Notice of Emergency Rule

DEPARTMENT OF AGRICULTURE AND CONSUMER SERVICES
Division of Food Safety
RULE NO.:
RULE TITLE:

5KER26-11
Requirement to Label Kratom Products.

SPECIFIC FACTS AND REASONS FOR FINDING AN IMMEDIATE DANGER TO THE PUBLIC HEALTH, SAFETY, OR WELFARE: On August 18, 2026, the Attorney General of Florida adopted Emergency Rule 2ER26-2, superseding emergency rule 2ER26-1 and providing that when 7-Hydroxymitragynine is concentrated at a level above 1,000 parts per million (1 mg/g for powders and solids or 1mg/mL for liquids) or when the product contains less than 100 parts of mitragynine per 1 part of 7-Hydroxymitragynine (alkaloid ratio), it is a Schedule I Controlled Substance as provided in subsection 893.03(1)(a), Florida Statutes. Kratom Products are food products sold in Florida that may contain 7-Hydroxymitragynine, including its isomers, esters, ethers, salts, and salts of isomers, esters and ethers. In order to protect the public health, safety, and welfare, the Department is adopting the emergency rule to require labeling of Kratom Products that discloses the concentration of and alkaloid ratio for 7-Hydroxymitragynine, a compound commonly found in Kratom Products sold in Florida, and its isomers, esters, ethers, salts, and salts of isomers, esters and ethers in the product. Without this information clearly and conspicuously identified on the product label, consumers may not know how much of a potentially controlled substance they are consuming or that a product is adulterated, and businesses may not know whether they are buying and selling prohibited products. The emergency rule also reiterates that any controlled substance in a Kratom Product is an adulterant as provided in section 500.10, Florida Statutes.

REASONS FOR CONCLUDING THAT THE PROCEDURE USED IS FAIR UNDER THE CIRCUMSTANCES: The Department finds the sale of Kratom Products in Florida containing 7-Hydroxymitragynine in high concentrations or imbalanced alkaloid ratios is an immediate danger to health, safety, or welfare as evidenced by the emergency scheduling of such substance as a drug by the Florida Attorney General. Adopting the emergency rule pursuant to procedures provided in section 120.54(4), Florida Statutes, is fair and justified because it provides at least the procedural protection given by other statutes, the State Constitution or the United States Constitution, takes only the actions necessary to protect public health, safety, and welfare by ensuring Kratom Products are properly labeled to put consumers on notice that the product contains certain compounds that are controlled substances in certain quantities or are adulterated, and addresses the immediate danger presented by certain Kratom Products to public health, safety and welfare by requiring disclosures on Kratom Products.

SUMMARY: Emergency rule 2ER26-2, adopted by the Attorney General, makes certain amounts of 7-Hydroxymitragynine in Kratom Products a controlled substance. The rule provides labeling requirements for kratom products that inform consumers of the amount of 7-Hydroxymitragynine contained in the product.

THE PERSON TO BE CONTACTED REGARDING THE EMERGENCY RULE IS: Darby Shaw, darby.shaw@fdacs.gov, 3125 Conner Blvd., Tallahassee, FL 32399, (850)245-5520

THE TEXT OF THE EMERGENCY RULE IS:

5KER26-11 Requirement to Label Kratom Products.
(1) Kratom Products, as defined in Rule 5K-4.030, F.A.C., shall declare on the label the concentration of 7-Hydroxymitragynine - (methyl (E)-2-[(2S,3S,7aS,12bS)-3-ethyl-7a-hydroxy-8-methoxy-2,3,4,6,7,12b-hexahydro-1H-indolo[2,3-a]quinolizin-2-yl]-3-methoxyprop-2-enoate), including, when present in the Kratom Product, the isomers, esters, ethers, salts, and salts of isomers, esters, and ethers, whenever the existence of such isomers, esters, ethers, and salts is possible within the specific chemical designation for each, expressed in milligrams per gram (mg/g) for solid or powdered Kratom Products and milligrams per milliliter (mg/mL) for liquid Kratom Products. The compound 7-Hydroxymitragynine shall be identified on the label as the concentration of “7-Hydroxymitragynine”, “7-OH”, or “7-Hydroxy”. The concentration(s) of isomers, esters, ethers, salts, and salts of isomers, esters, and ethers shall be listed individually, if present.
(2) If the concentration(s) required in subsection (1) is/are below the method detection limit, the method detection limit shall be used as the stated concentration so long as the limit of quantitation or practical quantitation limit is below 1 mg/g or 1 mg/mL, for solids or liquids, respectively. If the concentration(s) is/are above the method detection limit, the actual concentration must be stated on the label. The method detection limit may be identified as the “method detection limit”, “MDL”, “Limit of Detection”, or “LOD”.
(3) Kratom Products shall declare the alkaloid ratio on the label. The alkaloid ratio is the mass, in milligrams, of mitragynine, to the mass, in milligrams, of 7-Hydroxymitragynine, including, when present in the Kratom Product, the isomers, esters, ethers, salts, and salts of isomers, esters, and ethers, in the Kratom Product expressed in whole integral numbers. For example, a Kratom Product weighing more than 5g and containing 500.2 mg of mitragynine and 0.9 mg of 7-Hydroxymitragynine would be expressed as “Alkaloid Ratio 500 mg:1 mg”. Standard rounding practices shall be used when determining the correct whole integral number.
(4) Labeling requirements. The concentration required in subsection (1) and the alkaloid ratio required by subsection (3):
(a) Shall be available to the customer prior to the purchase of the Kratom Product; 
(b) Shall be permanently affixed to the Kratom Product package or container or available via a quick response code that is permanently affixed to the Kratom Product package or container;
(c) Shall be printed on the label or available via the quick response code in a clear and conspicuous manner, including using a color, type size, and contrasting background that render the information likely to be read and understood by the ordinary individual under customary conditions of purchase and use; 
(d) Shall not be provided by solely affixing the required information or quick response code to the bottom of the package or container; and
(e) When made available by quick response code, shall be made available in three or fewer steps.
(5) Controlled substances do not meet the definition of a Kratom Product as provided in s. 500.92, F.S., and Rule 5K-4.030, F.A.C., and are adulterants as provided in s. 500.10, F.S. 
(6) The sale of Kratom Products in violation of Chapter 500, F.S., Rule 5K-4.030, F.A.C., or of this emergency rule shall be subject to penalties as provided in subsection 5K-4.030(5), F.A.C. 
Rulemaking Authority 500.09, 500.12, 500.92, 570.07(23) FS. Law Implemented 500.03, 500.04, 500.09, 500.10, 500.11, 500.12, 500.121, 500.13, 500.92, 500.172 FS. History–New 8-24-26.
THIS RULE TAKES EFFECT UPON BEING FILED WITH THE DEPARTMENT OF STATE UNLESS A LATER DATE IS SPECIFIED IN THE RULE.

EFFECTIVE DATE: August 24, 2026
