Notice of Proposed Rule
DEPARTMENT OF HEALTH
RULE NOS.:
RULE TITLES: 
64-4.205
Standards for Production of Edibles

64-4.218
MMTC Trade Name and Logo

64-4.219
MMTC Packaging and Labeling

PURPOSE AND EFFECT: This rulemaking initiates nonemergency rulemaking pursuant to Chapter 2025-199, § 15, Laws of Florida, to replace emergency rules 64ER20-32, 64ER20-35, and 64ER22-2 adopted by the Department to implement section 381.986, Florida Statutes.

SUMMARY: These rules set forth the requirements for medical marijuana treatment centers (MMTCs) standards for production of edibles, trade name and logo, and packaging, and labeling.

SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE RATIFICATION: 
The Agency has determined that this will not have an adverse impact on small business or likely increase directly or indirectly regulatory costs in excess of $200,000 in the aggregate within one year after the implementation of the rule. A SERC has not been prepared by the Agency. 
The Agency has determined that the proposed rule is not expected to require legislative ratification based on the statement of estimated regulatory costs or if no SERC is required, the information expressly relied upon and described herein: Pursuant to Ch. 2025-199, § 15, Laws of Florida, rules adopted to replace emergency rules are exempt from ss. 120.54(3)(b) and 120.541, F.S.

Any person who wishes to provide information regarding a statement of estimated regulatory costs, or provide a proposal for a lower cost regulatory alternative must do so in writing within 21 days of this notice.

RULEMAKING AUTHORITY: Art. X, § 29, Fla. Const., 

HYPERLINK "https://flrules.org/gateway/statute.asp?id=%20381.986(8)(e)8" \t "statute"
381.986(8)(e)8, 381.986(8)(k), F.S.

LAW IMPLEMENTED: Art. X, § 29, Fla. Const., 

HYPERLINK "https://flrules.org/gateway/statute.asp?id=%20381.986(8)(e)" \t "statute"
381.986(8)(e), 381.986(8)(h), F.S.

A HEARING WILL BE HELD AT THE DATE, TIME AND PLACE SHOWN BELOW: 
DATE AND TIME: June 3, 2026, 9:00 a.m. - 4:00 p.m., unless concluded earlier. The hearing will adjourn for lunch from noon to 1:00 p.m. ET

PLACE: Betty Easley Conference Center, 4075 Esplanade Way #182, Tallahassee, FL 32399.

Pursuant to the provisions of the Americans with Disabilities Act, any person requiring special accommodations to participate in this workshop/meeting is asked to advise the agency at least 7 days before the workshop/meeting by contacting: Meredith Hayes OMMURules@FLHealth.gov or at (850)245-4657. If you are hearing or speech impaired, please contact the agency using the Florida Relay Service, 1(800)955-8771 (TDD) or 1(800)955-8770 (Voice). If you are hearing or speech impaired, please contact the agency using the Florida Relay Service, 1(800)955-8771 (TDD) or 1(800)955-8770 (Voice).

THE PERSON TO BE CONTACTED REGARDING THE PROPOSED RULE IS: Meredith Hayes OMMURules@FLHealth.gov or at (850)245-4657.

THE FULL TEXT OF THE PROPOSED RULE IS:
64-4.205 Standards for Production of Edibles.
(1) An MMTC that produces edibles must comply with all requirements for food establishments in Chapter 500, F.S., and any rules adopted pursuant to that chapter.
(2) All edibles must be produced by the MMTC in the MMTC’s department-approved processing facility and packaged and labeled in accordance with s. 381.986, F.S., and Rule 64-4.219, F.A.C. 
(3) Before producing and dispensing edibles, an MMTC must:
(a) Comply with the variance request procedure in Rule 64-4.023, F.A.C., and obtain department approval of the edible;
1. Through the variance request procedure, an MMTC must obtain approval of each edible product the MMTC intends to produce and dispense. The variance request must demonstrate that the proposed edible, including its packaging and labeling, are compliant with s. 381.986, F.S., and department rules. Each variance request will be considered on a case-by-case basis. 
2. As part of the variance request approval process, the MMTC must submit a picture or detailed depiction of the proposed edible bearing the universal symbol, and the measurements of the edible and universal symbol, if applicable.
(b) Provide the department with a copy of a current valid permit to operate as a food establishment pursuant to Chapter 500, F.S., from the Department of Agriculture and Consumer Services; and 
(c) Provide the department with documentation from a nationally accredited certifying body that the MMTC’s processing facility, including the area where edibles will be produced, has passed a Food Safety Good Manufacturing Practices inspection. Such Food Safety Good Manufacturing Practices certification must be renewed before expiration of the certification or every two years, whichever occurs first.
(4) Edibles shall be one of the following shapes (including the three-dimensional form of each shape):
(a) Square;
(b) Circle;
(c) Rectangle;
(d) Triangle;
(e) Parallelogram;
(f) Oval; or
(g) Diamond.
(5) Edibles shall be in one of the following forms:
(a) Lozenges. For purposes of this rule, a “lozenge” is a hard edible that is held in the mouth and slowly dissolved. 
(b) Gelatins. For purposes of this rule, a “gelatin” is a semi-translucent edible made with water-soluble protein derived from collagen, or a plant-based alternative. 
(c) Baked goods. For purposes of this rule, a “baked good” is an edible comprised of dough or batter baked in an oven by the MMTC. 
(d) Chocolates. For purposes of this rule, a “chocolate” is a solid edible made of milk chocolate, dark chocolate, or a chocolate substitute such as carob. Chocolates may not contain any caramel, nougat, nuts, fruit, honey, marshmallows, or any other such ingredient, toppings, or fillings. However, chocolates may contain as an ingredient natural flavor or artificial flavor, as those terms are defined in 21 CFR 101.22 (4-1-20 Edition), which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-19601 or at https://knowthefactsmmj.com/rules-and-regulations/. Natural flavors or artificial flavors must not change the color of the chocolate and must be fully homogenized therein.
(e) Drink Powders. For purposes of this rule, “drink powder” is an edible comprised of powder which is combined with a fluid for consumption as a beverage by a qualified patient. Drink powders are exempt from the requirements of subsection (4).
(6) In the case of multi-serving edibles, each single serving portion must be physically distinct or clearly marked or delineated in a way that enables a reasonable person to determine the portion of the entire edible that constitutes a single serving. If the single serving portion is not physically distinct, it must be easily separable in order to allow the qualified patient to physically separate, with minimal effort, the single serving portion. 
(7) An MMTC shall not produce or dispense any edibles that:
(a) Contain any color additives, whether natural or artificial;
(b) Contain or bear a reasonable resemblance to commercially available candy. For the purposes of this rule, a product bears a reasonable resemblance to commercially available candy if the product is similar in appearance to an existing candy product that is familiar to the public as a widely distributed, branded food product, such that the edible could be mistaken for the branded product, especially by children;
(c) Bear any markings, symbols, images, graphics, or words, other than the universal symbol, as described herein;
(d) Are decorated with icing, sprinkles, or other toppings of any kind; or
(e) Are a primary or bright color. Edibles shall be produced in a manner to minimize color intensity and other color and visual characteristics attractive to children.
(8) Edibles shall not contain the following prohibited ingredients: 
(a) Meat, poultry, or fish. For purposes of this rule, gelatin is not considered meat, poultry, or fish;
(b) Anything other than marijuana oil and ingredients that meet the definitions of “food” or “food additive” in s. 500.03, F.S.; 
(c) Commercially manufactured food products that were not produced by the MMTC, unless the products are used as an ingredient in a manner that renders them unrecognizable as the original commercial food product and the MMTC does not state or advertise the edible contains the commercially manufactured food products;
(d) Any additive that increases potency or toxicity, or any psychoactive substance (e.g. nicotine, alcohol, and caffeine);
(e) Any marijuana treated with any pesticide prohibited under Rule 64-4.013, F.A.C.; and
(f) Any cannabinoid that is created using acids and/or solvents to convert a non-cannabinoid into a cannabinoid or to convert one cannabinoid into a different cannabinoid.
This paragraph does not prohibit edibles from containing cannabinoids created or enhanced using heat, ultraviolet light, and/or the passage of time.
(9) Edibles shall be marked with the universal symbol, unless impractical. 
(a) It shall be considered impractical to mark a single serving portion of an edible with the universal symbol when the edible is so small that a mark, stamp, or imprint of 1/16 inch by 1/16 inch would not fit on the edible or when the edible is made of a substance that cannot be marked, stamped or imprinted (e.g. drink powder). 
(b) The universal symbol shall be:
1. Marked on at least one side of each single serving portion of an edible such that the universal symbol is distinguishable and easily recognizable;
2. Centered either horizontally or vertically on each single serving portion of an edible; 
a. If centered horizontally on an edible, the height and width of the universal symbol shall be of a size that is at least 25% of the single serving’s width, but not less than 1/16 inch by 1/16 inch; 
b. If centered vertically on an edible, the height and width of the universal symbol shall be of a size that is at least 25% of the single serving’s height, but not less than 1/16 inch by 1/16 inch; and
3. Used only by MMTCs licensed by the department.
(10) Tetrahydrocannabinol (THC) content in edibles shall meet the following requirements:
(a) A multi-serving edible may not contain more than 200 milligrams of THC. A single serving edible, or a single serving portion of a multi-serving edible, may not exceed 10 milligrams of THC. 
(b) Edibles may have a potency variance of up to 15 percent from the 200 milligram and 10 milligram THC thresholds in paragraph (10)(a). 
(11) In addition to the food sanitation requirements in Chapter 500, F.S., and rules adopted pursuant to that chapter, an MMTC shall ensure that: 
(a) Edibles are shelf stable. For purposes of this rule, “shelf stable” means that the edible can be safely stored at room temperature in a sealed container and does not require refrigeration after opening; 
(b) Edibles are not to be dispensed after the labeled expiration date. Expired edibles shall be disposed of in accordance with Rule 64-4.207, F.A.C.;
(c) Edibles on display in an MMTC’s dispensing facility are the department-approved product and are kept in a locked case, locked cabinet, or locked container; 
(d) Edibles and edible ingredients are stored, displayed, transported and handled in a sanitary manner and under such conditions and temperatures to protect against contaminants unsafe for human consumption as defined by Rule 64-4.300, F.A.C.; and
(e) Edibles and edible ingredients are protected from dust, insects, rodents, or other vermin, toxic materials, unclean equipment and utensils, germs, flooding by sewage, and overhead leakage.
(12) Except as provided herein, an MMTC may not sell, offer, or dispense any other food or beverages to its customers, other than complimentary water. 
(13) An MMTC must immediately institute recall procedures upon discovery or receipt of written notice that a recall of edibles is required in accordance with s. 381.986(8)(e)11.d., F.S. Recall procedures shall include direct communication of the recall to all affected qualified patients and caregivers and a press release. The press release must be published in a publication of general circulation in the geographical area in which the recalled edibles were dispensed and on the MMTCs website. The direct communication and press release must include, at a minimum:
(a) The product name and batch number of the recalled edibles;
(b) The specific reason for the recall;
(c) The location of the dispensing facilities that dispensed the recalled edibles; 
(d) The date range that the recalled edibles were dispensed;
(e) An instruction not to consume the recalled edibles; 
(f) An explanation of how affected qualified patients or caregivers can return the recalled edibles; and
(g) The contact information of the MMTC for communications regarding the recall. 
(14) An MMTC must provide written notice to the department of any disciplinary action proposed by the Department of Agriculture and Consumer Services in connection with the MMTC’s permit to operate as a food establishment. Such notification by the MMTC must be provided to the department within one business day of receiving an administrative complaint, a stop-sale order, a stop-use order, a release order, a destruction order, a notice of non-compliance, a permit suspension or revocation, or an immediate final order for any alleged violations of Chapter 500, F.S., or any rules adopted pursuant to that chapter. 
(15) An MMTC shall have 180 days from the effective date of this rule to discontinue dispensation of any previously approved edible that does not meet the requirements of this rule.
(16) An MMTC whose Food Safety Good Manufacturing Practices certification is set to expire in less than 90 days from the effective date of this rule, or whose certification is greater than two years old, shall have 90 days from the effective date of this rule to come into compliance with the requirements of paragraph (3)(c).
Rulemaking Authority Art. X, § 29, Fla. Const., 381.986(8)(e)8., 381.986(8)(k) FS. Law Implemented Art. X, Sec. 29, Fla. Const., 381.986(8)(e) FS. History—New.
64-4.218 MMTC Trade Name and Logo.
(1) For the purposes of this rule, the term “recreational use” means use of marijuana for recreation and enjoyment rather than to treat or mitigate a qualifying medical condition under section 381.986, F.S.
(2) MMTCs may not use any trade name or logo that:
(a) Is attractive to children, as defined in s. 381.986(1), F.S.;
(b) States, encourages, implies, or alludes to recreational use, including the use of street or slang words or names for marijuana and the intoxicating effects of marijuana;
(c) States or implies that the MMTC or its usable products cure any medical condition;
(d) Is false or misleading;
(e) Is identical or similar to the name of an unlawful product or substance, including a street or slang name for illicit drugs or drug paraphernalia; or 
(f) References or alludes to unlawful activity.
(3) An MMTC may not use a trade name or logo that has not been approved by the department. To obtain department approval of a trade name or logo, an MMTC must submit a variance request pursuant to Rule 64-4.023, F.A.C. MMTCs who seek to change their currently approved trade name or logo must include with their variance request a timeline, not to exceed 180 days from the date of approval, for updating the MMTC’s packaging and labeling, department-approved website, and dispensing facility signage with the MMTC’s new trade name or logo.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.986(8)(k) FS. Law Implemented Art. X, § 29, Fla. Const., 381.986(8)(e), 381.986(8)(h) FS. History – New . 
64-4.219 MMTC Packaging and Labeling.
(1) All usable product shall be placed inside of a receptacle at the MMTC’s department-approved processing facility. Receptacles shall be placed inside of a package with a physical patient package insert that complies with subsection (10) of this rule before the usable product is dispensed by an MMTC. 
(2) Before dispensing usable product in any receptacle and packaging, an MMTC shall comply with the variance request procedure in Rule 64-4.023, F.A.C., to obtain department approval of the use of the receptacle, label, and package.
(3) Receptacles for all usable products shall comply with the following:
(a) The receptacle shall be child resistant. In the case of multiple-use usable products and multi-serving edibles, the receptacle shall be resealable such that it continues to be child resistant after each use or serving. 
(b) The receptacle shall have a firmly affixed and readable label(s) that includes only the information required or permitted by s. 381.986(8)(e)11.f., F.S., and this rule. An MMTC may affix multiple labels to the receptacle as needed to convey the required or permissible information. Labels may be accordion, expandable, extendable, or layered to permit labeling of small receptacles as long as none of the required information is obstructed. 
(c) All required information on the label(s) shall be prominently and conspicuously placed thereon. 
(d) The universal symbol on every receptacle shall be at least ¼ inch wide and ¼ inch high and shall be placed on the outer layer of receptacle labeling.
(e) The receptacle shall not include depictions of the product or any graphics or images other than one image of the MMTC’s department-approved logo and the universal symbol.
(f) The receptacle may include instructions, health information, or warnings and precautions. An MMTC shall not include unsubstantiated claims that the usable product cures any medical condition.
(4) Receptacles for derivative products that are not edibles shall be a single solid color or clear and shall not be neon. Where applicable, the lid of a receptacle shall be the same single solid color or white. 
(5) Receptacles and wrapping for edibles shall comply with the following:
(a) The receptacle shall be plain, opaque, and white. 
(b) The receptacle shall have a firmly affixed and readable label(s) that includes the following:
1. A list of all the edible’s ingredients in order of prominence which uses the common or usual name of food ingredients and identifies major allergens in accordance with the Food Allergen Labeling and Consumer Protection Act of 2004, Public Law 108-282, Title II (effective 8/2/2004), which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-19602 or at https://knowthefactsmmj.com/rules-and-regulations/;
2. Storage instructions;
3. An expiration date; 
4. A legible and prominent warning to keep away from children and pets; and 
5. A warning stating that the edible has not been produced or inspected pursuant to federal food safety laws.
(c) Each edible shall be individually sealed in plain, opaque, and white wrapping marked only with the marijuana universal symbol.
1. Any edible dispensed as a single serving portion shall be individually wrapped and placed inside of the receptacle.
2. Multi-serving lozenges, gelatins, and chocolates may be wrapped as single serving portions or together as a multi-serving edible and placed inside of the receptacle.
3. Each single serving portion of a multi-serving baked good shall be individually wrapped and placed inside of the receptacle.
4. Each single serving portion of a multi-serving drink powder shall be individually wrapped and placed inside of the receptacle.
(6) Receptacles for usable products in a form for smoking shall comply with the following: 
(a) The receptacle shall be plain, opaque, and white. 
(b) The receptacle shall have a firmly affixed and readable label that includes the following: 
1. A legible and prominent warning to keep the product away from children; and
2. A warning stating that marijuana smoke contains carcinogens and may negatively affect health.
(7) Packaging for derivative products that are not edibles shall comply with the following: 
(a) Any package shall be one single solid color and may have one additional accent color, not including the department-approved logo, universal symbol, and text. The single solid color and the additional accent color shall not be neon.
(b) The text on a package shall be a single solid color which shall not be neon.
(c) The universal symbol shall be printed on the package and shall be no less than 10 percent of the overall surface area of the package.
(d) The package shall identify every ingredient, in order of prominence, unless the ingredients are identified on the receptacle label or patient package insert.
(8) Packaging for edibles and marijuana in a form for smoking shall comply with the following:
(a) The package shall be plain, opaque, and white.
(b)The universal symbol shall be printed on the package and shall be no less than 10 percent of the overall surface area of the package.
(9) Packaging for all usable products may include the following permissive information:
(a) The MMTC’s department-approved logo; 
(b) Any information required by ss. 381.986(8)(e)11.f. and 12., F.S.; 
(c) A Quick Response (QR) code, or similar bar code or smart code that allows a patient to access the usable product’s certificate of analysis, the MMTC’s department-approved website, and information related to the usable product being dispensed, provided that the information conveyed is information that is permitted to appear on the receptacle label, package, or patient package insert. Upon request of a patient or caregiver, an MMTC shall provide paper copies of the information available pursuant to this paragraph.
(d) Product Stock-Keeping Unit (SKU), barcode, or other similar product identifier;
(e) Cultivar name in black or white, print lettering, in a sans-serif font which shall not be larger than 12-point font. If the cultivar name does not comply with s. 381.986(8)(e)11.f.(VI), F.S., it shall be abbreviated; and
(f) Instructions, health information, or warnings and precautions. An MMTC shall not include unsubstantiated claims that the usable product cures any medical condition.
(10) The package for every usable product shall include a patient package insert intended for the patient or caregiver that provides the information required by s. 381.986(8)(e)12., F.S., and no additional information, except that the patient package insert may include the information identified in subsection (9).
(11) Notwithstanding the foregoing, this rule shall not preclude an MMTC from including information on a receptacle, or package that is otherwise required by law or rule.
(12) An MMTC shall have 180 days from the effective date of this rule to discontinue dispensation of any previously approved packaging and labeling that do not meet the requirements of this rule. 
Rulemaking Authority Art. X, Sec. 29, Fla. Const., 381.986(8)(k) FS. Law Implemented Art. X, Sec. 29, Fla. Const., 381.986(8)(e) FS. History-New.
NAME OF PERSON ORIGINATING PROPOSED RULE: Bobbie Smith, Director, Office of Medical Marijuana Use
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