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NOTICE OF CHANGE

Notice is hereby given that the following changes have been made to the proposed rule in accordance with subparagraph 120.54(3)(d)1., F.S., published in Vol. 51 No. 84, April 30, 2025 issue of the Florida Administrative Register. 
The Summary of Statement of Estimated Regulatory Costs and Legislative Ratification has been revised as follows:

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. Pursuant to Chapter 2022-157, § 18 at 16, Laws of Florida, rules adopted under the nonemergency rulemaking procedures of the Administrative Procedures Act to replace emergency rules adopted by July 1, 2022, are exempt from ss. 120.54(3)(b) and 120.541, Florida Statutes. Rules 64-4.300-4.311 and 4.313-4.315, F.A.C. are therefore exempt from these requirements. Rule 64-4.312 is subject to this determination and will not have an adverse impact in excess of $200,000 in the aggregate within one year after implementation. 
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: As previously stated, Rules 64-4.300-4.311 and 4.313-4.315, F.A.C. are not subject to this determination. Based on the SERC checklist, Rule 64-4.312, F.A.C., will not have an adverse impact on regulatory costs in excess of $1 million within five years as established in s.120.541(2)(a), F.S.
Any person who wishes to provide information regarding the statement of estimated regulatory costs, or to provide a proposal for a lower cost regulatory alternative, must do so in writing within 21 days of this notice.
In addition, the following sections of the proposed rule are amended as follows:
64-4.300 CMTL Definitions.
The following words and phrases have the meanings provided below and apply to Rules 64-4.301-4.315, F.A.C.:
(1) through (3) No change.
(4) Analyst – An Employee of a an Applicant or CMTL whose duties include conducting analyses on analytical instrumentation, analyzing and recording results, maintaining testing-related workspaces and equipment, and maintaining marijuana Samples.
(5) Analytical Batch – A group of no more than 30 Analytical Samples, which behave similarly with respect to the sampling or the testing procedures being employed, that are prepared together by the same Analyst within 24 hours of beginning preparation procedures during the same work shift.
(6) through (69) No change.
(70) Percent Recovery – A calculation of the recovery of spiked analytes in Laboratory Fortified Blanks and Matrix Spike Quality Control Samples, calculated as: 

[image: image1]
(71) Potency Testing – The analysis of the relative strength of cannabinoids as labeled by the MMTC on the Final Product, and the total amount, in milligrams.
(72) through (76) No change.
(77) R&D Testing – The testing of any component of the marijuana plant, its byproducts, or any other product used in the cultivation or processing of medical marijuana or low-THC cannabis other than Final Product testing or Proficiency Testing. 
(77) through (81) renumbered (78) through (82) No change.
(83)(82) Residual Solvents – Volatile chemicals used during the manufacturing of a Final Product, which have not been completely removed by practical manufacturing techniques.
(83) through (93) renumbered (84) through (94) No change.
(94) Synthetic Derived Cannabinoids – Any Cannabinoid created by reacting an intermediate with solvent or acid to derive a new Cannabinoid. The only approved reactions are the use of heat to convert THCA to THC, THC to CBN, and CBDA to CBD.
(95) through (100) No change.
(101) Total Active THC – The concentration of delta-9 THC + the concentration of delta-8 THC + the concentration of CBN + (concentration of THCA multiplied by 0.877) in milligrams per gram or milligrams per milliliter multiplied by the labeled weight of the product in grams or milliliters.
(102) through (104) No change.
(105) Usable Whole Flower Marijuana – The flowers of the female cannabis plant, including low-THC cannabis, that is suitable to be dispensed from an MMTC for use by a qualified patient. Usable Whole Flower Marijuana does not include seeds, stems, roots, leaves, resin extracted from any part of the plant, or any compound, manufacture, salt, derivative, mixture, or preparation of the plant or its seeds or resin. Usable Whole Flower Marijuana is not considered a Derivative Product. Products consisting of mechanically separated trichomes with no solvent extraction step (i.e., kief, bubble hash, pressed rosin) are to be sampled and tested to the same requirements as Usable Whole Flower Marijuana.
(106) Water Activity – The measure of the quantity of free water (i.e., water that is not chemically bound to the cannabis product) in a product that is available and, therefore, capable of supporting bacteria, yeasts, mold, and fungi.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(2), 381.988(3), 381.988(9), FS. Law Implemented Art. X, § 29, Fla. Const., 381.988, FS. History–New.
64-4.301 Requirements for CMTL Certification and Application.
(1) through (2) No change.
(3) To apply for certification, an Applicant must submit a completed Form DH5062-OMMU-12/2025 04/2025 (Eff. 01/2026 4/2025), “Certified Marijuana Testing Laboratory Application Instructions, Requirements, and Forms,” incorporated by reference herein and available at https://flrules.org/Gateway/reference.asp?No=Ref-19177 https://www.flrules.org/Gateway/reference.asp?No=Ref-XXXXX, together with the application fee of $78,000.00.
(4) To become a CMTL, an Applicant must meet and maintain, and continue to maintain during certification, all of the following requirements pertaining to CMTLs:
(a) Accreditation. A CMTL must possess a separate ISO/IEC 17025:2017 accreditation for each Testing Facility, by an accrediting body recognized by the International Laboratory Accreditation Cooperation (ILAC). A CMTL must maintain compliance with all parts of ISO/IEC 17025:2017 and AOAC Laboratory Accreditation Guidelines (ALACC) at all times. Beginning on the effective date of this rule, the CMTL shall have until their next licensure renewal, or ISO/IEC 17025:2017 renewal, whichever occurs first, to comply with ALACC requirements. The accreditation must establish that the CMTL is qualified to analyze all Testing Fields in one or more of the following Matrix groups:
1.through 3. No change.
(b) Proficiency Testing. A CMTL must create, maintain, and submit a Proficiency Test plan and schedule that are a minimum of two years in duration to OMMULabs@flhealth.gov. The plan and schedule must be for a duration of no less than 24 months. A CMTL must have received satisfactory results for a minimum of 80% of all Target Analytes analytes in Agricultural Agents, Residual Solvents, and Cannabinoid Profile Testing Fields and 50% of all Target Analytes for all other Testing Fields in each Proficiency Test administered by an ISO/IEC 17043:2023 accredited body. A CMTL must have received satisfactory results PT test and for each Target Analyte on two of the three most recent Proficiency Tests administered by an ISO/IEC 17043:2023 accredited body covering all Testing Fields within one or more of the following Matrix Groups: 
1.through 3. No change.
(c) through (g) No change.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(2), 381.988(3), 381.988(9), FS. Law Implemented Art. X, § 29, Fla. Const., 381.988 FS. History–New.
64-4.303 CMTL Testing.
(1) A CMTL may only perform analyses of Testing Fields within Matrix Groups under the following conditions:
(a) through (b) No change.
(c) Analyses of Testing Fields within Matrix Groups must be supported by documentation of two (2) satisfactory analyses of the three (3) most recent Proficiency Tests administered by an ISO/IEC 17043:2023 accredited body accreditation that is compliant with Rule 64-4.301, F.A.C. Proficiency Test results that are within the Acceptable Limits established by the contracted ISO/IEC 17043:2023 accredited body are satisfactory.
1. through 2. No change. 
3. Proficiency Testing for Edibles Matrix Group must be performed using food, as defined in section s. 500.03, F.S., containing hemp oil. 
4. If a Proficiency Test for a matrix group identified in subparagraphs (1)(c)1. – (1)(c)3. is unavailable when this rule becomes effective, then the CMTL shall have two (2) years from the date the Proficiency Test becomes available to comply with the Proficiency Testing requirements in subparagraphs (1)(c)1. – (1)(c)3. For any such unavailable Proficiency Test, the CMTL shall report the unavailability of the Proficiency Test to the Department within 10 calendar days of concluding the test is unavailable and must describe in its report the efforts the CMTL made to secure the Proficiency Test from ISO/IEC 17043:2023 accredited Proficiency Test providers. A Proficiency Test is unavailable for purposes of this rule when it is not offered by any ISO/IEC 17043:2023 accredited proficiency test provider.
5.4. A CMTL must participate in at least two (2) Proficiency Testing rounds from an ISO/IEC 17043:2023 accredited body for each Target Analyte in a Testing Field per calendar year beginning on the date of issuance or renewal of certification. If a Proficiency Test is unavailable in a Derivative Product Matrix, then an Edible Matrix Proficiency Test is acceptable for both the Derivative Product and Edible Matrix Group.
a. One (1) Proficiency Test for each Target Analyte per Matrix Group must be completed per calendar year beginning on the date of issuance or renewal of certification.; and
b. Each Target Analyte in all Testing Fields must have at least one Proficiency Testing result above the CMTL’s LOQ LOD per effective certification period, as described in subsection section 64-4.302(4), F.A.C., beginning on the date of issuance or renewal of certification, or two (2) years from the effective date of this rule whichever is later. 
c. All Target Analytes testing below the LOQ LOD must be reported as less than the calculated LOQ LOD.
d. through f. No change. 
g. Beginning one (1) year from the effective date of this rule, iIf a Target Analyte fails in a round of Proficiency Testing, the next round must contain a result above the LOQ LOD for that Target Analyte.
h. Proficiency Tests for Microbiological Testing must contain at least one positive sample in the set for each Target Analyte beginning one (1) year from the effective date of this rule.
i. A minimum of 80% of all Target Analytes in Agricultural Agents, Residual Solvents, and Cannabinoid Profile Testing Fields and 50% for all other Testing Fields in each Proficiency Test Testing Field must have satisfactory results.
j. through k. No change. 
l. A Proficiency Testing round must be completed no less than five (5) months and no more than eight (8) seven (7) months after the previous round. Proficiency Testing used to correct unsatisfactory Proficiency Testing results or to validate new testing methods does not have to comply with this sub-subparagraph.
m. No change.
(2) through (4) No change.
(5) Additional Proficiency Tests conducted for internal purposes are exempt from the requirements of this rule. Any Proficiency Test results not sent to the department by the CMTLs ISO 17043 certified vendor within 45 days of the close date of the Proficiency Testing round will be considered an internal CMTL Proficiency Test only. The 45 day limit may be extended only if the delay is caused by the ISO/IEC 17043 certified vendor and an explanation of the delay is sent to OMMULabs@flhealth.gov on the ISO/IEC 17043 vendor’s letterhead or email However, a CMTL must notify the department in writing prior to conducting the additional Proficiency Tests.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(3), 381.988(9), FS. Law Implemented Art. X, § 29, Fla. Const., 381.988, FS. History–New.
64-4.304 CMTL On-Site Inspection.
(1) through (2) No change.
(3) A CMTL must maintain at its Testing Facility all records necessary to substantiate its compliance with ss. 381.986 and 381.988, F.S., and department rules. The CMTL must make such records available to the department for review during any inspection or within two (2) business days of 48 hours the department’s request for such records.
(4) through (11) no change.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(3), 381.988(9), FS. Law Implemented Art. X, § 29, Fla. Const., 381.988, FS. History-New.
64-4.306 CMTL Testing Methods.
(1) Approved Analytical Methods. A CMTL must use approved Analytical Methods, as provided in this rule. 
(a) A CMTL must follow any cannabis-specific Analytical Methods published by the following entities:
1. United States State Pharmacopeia (USP) that is validated or verified with cannabis or cannabis product as a sample Matrix;
2. through 5. No change.
(b) A Testing Field that does not currently have a cannabis-specific method listed in paragraph (1)(a) may use the following:
1. through 4. No change.
5. Approved Analytical Methods applicable to Water Activity, and Moisture testing include:
a. FDA, Water Activity (aAw) in Foods (eff. 04/16/1984), incorporated by reference herein and available at https://flrules.org/Gateway/reference.asp?No=Ref-19257 https://www.flrules.org/Gateway/reference.asp?No=Ref-XXXXX.
b. USDA:FSIS, Chemistry Laboratory Guidebook, Method Number CLG-MOI.04 (eff. 05/18/2018), incorporated by reference herein and available at https://flrules.org/Gateway/reference.asp?No=Ref-19258 https://www.flrules.org/Gateway/reference.asp?No=Ref-XXXXX.
c. Official Methods of Analysis of AOAC INTERNATIONAL (2023) 22nd Ed., AOAC INTERNATIONAL, Official Method 934.01 Loss on Drying. The department has determined that posting the incorporated material on the internet would constitute a violation of the federal copyright law. The materials incorporated herein have been deemed copyright protected and are available for inspection at the Department of Health, 2585 Merchants Row Boulevard, Tallahassee, Florida 32399-1710, or at the Department of State, R.A. Gray Building, 500 South Bronough Street, Tallahassee, Florida 32399-02506. 
d. No change. 
6. No change. 
(2) through (4) No change.
(5) Proficiency Testing. A CMTL must authorize any contracted ISO/IEC 17043:2023 accredited Proficiency Test provider to submit all Proficiency Testing results to the department and the CMTL concurrently. After the Proficiency Testing data are submitted, no modification to any aspect of the reported results, method/technology, measurement units, or the associated report information shall be made unless it is necessary due to a documented error made by the accredited Proficiency Testing provider.
(a) CMTLs must manage, analyze, and report all Proficiency Testing samples in the same manner as MMTC Testing Samples, including adherence to the same sample tracking, sample preparation, analysis methods, SOPs, Calibrations, Quality Control, and Acceptance criteria used in testing MMTC Testing Samples. CMTLs must follow all instructions for all Proficiency Testing received analyze received Proficiency Testing samples as a mixture of Analytes in a solvent, using the samples’ entire preparation and analytical process. If required by the Proficiency Test provider, the CMTL must add the Proficiency Testing mixture to a clean Matrix before extracting and preparing the sample for analysis.
(b) though (d) no change.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(3), 381.988(9), FS, Law Implemented Art. X, § 29, Fla. Const., 381.988 FS. History–New.
64-4.307 CMTL Submission for Product Testing.
(1) No change.
(2) At the time of selection, the CMTL must confirm within the MMTC’s seed-to-sale system that the total quantity of Final Products in the Retail Batch from which a Sample is being selected matches the total quantity of Final Products in the Retail Batch denoted in the system. The CMTL must sample from the entire Retail Batch for Regulatory Compliance Testing. For the purposes of sampling by a CMTL, the label is not required to contain patient, recommending physician, or potency information. 
(3) A CMTL must develop and implement a chain of custody protocol to ensure accurate documentation is recorded for the transport, handling, storage, and destruction of Samples. The protocol must include use of a log form developed by the CMTL. The CMTL has an obligation to seek the information in paragraphs (3)(a)-(n) and notate accordingly in the chain of custody log. The CMTL must use the CMTL’s chain of custody log to record the following information for each Retail Batch sampled:
(a) through (n) No change.
(4) The CMTL must ensure that each Retail Batch is sampled only once unless being resampled and retested pursuant to Rule 64-4.212, F.A.C. the MMTC Regulatory Compliance Testing rule.
(5) The CMTL must homogenize all Final Products into one (1) Testing Sample for each Retail Batch sampled, except in the case of homogeneity testing of Edibles and one unopened Final Product. All homogenization processes undertaken must not impact the Testing Sample in a way which would affect the accuracy and/or precision of any testing results, including but not limited to, additional trimming of Usable Whole Flower, additional drying steps, or the removal of an Edible’s sugar coating.
(a) through (b) No change.
(c) A CMTL must homogenize Usable Whole Flower Marijuana and solid Edible products, except Gelatins and Chocolates as defined in the Standards for Production of Edibles rule, to a standard particle size of 0.5mm 0.1mm or less prior to conducting Environmental Contaminant Testing, and Potency Testing, and Cannabinoid Profile testing. 
(d) through (e) No change.
(6) through (7) No change.
(8) For Microbiological Testing, Moisture, Water Activity, and Filth and Foreign Material tests, a CMTL must begin preparation of Testing Samples within 72 hours of collection as reflected in the CMTL’s chain of custody log. For all other required tests, a CMTL must begin preparation of Testing Samples within seven (7) days of the Sample’s collection as documented in the CMTL’s chain of custody log. This subsection does not apply to any confirmation testing contemplated in Rule 64-4.308, F.A.C.
(9) through (12) No change.
Rulemaking Authority 381.986(8)(k), 381.988(3), 381.988(9), FS. Law Implemented 381.986, 381.988, FS. History-New.
64-4.308 CMTL Sample Testing.
(1) CMTLs shall test Final Products for the following as specified in Rule 64-4.301, F.A.C.: tetrahydrocannabinol (THC) potency, concentration of cannabidiol (CBD), Cannabinoid Profile, Contaminants Unsafe for Human Consumption, Moisture, and Water Activity. 
(a) Notwithstanding the Acceptable Limits associated with paragraphs (2)(a)-(h), results must be reported accurately to three (3) significant figures as the concentration in parts per million (ppm) or parts per billion (ppb) for Usable Whole Flower Marijuana, Derivative Products, and Edibles. Microbial Testing must be reported as presence/absence for Aspergillus spp., E. coli, Salmonella, Listeria spp., Staphylococcus aureus, and bile-tolerant, Gram-negative bacteria. Microbial Testing must be reported accurately to three (3) significant figures as CFU/g for total aerobic count and Total Combined Yeast and Mold. 
1. through 2. No change. 
3. Products consisting of mechanically separated trichomes with no solvent extraction step (i.e., kief, bubble hash, pressed rosin) are to be tested to the same requirements as Usable Whole Flower Marijuana.
(b) Any test result that exceeds enumerated Acceptable Limits constitutes a failure. 
1. through 2. No change. 
3. Failure confirmations must begin preparation be analyzed within 72 48 hours of the Sample injection time of the analysis being confirmed. If a failure is confirmed, the highest value must be reported on the COA. If failure is overturned, the highest value which is below the Acceptable Limit must be reported. 
4. A CMTL must reanalyze any Target Analyte with results less than 10% below the Acceptable Limit for Heavy Metals, Agricultural Agents, Residual Solvents, Mycotoxins, and Total Combined Yeast and Mold. If the reanalysis fails, the laboratory must follow the above procedure for confirmation of a failed Target Analyte.
(c) through (f) No change.
(2) The following are Acceptable Limits:
(a) Microbes; Acceptable Limits for Usable Whole Flower Marijuana and Derivative Products including Edibles with a minimum sample size of 1 gram:
1. through 3. No change.
4. Listeria monocytogenes, none present (in Usable Whole Flower and Edibles only).,
5. through 8. No change.
(b) No change.
(c) Residual Solvents; Acceptable Limits:
	 
	Analyte
	CAS No.
	Acceptable Limit for Usable Whole Flower Marijuana Derivative Product Meant for inhalation
	Acceptable Limit for Derivative Product not meant for inhalation including Edibles

	1. through 6. No change. 

	7.
	1,1-dichloroethene 1,10-dichloroethene
	76-35-4
	less than 8 ppm
	less than 8 ppm

	8.through 21. No change. 


22. No change.
(d) Heavy Metals; Acceptable Limits:
	 
	Analyte
	CAS No.
	Acceptable Limit for Usable Whole Flower Marijuana Derivative Product Meant for inhalation
	Acceptable Limit for Derivative Product not meant for inhalation including Edibles

	1. through 6. No change.


(e) Agricultural Agents; Acceptable Limits using Liquid Chromatography:
	 
	Analyte
	CAS No.
	Acceptable Limit for Usable Whole Flower Marijuana Derivative Product Meant for inhalation
	Acceptable Limit for Derivative Product not meant for inhalation including Edibles

	1.
	Abamectin, sum of isomers B1a and B1b
	65195-55-3 71751-41-2 
	less than 100 ppb
	less than 300 ppb

	2. through 54. No change.

	55.
	Spinosad, sum of isomers ismers A and D
	168316-95-8 131929-60-7
	less than 100 ppb
	less than 3000 ppb

	56. through 62. No change.


The list above of Agricultural Agents does not constitute authorization to use or apply any of those Agricultural Agents during the cultivation or processing of marijuana.
(f) Agricultural Agents; Acceptable Limits using Gas Chromatography or Liquid Chromatography utilizing an atmospheric-pressure chemical ionization (APCI) detector: 
	 
	Analyte
	CAS No.
	Acceptable Limit for Usable Whole Flower Marijuana Derivative Product Meant for inhalation
	Acceptable Limit for Derivative Product not meant for inhalation including Edibles

	2. renumbered 1. No change.

	2.3.
	Chlorfenapyr Chlofenapyr
	122453-73-0
	less than 100 ppb
	less than 100 ppb

	4. through 5. renumbered 3. through 4. No change.


The list above of Agricultural Agents does not constitute authorization to use or apply any of those Agricultural Agents during the cultivation or processing of marijuana. Agricultural Agents not required to be analyzed by Gas Chromatography may be analyzed by Gas Chromatography if all Acceptable Limit and Quality Control requirements are met and the analytes are listed on the CMTLs ISO/IEC 17025:2017 scope of accreditation as being tested by Gas Chromatography. When reporting the concentration of Chlordane in a mix of isomers, the response sum of cis- and trans-chlordane peaks must be used.
(g) through (k) No change.
(l) The CMTL shall have 60 days from the effective date of this rule to report Listeria monocytogenes, tin, and nickel on a Regulatory Compliance Testing COA and submit Proficiency Testing results for those Target Analytes in accordance with Rules 64-4.311 and 64-4.303, F.A.C. Beginning on the effective date of this rule, the CMTL shall have until their next ISO/IEC 17025:2017 renewal or the next requested update to their ISO/IEC 17025:2017 certification, whichever occurs first, to include Listeria monocytogenes, nickel, and tin on their ISO/IEC 17025:2017 certification.
(3) Potency Testing. 
(a) Potency Testing must include the amount, in milligrams, accurate to three (3) significant figures of Total Active THC and Total Active CBD in the Final Product.
(b) A CMTL must only report Usable Whole Flower Marijuana potency at the CMTL-tested Moisture content.
(c) Usable Whole Flower Marijuana potency percentage must be calculated as follows: Usable Whole Flower Marijuana Potency percentage = (mg Total Active THC/Total Active CBD ÷ product weight in mg) x 100. 
(d) All potency calculations for Usable Whole Flower Marijuana and Derivative Products must use the labeled weight of the Final Product. 
(e) All Usable Whole Flower potency results reflecting more greater than 32% Total Active THC must be confirmed by repreparation and reanalyzing of a portion of the homogenized Testing Sample. Confirmation test must meet requirements of paragraph 64-4.309(1)(d) to confirm potency. Usable Whole Flower Results confirmed to be above 32% must be reported to the department via email to OMMULabs@flhealth.gov or the department’s licensing portal, to include the passing COA and Data Package for the Potency Testing Field. 
(f) Edibles must use the measured weight of the Final Product for potency calculations.
(g) The CMTL shall have one (1) year from the effective date of this rule to include d8-Tetrahydrocannabinoid (d8-THC) in the calculation of Total Active THC as defined in Rule 64-4.300, F.A.C.
(4) through (5) No change.
(6) When conducting Regulatory Compliance Testing for Edibles, CMTLs must test for potency and must perform homogeneity testing for multi-serving edibles. 
(a) No change.
(b) Homogeneity sampling and testing of multi-serving Edibles, shall be in accordance with the following table. 
	No change


(c) through (e) no change.
(7) CMTLs must report any Testing Sample that is found to contain a significant level of any contaminant not listed in this rule. The CMTL must report such findings to the MMTC from which the sample was collected and to the department at OMMUlabs@flhealth.gov within 24 hours of the finding. Test results of samples tested for research and development purposes only are not required to be reported to the department.
(a) Any COA generated for research and development samples must be clearly labeled “R&D ONLY NOT FOR RETAIL.” A Retail Batch that has already been sampled for Regulatory Compliance Testing cannot be sampled as R&D. R&D Testing cannot be used to generate a Regulatory Compliance COA for a Final Product. 
(b) through (c) no change.
(8) through (9) no change.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.986(8)(k), 381.986(8)(e)11.d., 381.988(3), 381.988(9) FS. Law Implemented Art. X, § 29, Fla. Const., 381.986, 381.988, FS. History—New.
64-4.309 CMTL Quality Control Samples. 
(1) CMTLs must use Quality Control Samples in each analysis, where applicable. Quality Control Samples must be prepared and analyzed in the same manner as Testing Samples. The following Quality Control Samples must be in each analysis for Mycotoxins, Residual Solvents, Heavy Metals, Agricultural Agents, and Cannabinoid Profile:
(a) No change.
(b) Laboratory Fortified Blanks. CMTLs must prepare and analyze Laboratory Fortified Blanks for each Laboratory Batch according to the following: 
1. No change. 
2. The CMTL must record the Percent Recovery for all Target Analytes within each Laboratory Fortified Blank. 
a. No change. 
b. The range of recovery for Agricultural Agents, Mycotoxins, Residual Solvents, and Cannabinoid Profile Laboratory Fortified Blanks and Laboratory Fortified Blank duplicates must be calculated as three (3) times the standard deviation from the mean of no less than 20 replicates, updated a minimum of every 12 six (6) months. 
c. No change. 
d. The range of recovery deviations for Agricultural Agents, Mycotoxins, Residual Solvents, and Cannabinoid Profile can be no greater than 20% from the average recovery of no less than 20 replicates, updated a minimum of every 12 six (6) months. 
e. No change. 
3. through 4. No change. 
(c) Matrix Spike Samples. CMTLs must prepare and analyze Matrix Spike Samples for each Laboratory Batch according to the following:
1. Matrix Spike Samples must be analyzed after the Method Blank Laboratory Fortified Blanks. 
2. The CMTL must record the Percent Recovery for any Target Analyte within each Matrix Spike Sample. 
a. No change. 
b. The range of recovery for Agricultural Agents, Mycotoxins, Residual Solvents, and Cannabinoid Profile Matrix Spike Samples and Matrix Spike Sample duplicates is calculated as three (3) times the standard deviation from the mean of no less than 20 replicates, updated a minimum every 12 six (6) months. 
c. No change. 
d. The range of recovery deviations for Agricultural Agents, Mycotoxins, Residual Solvents, and Cannabinoid Profile can be no greater than 30% from the average recovery of no less than 20 replicates, updated a minimum of every 12 six (6) months. 
e. No change. 
3. through 4. No change. 
(d) For Analytical Samples with an analyte response above the LOD and greater than 30% analyte recovery below the average analyte recovery in the Analytical Batch’s Laboratory Fortified Blanks and Matrix Spike Samples, the CMTL must perform standard addition to correct for Matrix effect. The standard addition regression must have an r2 value of 0.99 or greater. The concentration of the analyte is calculated as: Concentration of analyte on column = (response of analyte on column / regression slope).
1. through 2. No change. 
(e) through (f) no change.
(g) After the initial CCV, the CMTL must run subsequent CCVs once every 12 hours, or at a minimum, every 10 injections, and after all Analytical Batch injections. The CMTL shall calculate the Calibration Drift between the ICV and the corresponding Calibration Curve level. The CMTL shall also calculate the Calibration Drift between the CCV and the corresponding Calibration Curve level. The Calibration Drift must be no more than 20%. The ICV and CCV must contain all required Target Analytes. All Target Analytes must have Calibration Drift calculated and evaluated. An ICV must be analyzed a minimum of every 3 months or with every new Calibration.
1. If one or both of the CCV results bracketing a group of 10 injections are greater than 20% but less than 50% Calibration Drift above the corresponding Calibration Curve level concentration, the CMTL may report any Target Analyte result below the LOD. Otherwise, the samples affected by the failed CCV shall be reanalyzed for the failing Target Analyte. A CCV may be reinjected immediately after a failed CCV, and if passing the run can continue using the results from the second CCV injection. Otherwise, the CMTL must reanalyze the samples affected by the failed CCV after a new Calibration Curve has been established and accepted. If a CCV result is greater than 50% Calibration Drift above the corresponding Calibration Curve level concentration, the CMTL must reanalyze the Analytical Batch for the failed Target Analyte. CCV results may only be reported from one (1) CCV injection. 
2. through 3. No change. 
(h) through (p) no change.
(2) Microbiological Testing by polymerase chain reaction (PCR). 
(a) For PCR Microbiological Testing, the Laboratory Batch must include:
1. One positive Quality Control Sample able to detect the presence of the Microbe of interest presence in a minimum of one gram; 
2. through 3. No change. 
(b) Microbes with an Acceptable Limit of none present in a minimum of one gram must undergo a minimum 24-hour enrichment before testing. 
(c) PCR testing protocols may not utilize any extracellular DNA removal step which includes but is not limited to denaturing enzymes and propidium monoazide (PMA). Plating Aspergillus spp. samples is not permitted. 
(3) For Total Combined Yeast and Mold analysis, each Analytical Batch Testing Sample must be prepared and analyzed with a minimum of one (1) microbe specific positive plate or PCR well, one (1) negative plate or PCR well, and one (1) Duplicate Testing Sample per day in duplicate with a maximum calculated RPD of 40% between duplicate Testing Samples. 
(a) Analysis for Total Combined Yeast and Mold for Usable Whole Flower Marijuana must use a culture based method. Analysis for Total Combined Yeast and Mold for Derivative Products including Edibles may use a culture based method or PCR. If the results of the PCR analysis are greater than 10,000 CFU per gram, then a culture based method must be used to quantitate the final result.
(b) No change. 
(c) The following A minimum amounts of 10 grams must be prepared and analyzed from the homogenized Testing Sample for Microbiological Contaminant Testing analysis: for Total Combined Yeast and Mold analysis. 
1. Ten (10) grams for Total Combined Yeast and Mold and one (1) gram for all other Microbiological Contaminant Testing assays in Usable Whole Flower; and
2. One (1) gram or milliliter for each Microbiological Contaminant Testing assay in Final Products consisting of mechanically separated trichomes with no solvent extraction step (i.e., kief, bubble hash, pressed rosin), Derivative Products and Edibles; 
(d) Confirmation of failed results must use the same method as the original analysis.
(d)(e) Total Combined Yeast and Mold analyzed by plate count must be serially diluted to obtain a CFU count of 10 to 150 CFU per plate at a dilution of 100x or greater and must have a minimum of one (1) microbe specific positive plate, one (1) negative plate, and one (1) Duplicate Testing Sample plate per day. 
(e)(f) No change. 
(f)(g) Total Combined Yeast and Mold culture-based protocols must follow protocols prescribed in the Analytical Method and by the manufacturer for temperature and incubation time incubate for a minimum 60 hours. If an irradiative sterilization step is used on a Usable Whole Flower Marijuana product Usable Product during processing, Total Combined Yeast and Mold Samples must be incubated for an additional 24 48 hours if no growth is visible after the initial incubation period 60 hours. If there is no growth after the additional 24 hours, another additional 24 hours of incubation must be performed. This final incubation period will mark the end of the incubation time and the result at this time will be the final result for the analysis.
(4) through (5) no change.
(6) Data must be reported once all Quality Control Samples pass the requirements stated in this rule. Retesting of a Testing Sample may only be performed to confirm a failing result or if one or more Quality Control Samples does not meet one or more of the Quality Control Sample requirements stated in this rule. Notwithstanding this limitation, a CMTL may retest a Testing Sample that passes the requirements provided in this rule if: 
(a) the passing result is more than three (3) standard deviations from the mean of the CMTL’s historical data; or
(b) the CMTL’s historical data results are below the LOD and the CMTL suspects contamination of the Testing Sample.
(7) A CMTL’s historical data must meet the following criteria to be used as a justification for retesting a Testing Sample that passes the requirements of this rule:
(a) Contain at least twenty (20) data points. Data points for different sized Final Products (e.g., 3.5 grams and 7.0 grams Usable Whole Flower) can be combined to meet this requirement;
(b) Historical data for a Final Product must be for the same Cultivar or flavor;
(c) Historical data must span a minimum of 180 days and include the CMTL’s most recent data points (i.e., the data points generated in the 180 days immediately preceding the retest);
(d) Only Regulatory Compliance COA data can be used as historical data; and
(e) Historical data must include all available Regulatory Compliance COA data within the time period selected by the CMTL. For example, if a CMTL selects a historical data period of 180 days, the CMTL must include all Regulatory Compliance COA data within that 180 day period.
(8) A CMTL must notify the department in writing at OMMULabs@flhealth.gov before retesting a Testing Sample that passes the requirements of this rule. The written notification must include: 
(a) Retail Batch number, Final Product description, and Cultivar or flavor;
(b) All original COAs used in the historical data to determine that retesting may occur pursuant to this rule; 
(c) Testing Field(s) which require reanalysis; 
(d) Reason for retesting a Testing Sample; 
(e) If contamination by the CMTL is suspected, a corrective action plan in compliance with Rule 64-4.315, F.A.C.; and 
(f) Documentation demonstrating that the historical data used to justify the retest satisfies the requirements of subsection (7).
(9) A CMTL must report the results of retesting a passing Testing Sample in the following way:
(a) The retesting result is considered to confirm the original result if the RPD is less than or equal to 20.0%. If the retest result confirms the original result, then the original value for the Cannabinoid and Potency Testing Fields and the higher value for all other Testing Fields must be reported on the COA.
(b) If the retesting result does not confirm the original result, or one result is below the LOD and the other result is above the LOD, a third test must be performed. If the original result is not confirmed, the higher of the two retesting values must be reported on the COA. If the Testing Sample is confirmed to be below the LOD, it must be reported in accordance with Rule 64-4.311, F.A.C.
(c) If the retesting result is above the Acceptable Limit, then a confirmation test must be performed in accordance with Rule 64-4.308, F.A.C. 
Rulemaking Authority Art. X, § 29, Fla. Const.,381.988(3), 381.988(9), FS. Law Implemented Art. X, § 29, Fla. Const., 381.988, FS. History–New.
64-4.310 CMTL Calibration Standards.
(1) through (3) No change.
(4) For Heavy Metals analysis, the instrument detection limit must be measured as the concentration equivalent to the Target Analyte signal which is equal to the average blank result plus three (3) times the standard deviation of a series of 10 replicate measurements of the calibration blank signal at the selected analytical mass(es). The instrument detection limit cannot be greater than the LOD. The instrument detection limit samples must be prepared and run in three (3) separate batches over three (3) separate days.
(5) The Calibration Curve must:
(a) through (e) No change.
(f) Have a correlation of determination (r2) using all standard curve points equal or greater to 0.99. 
1. No change.
2. A CMTL may only use weighted correlations if non-weighted correlations do not meet me the 0.99 r2 requirement.
(g) No change. 
(h) Have an in-Matrix concentration spanning from, at a minimum, the LOQ to the inhalation limit, no more than three (3) times the inhalation Acceptable Limit for each individual Target Analyte, and, with the exception of Residual Solvents, have a maximum Dilution Factor dilution factor of 20 for non-inhalation Target Analytes;
(i) No change.
(j) Have all Calibration Standards calibration point be from the same run sequence;
(k) through (m) No change. 
(6) through (7) No change.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(3), 381.988(9), FS. Law Implemented Art. X, § 29, Fla. Const., 381.988, FS. History–New.
64-4.311 CMTL Certificate of Analysis.
(1) A CMTL must generate a COA containing the results from each Final Product tested, containing all the information required in paragraph (1)(a) below, and all the information required in paragraphs (1)(b) and (1)(c) below, as applicable. Additional information, analysis, or graphics not expressly required by paragraphs (1)(a) through (1)(c) may be included on any COA required by this rule. All Target Analyte concentrations must be reported on and labeled in the units specified in Rule 64-4.308, F.A.C. All COAs must be delivered to the MMTC as a portable document format (“PDF”) and must be locked to prohibit unauthorized editing. 
(a) COAs for Environmental Testing, Microbiological Testing, and Cannabinoid Profile testing must contain:
1. through 16. No change. 
17. The expiration date of the COA results for the retail product. The expiration date of the COA results must be one (1) year or less from the sample date. The expiration date can be increased if the Final Product has gone through a stability study conducted by a CMTL following Food and Drug Administration Guidance for Industry Q1A(R2) Stability Testing of New Drug Substances and Products (https://www.fda.gov/media/71707/download);
18. through 21. No change.
(b) through (f) No change.
(2) through (4) No change.
(5) Supporting documentation. Upon request by the department, a CMTL must provide the department with copies of the following within two (2) business days 48 hours of the department’s request:
(a) through (ll) No change.
(6) No change. 
Rulemaking Authority Art. X, § 29, Fla. Const.,381.988(3), 381.988 (9), FS. Law Implemented Art. X, § 29, Fla. Const., 381.988, FS. History–New.
64-4.312 CMTL Manual Integration.
(1) No change.
(2) The resolution between a Target Analyte’s chromatographic peak and an adjacent peak, whether an interferent peak or a preceding or succeeding Target Analyte, must be greater than or equal to 1.0 using the equation: 
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where R is the resolution, RT is the Retention Time of the peaks, and W is the width of the peaks at one half the height of the peaks. For Gas Chromatography and Liquid Chromatography resolution is required for Selective Ion Monitoring (SIM) and Multiple Reaction Monitoring (MRM) windows not for the overall responses.
(a) through (b) No change.
(3) through (5) No change.
(6) CMTLs must create, maintain, and follow an SOP for chromatography and Manual Integration standards. The SOP must include but is not limited to the following topics:
(a) No change.
(b) All requirements contained in subsections (1) through (5) previously mentioned requirements in this rule;
(c) through (f) No change. 
(7) through (8) No change. 
Rulemaking Authority Art. X, § 29, Fla. Const.,381.988(3), 381.988(9), FS. Law Implemented Art. X, § 29, Fla. Const.,381.988, FS. History–New.
64-4.313 CMTL Waste Management and Disposal.
(1) As used in this rule, the term “Marijuana Waste” includes the following materials:
(a) through (c) No change. 
(d) Notwithstanding the foregoing, Marijuana Waste does not include hazardous waste or universal waste, as those terms are defined in Rule 62-730.020, F.A.C., (eff. 9-10-25), which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-19260 https://www.flrules.org/Gateway/reference.asp?No=Ref-XXXXX, or biomedical waste as defined in s. 381.0098(2)(a), F.S.
(e) No change.
(2) through (6) No change.
(7) After Marijuana Waste is rendered unusable and unrecognizable or irretrievable, any remaining Marijuana Waste shall be disposed of via one of the following methods:
(a) Delivered to an appropriate solid waste management facility, as that term is defined in subsection 62-701.200(112), F.A.C., (eff. 2-15-15), which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-19261 https://www.flrules.org/Gateway/reference.asp?No=Ref-XXXXX; 
(b) Delivered to a composting facility that is registered with or permitted by the Department of Environmental Protection pursuant to Cchapter 62-709, F.A.C., (eff. 2-15-10), which is incorporated by reference herein and available at https://flrules.org/Gateway/reference.asp?No=Ref-19262 https://www.flrules.org/Gateway/reference.asp?No=Ref-XXXXX; or
(c) Composted Onsite by the CMTL in accordance with Cchapter 62-709, F.A.C.
(8) through (11) No change.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(3), 381.988(9), FS. Law Implemented Art. X, § 29, Fla. Const.,381.988, FS. History—New.
64-4.314 CMTL Background Screening.
(1) Required Background Screening.
(a) No person may serve as an Employee, Owner, or Manager, as those terms are defined in section 381.988, F.S., Rule 64-4.300, F.A.C., until the person has passed a level 2 background screening as required by section 381.988, F.S.
(b) A CMTL that allows a person to serve as an employee, owner, or manager before passing background screening will be subject to discipline under this chapter pursuant to Rule 64-4.315, F.A.C.
(2) Background Screening Procedures.
(a) through (d) No change.
(e) After receipt of the background report, the department may issue to the prospective employee, owner, or manager requests for additional information or clarification necessary to complete the background screening process. After assessing the background report and any additional information received from the prospective employee, owner, or manager, the department will issue notice in writing to that individual stating whether the individual has passed background screening and is therefore eligible pursuant to section 381.986, F.S. The department will also issue written notice to the CMTL or Applicant advising whether the prospective employee, owner, or manager has passed background screening.
(f) A CMTL must retain, in its records, the written background screening notices from the department for all employees, owners, and managers currently serving the CMTL and must retain the written notices for at least seven (7) years after an employee, owner, or manager is terminated, removed, or otherwise separated from the CMTL. Upon request from the department, the CMTL must provide copies of written notices of background screening for the CMTL’s current employees, owners, or managers. Copies of such notices must be provided within two (2) business days 48 hours of the department’s request.
(3) Fingerprint Retention Fees and Notifications.
(a) The annual fee for participation in the AFRNP is $6.00 per individual fingerprint record retained. There is no fee for the initial year of participation. The CMTL must pay the annual fee for all its active employees, owners, and managers in the AFRNP via a separate payment mailed to the department.
(b) through (d) No change.
(4) No change.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(3), 381.988(9), 943.05(2)(h)3., FS. Law Implemented Art. X, § 29, Fla. Const., 381.988, 943.05, FS. History–New.
64-4.315 CMTL Fines, Suspension, and Revocation.
(1) No change.
(2) The department will provide to the CMTL a written notice of violation. If a violation of department rules is also a violation of ISO/IEC 17025:2017 standards, the department will also provide the notice of violation to the CMTL’s ISO/IEC 17025:2017 accrediting body. A CMTL must provide a proposed corrective action plan to the department within seven (7) calendar days of receipt of a notice of violation. The corrective action plan must conform to the ASTM D8229-19 Standard Guide for Corrective Action and Preventative Action (CAPA) for the Cannabis Industry incorporated by reference and available at: https://flrules.org/Gateway/reference.asp?No=Ref-19259 https://www.flrules.org/Gateway/reference.asp?No=Ref-XXXXX. The department may extend the timeframe for submittal of a corrective action plan for good cause (e.g., untimely delivery of notice of violation) shown. Upon review of the corrective action plan by the department, the CMTL may be required to take specific additional actions to cure the violation. The CMTL must comply with and perform all such additional curative actions as directed by the department. A CMTL is subject to discipline notwithstanding the implementation of a corrective action plan.
(3) through (5) No change.
(6) The department may immediately suspend, for a period of up to three (3) weeks, the testing operations of a CMTL that has received three (3) written notices of violation in a twelve-month time-period for the same violation.
(7) through (12) No change.
(13) For the purposes of the following schedule of fines, the descriptions of the violations are abbreviated, and the full statute or rule may be found by referring to the cited statutory or rule provision.
	
	VIOLATION
	MINIMUM FINE PER VIOLATION
	MAXIMUM FINE PER VIOLATION

	(a) through (m). No change.

	(n)
	Testing marijuana, or providing testing results to an MMTC, while required accreditation is lost or suspended. (Paragraph Rule 64-4.315(3)(b), F.A.C.)
	$5,000
	$10,000

	(o) No change.

	(p)
	Failing to report loss or suspension of required accreditation or to provide required documentation upon such loss or suspension. 
(Paragraph Rule 64-4.315(3)(a), F.A.C.)
	$1,000
	$2,000

	(q) through (w) No change

	(x)
	Failing to notify and request approval from the department in writing of all contractual relationships to change Control of the entity holding the certification, or to change its Managers, Owners, or Investors, prior to the execution of the change. 
(Rule 64-4.301, F.A.C.)
	$5,000
	$10,000

	(y) through (rrr) No change

	(sss) 
	Failing to determine the LOD in compliance with Rule 64-4.310, F.A.C.
(Rule 64-4.310, F.A.C.)
	$2,500
	$5,000

	(ttt)
	Failing to manually integrate analytical peaks in compliance with Rule 64-4.312, F.A.C.
(Rule 64-4.312, F.A.C.)
	$2,500
	$5,000

	(uuu) through (xxx) No change. 

	(yyy) 
	Failure to perform an annual review for all Testing Fields utilizing chromatography.
(Rule 64-4.312, F.A.C.)
	$2,500
	$10,000

	(zzz) through (eeee) No change. 

	(ffff)
	Failing to maintain compliance with all parts of ISO/IEC 17025:2017 accreditation.
(Rule 64-4.301, F.A.C.)
	$1,000
	$5,000

	(gggg) No change. 


(14) This rule shall be reviewed, and if necessary, repealed, modified, or renewed through the rulemaking process five years from the effective date.
Rulemaking Authority Art. X, § 29, Fla. Const., 381.988(8), 381.988(9), FS; Law Implemented Art. X, § 29, Fla. Const., 381.986, 381.988, FS. History—New.
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