Notice of Proposed Rule

DEPARTMENT OF HEALTH
RULE NOS.:
RULE TITLES: 
64-4.225
MMTC Marijuana Delivery Devices

64-4.226
MMTC Harvest Failures and Wholesale Transfers

PURPOSE AND EFFECT: This rulemaking initiates nonemergency rulemaking to replace the emergency rules 64ER25-4 and 64ER25-5, adopted by the Department to implement section 381.986, Florida Statutes.

SUMMARY: Rule 64-4.225 establishes an approval process for delivery devices through the submission of a variance request from an MMTC. The rule includes requirements for recall of devices deemed unsafe and packaging requirements for delivery devices. Rule 64-4.226 also establishes an approval process for the Department to certify a harvest failure and for MMTCs to make a wholesale purchase of marijuana from, or a distribution of marijuana to, another medical marijuana treatment center following certification of harvest failure.

SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE RATIFICATION: 
Pursuant to section 381.986(17), Florida Statutes, rules adopted pursuant to this section shall be exempt from ss. 120.54(3)(b) and 120.541, F.S.

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

HYPERLINK "https://flrules.org/gateway/statute.asp?id=%20381.986(8)(e)14." \t "statute"
381.986(8)(e)14., 381.986(8)(k), FS.

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

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

IF REQUESTED WITHIN 21 DAYS OF THE DATE OF THIS NOTICE, A HEARING WILL BE SCHEDULED AND ANNOUNCED IN THE FAR.

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

THE TEXT OF THE PROPOSED RULE IS:

64-4.225 MMTC Marijuana Delivery Devices.
(1) For the purposes of this rule, the term “recreational use” means use of use of marijuana for recreation and enjoyment rather than to treat or mitigate a qualifying medical condition under section 381.986, F.S.
(2) An MMTC must obtain department approval of the marijuana delivery devices it intends to dispense. To obtain department approval, an MMTC must use the variance process outlined in Rule 64-4.023, F.A.C., and submit completed Form DH8029-OMMU-09/2026 (Eff. 09/26) “Request for Marijuana Delivery Device Approval”, incorporated by reference herein and available at https://knowthefactsmmj.com/rules-and-regulations/ and at https://flrules.org/Gateway/reference.asp?No=Ref-20171. The completed “Request for Marijuana Delivery Device Approval” form must be submitted through the department’s licensing portal at https://fldohommu.my.site.com/mmtc/.
(3) Marijuana delivery devices must be a single, solid color or clear, with no more than one solid accent color. However, any buttons, switches, seals, mouthpieces, and other similar parts of a marijuana delivery device may be clear or a different solid color than the colors appearing on the marijuana delivery device itself. Vaporizers may contain clear windows to allow viewing of usable product. A marijuana delivery device and its parts must not be a neon color.
(4) Marijuana delivery devices may only display the following and nothing else: 
(a) The MMTC’s department-approved trade name; 
(b) The MMTC’s department-approved logo;
(c) The MMTC’s wholly owned internal brand logo; 
(d) The name and logo of the marijuana delivery device manufacturer; 
(e) The name of the marijuana delivery device;
(f) The marijuana universal symbol; and
(g) A screen or lights used to display device information (e.g., information on temperature settings, battery life, product consumption or availability, or similar product operation information). 
(5) All text and logos displayed on a marijuana delivery device, with the exception of the MMTC’s department-approved logo, manufacturer’s logo, and wholly owned internal brand logo, must be in a single, solid color and must not be a neon color. The text and logo, or combination thereof, displayed on a marijuana delivery device must not be attractive to children or promote the recreational use of marijuana.
(6) Marijuana delivery devices must not mimic commonly used objects (e.g., water bottles, coffee cups, and sunglasses).
(7) Marijuana delivery devices must not have an appearance, including shape, that is attractive to children or that promotes the recreational use of marijuana. 
(8) A marijuana delivery device must be approved by the department in accordance with subsection (2) before the MMTC makes it available for dispensation or includes the marijuana delivery device on the MMTC’s department-approved website.
(9) Marijuana delivery devices for marijuana in a form for smoking shall not contain:
(a) Additives of any kind; or 
(b) Any naturally occurring flavors or naturally occurring psychoactive substances (e.g. nicotine, alcohol, and caffeine).
(10) An MMTC must comply with the requirements set forth in Rule 64-4.219, F.A.C., when packaging and labeling a marijuana delivery device that will be dispensed in direct contact with usable product. 
(11) When dispensing a marijuana delivery device that does not come into direct contact with usable product, the marijuana delivery device, or its packaging, must have a firmly affixed and legible label stating only the following information:
(a) The name of the MMTC that dispensed the marijuana delivery device;
(b) The name of the physician who issued the physician certification;
(c) The date the marijuana delivery device was dispensed; and
(d) The name of the qualified patient.
(12) An MMTC shall only dispense a marijuana delivery device to a qualified patient or caregiver. The marijuana delivery device must be consistent with the approved route(s) of administration and types of marijuana delivery devices specified in the patient’s physician certification (e.g., a marijuana delivery device intended for smoking may only be dispensed to a qualified patient with a certification that specifies marijuana in a form for smoking as an approved route of administration). 
(13) All marijuana delivery devices dispensed by an MMTC must comply with this rule, even if the marijuana delivery device is dispensed free of charge. 
(14) An MMTC shall not display any marijuana delivery devices in its waiting area. A marijuana delivery device must not be visible to members of the public from any street, sidewalk, park, or other public place. 
(15) An MMTC must immediately institute recall procedures upon the MMTC’s receipt of written notice from the department that a recall of marijuana delivery devices is required in accordance with s. 381.986(8)(e)11.d., F.S., or upon the MMTC’s determination that a marijuana delivery device is unsafe for use by qualified patients. Recall procedures for marijuana delivery devices shall include direct communication of the recall to all affected qualified patients and caregivers and a press release to the general public. Direct communication for purposes of this rule means an email, a documented phone call, or written correspondence to the qualified patient or caregiver. The press release must be published on the MMTC’s department-approved website and in a publication of general circulation in the geographical area in which the recalled marijuana delivery devices were dispensed. The direct communication and press release must include, at a minimum:
(a) The type and brand name of the marijuana delivery device;
(b) The specific reason for the recall;
(c) The location of the dispensing facilities that dispensed the recalled marijuana delivery devices; 
(d) The date range during which the recalled marijuana delivery devices were dispensed;
(e) An instruction not to use or operate the recalled marijuana delivery devices; 
(f) An explanation of how affected qualified patients or caregivers can return the recalled marijuana delivery devices to the MMTC; and
(g) The MMTC’s contact information for communications and information regarding the recall.
(16) Any returned delivery devices due to recall must be disposed of in accordance with Rule 64-4.207, F.A.C. 
(17) MMTCs shall have 180 days from the effective date of this rule to comply with the requirements of this rule by obtaining department approval of all delivery devices as outlined in subsection (2), unless the delivery device was previously approved under the requirements of Emergency Rule 64ER25-5, F.A.C.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.986(8)(e)14., 381.986(8)(k) FS. Law Implemented Art. X, § 29, Fla. Const., 381.986(8)(e) FS. History–New    .
64-4.226 MMTC Harvest Failures and Wholesale Transfers.
(1) For the purposes of this rule, the following definitions apply:
(a) “Harvest” means a group of marijuana plants in the same stage of growth, planted at the same time at an MMTC’s department-approved cultivation facility, kept under identical conditions in a shared location, and assigned the same harvest number.
(b) “Harvest failure” means the loss or destruction of 50 percent or more of the marijuana plants within a harvest due to:
1. A natural disaster, including any direct effects or reasonably related indirect effects of the natural disaster;
2. A malfunction of equipment used in cultivating marijuana plants that is not due to an MMTC’s willful action or the negligence, mismanagement, or wrongdoing by the MMTC or its employees;
3. A pest infestation or plant disease that is not due to an MMTC’s willful action or the negligence, mismanagement, or wrongdoing by the MMTC or its employees;
4. The contamination of marijuana plants that renders them unfit for human consumption that is not due to an MMTC’s willful action or the negligence, mismanagement, or wrongdoing by the MMTC or its employees; 
5. Flooding that is not due to an MMTC’s willful action or the negligence, mismanagement, or wrongdoing by the MMTC or its employees; or
6. Fire that is not due to an MMTC’s willful action or the negligence, mismanagement, or wrongdoing by the MMTC or its employees.
(c) “Internal STS Tracking System” means an MMTC’s own computer software seed-to-sale tracking system, as provided in Rule 64-4.221, F.A.C.
(d) “Wholesale transfer” means the transfer of marijuana plants, usable whole flower marijuana, or marijuana oil by one originating MMTC to one acquiring MMTC that has obtained certification from the department of a harvest failure.
(2) Certification of Harvest Failure. To be eligible to receive a wholesale transfer, an MMTC must first obtain a certification of the MMTC’s harvest failure from the department. An MMTC may obtain certification of its harvest failure by submitting to the department a completed Form DH5065-OMMU-09/2026 (Eff. 09/26), “Request for Harvest Failure Certification,” which is incorporated by reference herein and available at https://knowthefactsmmj.com/rules-and-regulations/ and at http://flrules.org/Gateway/reference.asp?No=Ref-20169, and all required documentation listed in the form, through the department’s licensing portal at https://fldohommu.my.site.com/mmtc/.
(a) An MMTC must submit a completed Request for Harvest Failure Certification form and all required documentation to the department within 30 calendar days of the harvest failure.
(b) After receipt of the completed Request for Harvest Failure Certification form, the department may request additional or clarifying information from the MMTC. After receipt of the completed form, all required documentation, and any additional or clarifying information, the department will send written notice to the MMTC either certifying the MMTC’s harvest failure or denying the request for harvest failure certification. A certification of harvest failure issued by the department will specify:
1. The number of marijuana plants lost or destroyed in the MMTC’s harvest failure; and
2. The maximum quantity and stage of growth of marijuana plants, usable whole flower, or marijuana oil the MMTC is authorized to purchase through wholesale transfer.
(c) An MMTC may not request or receive:
1. A harvest failure certification for more than one harvest failure type, as defined in paragraph (1)(b), per cultivation facility within a single twelve-month period, excluding a harvest failure as a result of subparagraph (1)(b)1.
2. An amount of marijuana greater than the amount lost or destroyed due to the harvest failure.
(3) Request for Wholesale Transfer. To obtain department approval for a wholesale transfer due to harvest failure, the MMTC seeking to receive a wholesale transfer must submit to the department a completed Form DH5066-OMMU-09/2026 (Eff. 09/26), “Request for Wholesale Transfer Due to Harvest Failure,” which is incorporated by reference herein and available at https://knowthefactsmmj.com/rules-and-regulations/ and at http://flrules.org/Gateway/reference.asp?No=Ref-20170, and all required documentation listed in the form, through the department’s licensing portal at https://fldohommu.my.site.com/mmtc/. 
(a) An MMTC must submit the completed form and all required documentation to the department within 30 calendar days of the department’s certification of the MMTC’s harvest failure.
(b) To be eligible for a wholesale transfer, the MMTC seeking to receive a wholesale transfer must, at the time of the wholesale transfer request, be actively dispensing marijuana to qualified patients. An MMTC is actively dispensing marijuana to qualified patients when it has dispensed marijuana to qualified patients or caregivers for eight consecutive weeks immediately prior to the submission of the wholesale transfer request.
(c) After receipt of the completed Request for Wholesale Transfer Due to Harvest Failure form, the department may request additional or clarifying information from the MMTC. After receipt of the completed form, all required documentation, and any additional or clarifying information, the department will send written notice to the MMTC either approving or denying the request. An MMTC must obtain approval from the department prior to making a wholesale transfer. 
(d) An MMTC’s purchase of marijuana plants, usable whole flower, and marijuana oil pursuant to a wholesale transfer shall be limited to the amounts specified in the certification of harvest failure issued by the department.
(e) A wholesale transfer shall not include any marijuana that is in a receptacle, package, or marijuana delivery device.
(4) The originating MMTC and the acquiring MMTC must ensure that all transported marijuana is manifested and tracked in each MMTC’s Internal STS Tracking System. The originating MMTC must include the originating MMTC’s Internal STS Tracking information on the exterior packaging of the marijuana in transport, including the harvest batch number and amount.
(5) All marijuana received by the acquiring MMTC is subject to the testing requirements set forth in the Rule 64-4.212, F.A.C.
(6) An acquiring MMTC shall not market or advertise marijuana purchased pursuant to a wholesale transfer as originating from another MMTC. Additionally, marijuana (and any resulting usable product) purchased pursuant to a wholesale transfer must be packaged and labeled in accordance with the acquiring MMTC’s department-approved variance for that usable product and Rule 64-4.219, F.A.C.
(7) An acquiring MMTC has up to nine months from the date of department approval to purchase the total amount identified in the harvest failure certification.
(8) An acquiring MMTC may not request or receive approval for a wholesale transfer until the completion of any wholesale transfer from a previously approved request for wholesale transfer, excluding wholesale transfers approved pursuant to subparagraph (1)(b)1.
(9) An MMTC may not transfer marijuana plants, usable whole flower marijuana, or marijuana oil that has already been transferred pursuant to a previous request for wholesale transfer.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.986(8)(k) FS. Law Implemented Art. X, § 29, Fla. Const., 381.986(8)(c) FS. History–New   .
NAME OF PERSON ORIGINATING PROPOSED RULE: Bobbie Smith, Director, Office of Medical Marijuana Use

NAME OF AGENCY HEAD WHO APPROVED THE PROPOSED RULE: Joseph A. Ladapo, MD, PhD, State Surgeon General

DATE PROPOSED RULE WAS APPROVED BY AGENCY HEAD: October 29, 2026

DATE NOTICE OF RULE DEVELOPMENT WAS PUBLISHED IN FAR: March 31, 2026
