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Background

The AMA considers unregulated kratom and tianeptine as dangerous substances and represent serious public
health concerns. This issue brief provides examples of state legislative language for states to consider as part of
their efforts to regulate kratom and tianeptine.?

Individuals who use kratom claim that it treats a wide range of medical conditions, but the U.S. Food and Drug
Administration (FDA) has warned of the “risk of serious adverse events, including liver toxicity, seizures, and
substance use disorder (SUD).”?® 7-hydroxymitragynine (7-OH), which is a highly concentrated derivative of kratom,
has been found to produce “respiratory depression, physical dependence, and withdrawal symptoms characteristic
of classical opioids, such as morphine, fentanyl, oxycodone, and hydrocodone.”* The FDA has determined that
kratom is not appropriate for use as a dietary supplement, and there are no FDA-approved drug products containing
kratom or its known alkaloids legally sold in the United States. An estimated 1.7 million Americans said they used
kratom in 2021. State policies concerning kratom have included provisions concerning:

Restrictions on the possession, distribution, sale and manufacturing
Labeling and other disclosure requirements; health and safety disclaimer(s)
Age restrictions

Allowable levels of active ingredients, mitragynine and 7-OH

Scheduling as a controlled substance

Individuals who use tianeptine also claim that it helps with a wide range of medical conditions, but the FDA has
warned that tianeptine use can lead to symptoms of varying severity, including for agitation, drowsiness, confusion,
sweating, rapid heartbeat, high blood pressure, nausea, vomiting, slowed or stopped breathing, coma and death.®
Tianeptine, also referred to as “gas station heroin,” is not approved by the FDA for any medical use. State policies
concerning tianeptine have been largely limited to scheduling determinations as a controlled substance.

" Additional information on the public health harms associated with kratom and tianeptine can be found in the AMA Advocacy Resource
Center issue brief: Unregulated kratom and tianeptine are dangerous substances and represent serious public health concerns,
available at https://end-overdose-epidemic.org/wp-content/uploads/2025/10/AMA-Issue-Brief-kratom-and-tianeptine-Nov-update-
FINAL.pdf

2 Given that nearly all state laws have only been recently enacted, it is not clear which provisions have demonstrated the greatest
efficacy in protecting public health. The AMA provides these options so that medical societies can determine which provisions make the
most sense for a particular state.

3 FDA and Kratom. U.S. Food and Drug Administration. Content current as of September 25, 2025. https://www.fda.gov/news-
events/public-health-focus/fda-and-kratom

4 7-Hydroxymitragynine (7-OH): An Assessment of the Scientific Data and Toxicological Concerns Around an Emerging Opioid Threat.
U.S. Food and Drug Administration. Content current as of July 29, 2025. htips://www.fda.gov/media/187899/download?attachment

5 Tianeptine Products Linked to Serious Harm, Overdoses, Death. U.S. Food and Drug Administration. Content current as of May 9,
2025. Available at https://www.fda.gov/consumers/consumer-updates/tianeptine-products-linked-serious-harm-overdoses-death
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Kratom
Definitions

e “Kratom product” means a food product or dietary ingredient containing any part of the leaf of the plant
mitragyna speciosa.®

o “Kratom product” means any product or ingredient containing: (a) Any part of the leaf of the Mitragyna
speciosa plant if the plant contains the alkaloid mitragynine or 7-hydroxymitragynine; or (b) A synthetic
material that contains the alkaloid mitragynine or 7-hydroxymitragynine.’

o “Kratom product” means a food product, food ingredient, dietary ingredient, dietary supplement, or beverage
intended for human consumption which contains any part of the leaf of the plant Mitragyna speciosa or an
extract, synthetic alkaloid, or synthetically derived compound of such plant and is manufactured as a
powder, capsule, pill, beverage, or other edible form.8

o “Kratom product” means a product marketed for human consumption containing any part of the leaf of the
plant Mitragyna speciosa.®

o “Kratom leaf extract” means the material extracted from kratom leaves via application of a solvent consisting
of water, ethanol or food grade carbon dioxide, or any other solvent allowed by federal or state regulation to
be used in the manufacturing of a food ingredient.°

o "Kratom leaf" means the leaf of the kratom plant, Mitragyna speciosa, in fresh or dehydrated or dried form
that undergoes no post-harvest processing other than drying or size reduction by cutting, milling, or similar
procedure, and may be cleaned or sterilized using standard treatments applied to food ingredients, such as
heat, steam, pressurization, or irradiation or other standard treatments applied to food ingredients. The total
alkaloid content of kratom leaf material used in the kratom product shall not exceed three and one-half
percent (3.5%) measured on a dried weight-to-weight basis. !

¢ “Kratom leaf extract” means the material obtained by extracting kratom using a solvent consisting of: a.
water, ethanol, or food-grade carbon dioxide (CO2), or b. any other solvent allowed by federal or state
regulation for use in manufacturing a food ingredient. The extracted material shall contain mitragynine as the
most abundant alkaloid, measured on a weight-to-weight basis, and at a level that is equal to or exceeds
twice that of any other alkaloid present. The ratio of mitragynine to other alkaloids in the extract shall be
equal to or greater than the ratio found in the starting material.'?

o “Kratom product” means a food or dietary supplement that consists of or contains kratom leaf or kratom leaf
extract that does not contain any synthesized kratom alkaloids, other kratom constituents, or synthesized
metabolites of any kratom constituent in which the level of 7-hydroxymitragynine, on a percent weight basis,
is not greater than one percent (1%) of the amount of total kratom alkaloids, as confirmed with a high-
performance liquid chromatography testing method. For purposes of this paragraph, "synthesized" refers to
substances produced using directed synthetic or biosynthetic chemistry, as opposed to traditional food
preparation techniques such as heating or extracting. '3

Restrictions on the possession, distribution, sale and manufacturing

¢ No person shall offer for sale kratom in this state unless such product is behind a counter in an area only
accessible to store employees or in a secured display which is only accessible with the intervention of a
store employee. ™

6 Ariz. Rev. Stat. §36-795

7 Colo. Rev. Stat. § 18-13-132

8 Fla. Stat. Ann. § 500.92

9 MD. Code Ann. §21-2E-01

0 Mississippi House Bill 1553, 2025 Regular Session
" Okla. Stat. Ann. Tit. 63 § 1-1432.1

12 Okla. Stat. Ann. Tit. 63 § 1-1432.1

13 Okla. Stat. Ann. Tit. 63 § 1-1432.1

4 0.C.G.A. § 16-13-121
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e A processor or retailer shall not prepare, distribute, sell, or expose for sale any of the following: (1) A kratom
product that is adulterated; (2) A kratom product that contains or uses in its processing or manufacturing a
food substance that is not generally recognized as safe in food products; (3) A kratom product containing
any synthetic alkaloids or metabolite including synthetic mitragynine, synthetic 7-hydroxymitragynine, or any
other synthetically derived compounds of the kratom plant; or (4) A kratom product in a form that employs a
heating element, power source, electronic circuit, or other electronic, chemical, or mechanical means,
regardless of shape or size, that can be used to produce vapor in a solution or other form, including, but not
limited to, any electronic cigarette, electronic cigar, electronic cigarillo, electronic pipe, or similar product or
device and any vapor cartridge or other container of kratom in a solution or other form that is intended to be
used with or in an electronic cigarette, electronic cigar, electronic cigarillo, electronic pipe, or similar product
or device. "

e A minor under 18 years of age shall not knowingly purchase or possess any product containing any quantity
of Kratom. A minor under 18 years of age in the furtherance or facilitation of obtaining any product
containing Kratom shall not knowingly display or use a false or forged identification card or transfer, alter, or
deface an identification card.®

e Sale or possession of kratom. (a) A person who unlawfully sells any amount kratom or a substance that
contains mitragynine or 7-hydroxymitragynine to a person under the age of 18 is guilty of a gross
misdemeanor. (b) A person under the age of 18 who unlawfully possesses any amount of kratom or a
substance that contains mitragynine or 7-hydroxymitragynine is guilty of a misdemeanor.'”

e A vendor shall not prepare, distribute, sell or expose for sale any of the following: 1. A kratom product that
does not meet the definition for a kratom product pursuant to Section 1-1432.2 of this title; 2. A kratom
product that is contaminated with a dangerous nonkratom substance. A kratom product is contaminated with
a dangerous nonkratom substance if the kratom product contains a substance that is not safe for human
consumption; 3. A kratom product containing a level of 7-hydroxymitragynine in the alkaloid fraction that is
greater than one percent (1%) of the alkaloid composition of the product; 4. A kratom product containing any
synthesized alkaloid including synthesized mitragynine, synthesized 7-hydroxymitragynine or any other
synthesized compounds of the kratom plant; 5. A kratom product containing any controlled substance listed
in the Uniform Controlled Dangerous Substances Act, unless the product is compounded by a licensed
pharmacist with the controlled substance dispensed in accordance with a valid prescription; or 6. A kratom
product containing a level of any residual solvent that was used in the manufacturing of the extract that
exceeds the residual level specified for pharmaceutical products in the document "Q3C - Tables and List,
Guidance for Industry, [June 2017] ICH Revision 3" issued by the United States Department of Health and
Human Services, Food and Drug Administration.'®

e (A) ltis an offense for a person to knowingly: (i) Sell, or offer for sale, Kratom unless labeled and in its
natural form; (ii) Distribute, sell, or offer for sale, Kratom to a person under the age of twenty-one (21) years;
or (iii) Purchase or possess Kratom if under the age of twenty-one (21) years. (B) For purposes of this
subdivision, (i) "Labeled" means a label containing the manufacturer's information and a warning that
includes, at a minimum, "Warning: Do not use if you are pregnant or nursing. It is illegal to possess Kratom if
under 21 years of age. Consult your healthcare professional before using. Do not combine with alcohol or
medication. Consult a doctor prior to usage if you have any heart disease, liver disorder, high blood
pressure, or medical condition or take medication."; and (ii) "Natural form" means dried, cut, and sifted
Kratom leaf or raw Kratom leaf powder.®

5 0.C.G.A. § 16-13-122

16720 ILCS 642/5

7 Minn. Stat. Ann. §152.027

8 Okla. Stat. Ann. Tit. 63 § 1-1432.1
19 Tenn. Code Ann. § 39-17-452

3 © 2025 American Medical Association. All rights reserved.



ADVOCACY RESOURCE CENTER

Labeling and other disclosure requirements; health and safety disclaimer(s)

e A processor or a retailer that prepares, distributes, sells or exposes for sale a food that is represented to be
a kratom product shall disclose on the product label the factual basis on which that representation is made.2°

e A processor or retailer may not prepare, distribute, sell or expose for sale a food represented to be a kratom
product that does not conform to the disclosure required by this section.??

e Kratom packaging shall be accompanied by a label bearing the following information prior to its sale in this
state: (1) Clearly labeled ingredients; (2) That the sale or transfer possession of kratom to another person
under 21 years of age is prohibited; (3) The amount of mitragynine and 7-hydroxymitragynine contained in
such product; (4) The total amount of mitragynine and 7-hydroxymitragynine contained in the packaging for
such product; (5) The common or usual name of each ingredient used in the manufacture of such product,
listed in descending order of predominance; (6) The name, physical address, and principal mailing address
of the manufacturer or the person responsible for distributing such product; (7) Clear and adequate
directions for the consumption of such product, including the recommended serving size and the time frame
within which safe consumption should occur; (8) Any precautionary statements as to the safety and
effectiveness of such product, including a warning that a consumer should consult their physician on
questions about use of kratom, and state that the kratom product is not intended to “diagnose, treat, cure or
prevent any disease”; and (9) A statement that a kratom product label is prohibited from making any
therapeutic claims unless approved by the United States Food and Drug Administration.??

e (a) A retailer may not directly or indirectly advertise a therapeutic benefit of kratom. (b) A retailer may not
directly or indirectly advertise or market kratom products to minors. (c) It is a violation of subsection (b) of
this section for a retailer to use any of the following in the advertising, promotion, packaging, or labeling of a
kratom product: (1) A cartoon; (2) A superhero; (3) A video game reference; (4) An image of a food product
primarily intended for minors; (5) A trademark that imitates or mimics the trademark of a product that has
been advertised or marketed primarily to minors; (6) A symbol or celebrity that is primarily associated with
minors or media primarily directed to minors; and (7) An image of an individual who appears to be under the
age of 27 years. (d) It is a violation of subsection (b) of this section for a retailer to advertise or promote a
kratom product: (1) In a newspaper, a magazine, a periodical, or any other publication for which individuals
under the age of 21 years constitute 15% or more of the total audience, as measured by competent and
reliable survey evidence; (2) At a concert, a stadium, a sporting event, or any other public event for which
individuals under the age of 21 years constitute 15% or more of the total audience, as measured by
competent and reliable survey evidence; or (3) On an outdoor billboard or sign board that is within 500 feet
of a school.?

e A person shall not sell a kratom product that does not have a label that clearly sets forth the ingredients and
directions for the safe and effective use of the kratom product.?*

e Upon request by the State Department of Health, the vendor shall provide test results from a United States-
based testing facility to confirm the items listed on the product label.?®

¢ No person may prepare, sell, or distribute a kratom product that: (5) Does not include on its package or label
the recommended serving size of the kratom product, a recommended number of servings that can be
safely consumed in a twenty-four-hour period, and a list of servings per container; (6) Does not include on its
package or label the amount of mitragynine and 7-hydroxymitragynine contained in the kratom product; or
(7) Does not include on its package or label the following warning statement: “Consult a licensed, qualified
healthcare professional before consuming this product. Not for use by women who are pregnant, nursing, or
trying to become pregnant.”26

20 Ariz. Rev. Stat. §36-795.01

21 Ariz. Rev. Stat. §36-795.01

22 0.C.G.A. § 16-13-122

23 MD Code Ann. §21-2E-03

2 Nev. Rev. Stat. Ann. §597.998

25 Okla. Stat. Ann. Tit. 63 § 1-1432.1
26 Okla. Stat. Ann. Tit. 63 § 1-1432.1
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The commissioner shall propose legislative rules for promulgation ... of this code that include, but are not
limited to: (6) Developing standards for the labeling of kratom products to include, at a minimum, a
statement which says "KEEP OUT OF REACH OF CHILDREN. CONSULT YOUR PHYSICIAN BEFORE
USE IF YOU ARE PREGNANT OR TAKING ANY MEDICATION";?"

Age restrictions

A processor or retailer may not distribute, sell or expose for sale a kratom product to an individual who is
under eighteen years of age.?®

A person shall not give, sell, distribute, dispense, or offer for sale a kratom product to any person who is
under twenty-one years of age.?®

Before giving, selling, distributing, dispensing, or offering to sell to an individual any kratom product, a
person shall request from the individual and examine a government-issued photographic identification that
establishes that the individual is twenty-one years of age or older.3°

It is unlawful to sell, deliver, barter, furnish, or give, directly or indirectly, any kratom product to a person who
is under 21 years of age.3"

A person commits an offense if the person distributes, sells, or exposes for sale a kratom product to an
individual younger than 18 years of age.3?

States that schedule kratom as a Schedule | Controlled Substance

Alabama, Arkansas, Indiana, Louisiana, Vermont, Wisconsin

Allowable levels of active ingredients, mitragynine and 7-OH

A processor or retailer may not prepare, distribute, sell or expose for sale ... [a] kratom product containing a
level of 7-hydroxymitragynine in the alkaloid fraction that is greater than two percent of the alkaloid
composition of the product.33

(b) No kratom product sold in, or delivered to, this state shall have a concentration ratio that is: (1) Greater
than 150 mg mitragynine per serving; (2) Greater than 0.5 mg 7-hydroxymitragynine per gram; or (3) Greater
than 1 mg 7-hydroxymitragynine per serving.3

No person may prepare, sell, or distribute a kratom product that: (1) Contains a level of 7-
hydroxymitragynine in the alkaloid fraction that is greater than two percent of the alkaloid composition of the
product; (2) Contains synthetic mitragynine, synthetic 7-hydroxymitragynine, or any other synthetic alkaloid
or synthetically derived compound from the Mitragyna speciosa plant; (3) Contains a poisonous or otherwise
deleterious non-kratom substance, including any substance designated as a controlled substance by this
chapter; (4) Is mixed or packed with a non-kratom substance that affects the quality or strength of the
kratom product, rendering the product injurious to a customer;3®

A kratom processor may not prepare, distribute, sell, or offer for sale a kratom product: containing a level of
7-hydroxymitragynine in the alkaloid fraction that is greater than 2% of the alkaloid composition of the
kratom product; 36

2T W.V. Code Ann. §19-12F-5

28 Ariz. Rev. Stat. §36-795.02

29 Colo. Rev. Stat. §18-13-132

30 Colo. Rev. Stat. § 18-13-132

31 Fla. Stat. Ann. § 500.92

32 Tex. Health & Safety Code Ann. §455.004
33 Ariz. Rev. Stat. §36-795.02

34 0.C.G.A. § 16-13-122

35 S.D. Codified Laws § 34-20B-115

36 Utah Code Ann. § 4-45-104.
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Tianeptine

While states have proposed legislation to regulate tianeptine in recent years, enactments have generally been
limited to classifying tianeptine as a controlled substance. Examples include:

e Schedule I: Alabama,?” Delaware,® Florida,3® Georgia,*° Indiana,*' Kentucky,*?> Minnesota,** Ohio,*4
Virginia,*®

e Schedule II: Arkansas,* Michigan,*” Oklahoma,*® Tennessee*®

e Schedule IlI: Mississippi®°

For more information

For more information, please contact Daniel Blaney-Koen, JD, Senior Attorney, American Medical Association at
daniel.blaney-koen@ama-assn.org

37 See, Controlled Substances List (Adopted by Alabama State Committee of Public Health on January 16, 2025, effective January 16,
2025). Available at https://www.alabamapublichealth.gov/blog/assets/controlledsubstanceslist.pdf

38 H.B. 21 as amended. Signed July 21, 2025.
https://legis.delaware.gov/json/BillDetail/GenerateHtmIDocumentEngrossment?engrossmentld=36844&docTypeld=6

39 Florida Senate Bill No. 1512 (2024). https://laws.flrules.org/2024/20

40 Ga. Code Ann. § 16-13-25

41 |C 35-48-2-4 https://iga.in.gov/laws/2025/ic/titles/35#35-48-2-4

42 Schedule | placement executed via emergency order. See, Statement of Emergency. 902 KAR 55:015E. Available at
https://governor.ky.gov/attachments/20230323 902-KAR-55-015E.pdf

43 Minn. St. §152.02

44 OAC 4729:9-1-01

45 The Virginia Board of Pharmacy placed tianeptine on Schedule | per 18VAC110-20-322. Placement of chemicals in Schedule .
Subsequently affirmed by H.B. 1587, approved March 19, 2025. https://lis.virginia.gov/bill-details/20251/HB1587/text/ CHAP0118

46 List of Controlled Substances. State of Arkansas. Available at https://codeofarrules.arkansas.gov/Rules/PartDocument?part|D=705.
Current as of June 20, 2025.

47 Michigan Public Health Code. § 333.7214. https://codeofarrules.arkansas.gov/Rules/PartDocument?partlD=705

48 63 OK Stat § 2-206 (2024)

49 Tenn. Code § 39-17-408

50 MS Code § 41-29-117 - Schedule Il of controlled substances
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