
mitragynine (MG) and 7-hydroxymitragynine (7-HMG).

The DEA has not acted on the FDA’s recommendation. If
the FDA's assertions on the safety and pharmacological
profile were credible, particularly with the claims of
deaths and opioid-like effects of kratom, the DEA would
have quickly published a Notice of Scheduling to protect
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KEY FINDINGS

Kratom is a tree that grows in Southeast
Asia that is part of the coffee family and
has been safely consumed there for
centuries.

Between 11 and 16 million Americans
safely consume kratom products as a
preference to conventional medicines
because of its low rate for adverse
events and its relative safety.

Kratom is not an opioid, and the FDA’s
disinformation campaign incorrectly
misleads public policy makers on the
pharmacology of kratom.

Kratom is not addictive like classic
opioids, and studies funded by NIH and
NIDA demonstrate kratom does not have
any significant addiction liability.

The DEA has refused to accept the FDA’s
recommendation to schedule kratom.
The DEA is the decision-maker on
scheduling per the Controlled Substances
Act.

A 2020 Johns Hopkins study of adult
kratom users revealed 87% of those
using kratom for opioid dependence
reported kratom provided relief from
withdrawal symptoms, and 35% were
free from opioids > 1 year.
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the public health. More than four years has elapsed since the FDA scheduling petition was first
submitted to the DEA without any scheduling action. The DEA typically acts with 90 days of any
scheduling recommendation where evidence proves a public safety or health risk to justify such action.

Is the FDA Correct that Kratom is an Opioid:

Kratom is a tree that is a part of the coffee family. The pharmacological effects of kratom’s alkaloids are
fundamentally different from morphine and other euphoriant opioids that induce respiratory
suppression. The FDA’s claims on this issue are based on their efforts to seize regulatory control over
kratom to force kratom processors into being required to submit a new drug application (NDA).

MG and 7-HMG are G-protein biased, partial agonists whereas morphine is a non-biased, full agonist at
mu opiate receptors. Furthermore, the binding profiles of MG and 7-HMG differ from morphine in
terms of their affinities and selectivities for opiate and other receptors. Thus, whereas morphine serves
as a robust reinforcer for animals, MG did not serve as a reinforcer in the two animal intravenous self-
administration studies that have evaluated it (Hemby et al., 2018; Yue et al., 2018).

Like a significant number of dietary ingredients and supplements currently on the market in the United
States, no one can say that kratom has never caused or contributed to death, that kratom carries no
risks, or that kratom and specific alkaloids cannot under some conditions cause respiratory depression.
However, the science does not support the conclusion that it is a morphine-like opioid on this critical
aspect of opioid pharmacology and toxicology.

A recent peer-reviewed published article (Henningfield, Grundmann, Babin, Fant, Wang, & Cone') found
that opioids have at least a 1,000 times greater risk of overdose deaths than using kratom. The study
emphasizes that more research on kratom safety and risks is needed, and regulation of commercial
kratom products to ensure that consumers are informed by FDA labeling and that kratom products are
not contaminated or adulterated with other substances.

Is Kratom Addictive like Classic Opioids:

Kratom is not addictive because it does not produce the reinforcing euphoric high as opioids do.
Withdrawal from kratom dependency generally matches caffeine withdrawal (4-5 days of mild
headache, upset stomach, etc.)". Kratom’s alkaloids, like caffeine in coffee, can result in a consumer
developing a dependency with regular use. Classic opioid withdrawal mostly involves severe symptoms
and typically requires extensive in-patient detox treatment programs that can last months.

Importantly, kratom’s alkaloids do not have a significant addiction liability as classic opioids do. Even
then, kratom’s alkaloids have been classified as “atypical opioids” (Kruegel, et. al.") that do not have the
same respiratory suppression effects as classic opioids like morphine. Most of the published literature
references to kratom’s “opioid-like activity” is derived from findings in cell and animal studies where
mitragynine has been found to bind to and activate opioid receptors and produce some analgesic effects
(Adkins, et. al.”, Boyer et. al.’, Kruegel, et. al."), but there is strong evidence indicating that kratom’s
effects are distinct from those of classic opioids (Henningfield, et. al."", Singh, et. al."", Vicknasingam™).

The U.S. National Institutes of Health (NIH) and NIDA each commissioned an independent animal study,
the gold standard in addiction research, to determine the addiction liability of kratom’s alkaloids.

= A NIH funded peer-reviewed and published study concluded (1) that kratom is not dangerously
addictive and does not act in the same way as classic opioids in suppressing the respiratory
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system of the consumer, and (2) that the alkaloids in kratom actually have the effect of
reducing the cravings in the animals for morphine (Hemby, Addiction Biology, 27 June 2018")
That finding helps explain why so many struggling with opioid use disorder in the United States
are attempting to use kratom to reduce their opioid use or wean off opioids entirely, and helps
us understand why kratom shows up in toxicology screens of opioid overdose victims who
apparently had turned to kratom for its potential benefits in fighting their opioid addictions.

= Asecond intramural NIDA study confirmed that kratom is not dangerously addictive and
concluded that more research needed to be done on the value kratom could have as an
alternative pain management therapy to opioids (Yue, Psychopharmacology, July 2018%).

NIDA has currently funded more than $15 million in kratom research studies, including two grants
totaling $6.9 million over the next 5 years at the University of Florida® that will investigate the potential
for kratom’s alkaloids to treat opioid withdrawal. The University of Florida research team supported in
their grant submissions affirming that “studies indicate that mitragynine does not exhibit abuse-related
effects and can attenuate opioid intake”*,

Additionally, the U.S. House of Representatives has called on NIH to expand studies on kratom (House
Committee on Appropriations LHHS, 2020""), and specifically opposed a ban on kratom that would
significantly impede needed new research. The House Report also stated the Committee “is aware of
the potential promising results of kratom for acute and chronic pain patients who seek safer alternative
to sometimes dangerously addictive and potentially deadly prescription opioids”.

A 2020 Johns Hopkins University survey of adult kratom consumers revealed that for those using kratom
to treat opioid dependence, 87% reported relief from withdrawal symptoms. An astounding 35%
reported they were opioid free > 1 year™.

Conclusion:

Pure kratom used responsibly, like thousands of other dietary supplements and over-the-counter
drugs, is safe for use. It is estimated that about a third of kratom consumers use it to manage
acute and chronic pain as an alternative to dangerous opioids or to reduce or wean off opioids
entirely.

Some unscrupulous bad actors in the kratom marketplace have found a lucrative market for
dangerously adulterated kratom products spiked with fentanyl, heroin, morphine, and other
opioids to deceive consumers by giving the kratom product an “opioid kick” when they think they
are purchasing pure kratom. These spiked kratom products should be banned from the
marketplace just like any other adulterated or misbranded drug. NIDA conducted its own review
of the deaths reported by the FDA to be associated with kratom and concluded that all resulted
from polydrug use or adulterated kratom products, and even the FDA now concurs with that
assessment™.

Consumers currently are put at unacceptable risk by an unregulated kratom marketplace where it
is the “wild west” and no appropriate regulatory scheme is in place to ensure kratom products are
pure and unadulterated. The Kratom Consumer Protection Act requires kratom be pure, not
adulterated or synthesized to alter the alkaloids in the natural plant, be labeled properly, and be
subject to an appropriate age restriction.
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