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DECLARATION OF EMERGENCY
Louisiana Department of Health
Office of Public Health
Regulation of Medical Marijuana
LAC 51:XXIX:101-907

The Louisiana Department of Health, Office of Public Health (LDH/OPH), pursuant to the
emergency rulemaking authority granted by R.S. 40:4(A)(13), hereby adopts the following
Emergency Rule for the protection of public health. This Emergency Rule is promulgated
specifically in accordance with R.S. 49:962 of the Administrative Procedure Act (R.S. 49:950, et
seq.).

The LDH/OPH finds it necessary to make changes to the Louisiana Administrative Code
as a consequence of changes made to medical marijuana statutes under Acts No. 491 and 492 of
the 2022 Regular Session of the Louisiana Legislature, which collectively transferred regulation
and oversight of the manufacture and distribution of medical marijuana in the state from the
Louisiana Department of Agriculture and Forestry (LDAF) to the Louisiana Department of Health.
The following changes will provide the LDH/OPH the authority and ability to effectively conduct
said oversight, which is vital to the health of Louisiana’s citizens and visitors. Lack of effective
oversight and regulation could result in an imminent peril to the public health, safety, or welfare.
Moreover, although Section 4 of Act 491 authorizes LDH to utilize the existing Rules promulgated
by LDAF concerning the manufacture and distribution of medical marijuana, use thereof does not
fully mitigate against such peril, because said rules are incompatible, at least in part, with Acts No.
491 and 492 and with existing rules, procedures, and polices of LDH. Confusion over regulation
could lead to cessation of the production of medical marijuana, upon which many residents of the
state depend for treating applicable health conditions. LDH has additionally taken cognizance of
Sections 3 and 4 of Act 491, both of which contemplate the possibility that LDH may need to
undertake emergency rulemaking in connection with said Act. Further, this Emergency Rule will
provide the state health officer the ability to make critical decisions that protect human health.
Accordingly, the following Emergency Rule, effective August 1, 2022, shall remain in effect for
a maximum of 180 days, or until the final Rule is promulgated, whichever occurs first.

This rule adds a new Part, Part XXIX, to Title 51 of the Louisiana Administrative Code,
consisting of nine Chapters enumerating the various provisions of the regulation of medical
marijuana. Chapter 1 provides definitions that are unique to such regulation. Chapter 3 specifies
the enabling legislation and notes that the products to be regulated herein are subject to applicable
federal law. Chapter 5 describes the permitting process for contractors and the licensure process
for the two statutorily-prescribed licensees. Chapter 7 lists the inspection requirements for medical
marijuana facilities and the operational requirements for the firms. Chapter 9 specifies the
requirements for medical marijuana testing laboratories.



Title 51
PUBLIC HEALTH—SANITARY CODE

Part XXIX. Medical Marijuana

Chapter 1. General Requirements

§101. Definitions

A. Except as may be otherwise defined in any provision of this Part, and unless the context
or use thereof clearly indicates otherwise, the following words and terms used in this Part of the
Sanitary Code are defined for the purposes thereof, and for purposes of any other Parts which are
adopted or may hereafter be adopted, as follows:

Immature Plant—nonflowering medical marijuana {as defined below) plant that is no taller than
eight inches produced from a cutting, clipping or seedling.

Licensee—as defined in La. R.S. 40:1046(H)(2}a), the Louisiana State University Agricultural
Center or the Southern University Agricultural Center.

Louisiana Medical Marijuana Tracking System (LMMTS)the required seed-to-sale tracking
system that tracks medical marijuana from either the seed or immature plant stage until the plant
material is sold as a finished product to a licensed medical marijuana pharmacy or destroyed.

Medical Marijuana—any parts of the plant genus Cannabis and all derivatives of all strains of
this genus, whether growing or not; the seeds thereof; the resin extracted therefrom; any
compound, tixture, or preparation of such plant, its seeds, or resin, including
tetrahydrocannabinol (THC), cannabidiol (CBD), and all other naturally-occurring
phytocannabinoids, whether produced directly or indirectly by extraction. This term does not
include the mature stalks of such plant: fiber produced from such stalks; oil or cake made from
the seeds of such plant; any other compound, salt, derivative, mixture, or preparation of such
mature stalks (except for the resin extracted therefrom); fiber, oil, or cake; or sterilized seed
incapable of germination.

Medical Marijuana Waste—medical marijuana that is unusable or that cannot be processed into a
useable form.

Permiitee—contractor employed by the licensee to grow, cultivate, process, transport, and
distribute medical marijuana.

Therapeutic Marijuana—see Medical Marijuana.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:




Chapter 3. Authority; Preemption

8§301. Authority

A. The rules specified in this Part are promulgated under the authority of R.S. Title 40,
Chapter 4, Part X-E (R.S. 40:1046 et seq.).

B. In accordance with the provisions of 21 U.S.C. 812, medical marijuana remains classified
as a Schedule 1 Controlled Dangerous Substance by the government of the United States. No
Louisiana law or regulation may preempt or supersede federal law, and the products regulated in
the rules described in this Part remain subject to such laws as are applicable to Schedule [
substances.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:;

Chapter S. Licensure and Permitting

§501. Licensure of Authorized Entities

A. The department shall issue a nontransferable license to the Louisiana State University
Agricultural Center and to the Southern University Agricultural Center to produce medical
marijuana. Such license shall be renewable annually on July 1. Requirements for renewal include
the maintenance of a contractual relationship with a single permittee.

B.  No other entity is authorized to receive a license for the production of medical marijuana.
C. Licensees shall comply with all applicable requirements of R.S. Title 40, Chapter 4, Part X-E
(R.S. 40:1046 et seq.). including payment of all fees, allowance of all inspections, and provision
of all information reguired thereunder.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§503. Permitting

A. Licensees shall contract with only one (1} permittee, and this permittee shall apply to the

department for an annual permit to engage in growing, cultivating, processing, transporting, and

distributing medical marijuana.

B. Permits are nontransferable and subject to an application review process and a license fee
of $100,000.00. Permits expire on and shall be renewed annually on July 1.

C. Permittees shall comply with all applicable requirements of R.S. Title 40, Chapter 4, Part X-E

of all information required thereunder.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§505. Application Process
A. Applications for permitting shall be made using documents supplied by the department
for this purpose.
B. Applicants shall supply the following information as a condition of receiving a new
permit:

1. detailed plans of the facility, including a site plan and plumbing, electrical,




mechanical, HVAC, and drainage schedules as well as schedules of finishes for floors,
walls, and ceilings in all areas;

2. plans including layouts and lists of equipment used for surveillance of the facility.,
including cameras, motion-sensing devices, locking mechanisms, points of secured entry
and egress, and monitoring stations;

3. proposed hours of operation and approximate estimated staffing levels;

marijuana manufactured at the site, including procedures for identifying, monitoring, and

controlling any relevant biological, physical, or chemical hazards reasonably likely to

occur during the growth, cultivation and harvesting, and production and packaging
_phases of the operation;

5. lists of required per-batch production records used for the manufacture of medical

marijuana, including relevant laboratory testing of raw materials, components, excipients,

and other constituents:

6. a recall plan;

7. a document provided by the licensee affirming that all criminal background checks on
contractor personnel required by R.S. 40:1047 have been completed to the licensee’s satisfaction;
and

8. any other information or plans required to be provided under R.S. Title 40, Chapter 4,
Part X-E (R.S. 40:1046 et seq.).

= _As a condition of renewal of a permit, the permittee shall supply the
following additional information in writing to the department by January 10 of the renewal year:
1. the gross quantity of medical marijuana grown during the preceding calendar year;
2. a detailed report of associated production costs, including seed, fertilizer, labor,
advisory services, construction and maintenance, and irrigation;
3. a detailed list of items for which subcontractors were employed and the associated
costs for each service rendered by subcontractors;
4. the total quantity of medical marijuana generated as a finished product within that year
and the quantity distributed to each licensed marijuana pharmacy:;
5. costs paid to the licensee related to medical marijuana production; and
6. any other information or plans required to be provided under R.S. Title 40, Chapter 4,
Part X-E (R.S. 40:1046 et seq.).

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

Chapter 7. Inspections and Operational Requirements

§701. Inspections
A. Permittee facilities require a preoperational or initial inspection and this shall follow
review and acceptance of the plans required in §505. Inspections are designed to ensure the
following:
1. the facility 1s of solid construction and designed in such a way to secure the knowledge
_of the nature of its operations from a casual observer by means of odor control and
secure enclosed spaces;




2. the facility, staff, and documents meet the necessary minimum standards to ensure the
production of safe medical marijuana;

3. operational documents as described in §505.B are maintained on-premises;

4. the firm has current access to the Louisiana Medical Marijuana Tracking System
(LMMTS);

5. the facility has adequate site and product security measures in place, including visitor
logs and elnployee activit}f recordS'

in place
_7. the facility has complete personnel records in place;
8. comphance with the requirements of §715 of this Part; and
9. the facility complies with all applicable requirements of R.S. Title 40, Chapter 4, Part
X-E (R.S.40:1046 et seq.}.

B. As a condition of its permit, the permittee shall allow the State Health Officer or his/her
designee(s) to review all records relevant to the operations and management of the permitted
facility.

C. Routine inspections of permitted facilities to assess continued compliance shall occur no
less frequently than twice per fiscal year. Complaint-based inspections may be conducted at any
time during business hours and without prior notice.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§703. Product and Site Security
A. Permittee facilities shall maintain an onsite security system that includes, at a minimum,
the following components:
I. secured locks on doors throughout the facility;
2. audible alarms and a system of video and audio surveillance cameras with recording
capabilities that meets the following additional requirements:
a. video surveillance shall cover all points of entry and exit and restricted-access
areas:
b. video surveillance shall have accurate date and time stamps:
c. video surveillance recordings shall be maintained for at least 30 (thirty) days.
3. a “panic” device with the ability to contact law enforcement;
4. a “duress” device capable of contacting law enforcement by means of a “silent alarm”

and;
5. restricted access to sensitive areas (where medical marijuana products are
cultivated, extracted, processed or stored).
B. Surveillance systems shall be monitored onsite between the hours of 8:00 and 17:00, but
off-site monitoring may be provided during other hours.
C. __ Restricted-access areas shall be noted in the firm’s security plan and posted with suitable

signage. These areas shall remain locked during all hours and access shall be controlled by
means of employee badge scanners or similar devices.

D. Visitors shall be required to sign a log indicating their firm, purpose of visit, and date and
time in and out of the facility. Visitors shall be allowed on the premises for official purposes only
and shall be issued visitor badges for the duration of their visits. Visitors shall not remain in




restricted-access areas unaccompanied by an authorized staff member unless no medical
marijuana is present in the area at the time of the visit.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§705. Louisiana Medical Marijuana Tracking System
A. Permittee facilities shall possess and maintain required hardware and software to connect
to the Louisiana Medical Manjuana Tracking System.
B. Each plant and medical marijuana product originating at the facility shall be assigned a
unique tag and identification number for tracking purposes.
C. Within 24 hours of the occurrence of one of the following events, it shall be documented
in the LMMTS:
1. purchase or other acquisition of marijuana plants or seeds, including immature plants
and seedlings;
2. sale, transfer or transport of medical marijuana to another contractor, approved
laboratory, or medical marijuana pharmacy:

D. All records relating to transactions referenced in Subsection C., above, must be maintained for
at least the current calendar year as well as the three preceding calendar years (if applicable).

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§707. Inventory Control

A. Penmittee facilities shall maintain an inventory of medical marijuana, including medical

marijuana waste, on their premises and update these records no less frequently than once per
week.

B. Medical marijuana waste shall be tracked in the LMMTS and stored in a restricted-access
area until it is incinerated or removed to a composting facility or landfill,

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§709. Toxic Chemical Use and Storage

A. _ Permittee facilities shall handle and store any chemicals for direct or indirect contact with

directions.

B. Restricted-use pesticides shall only be handled by individuals with the required
certifications.

C. Permittees shall maintain records of material safety data sheets (MSDS) for all chemicals
currently in use at the facility.

D. When applying pesticides to a crop, the facility shall maintain the following records:
L. date and time of application;

2. name of the individual applying the pesticide;

3. batch numbers of all chemicals used: and

4. the amount and name of the chemicals used, including the EPA registration
number, if applicable.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.




HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:
§711. Transportation of Medical Marijuana
A. Permittee facilities shall generate an inventory manifest prior to transporting any medical
marijuana to a licensed marijuana pharmacy, laboratory, contractor or disposal site. The manifest
shall include the following items:

1. name of the ortginating firm;

3. quantity expressed in terms of weight measure or unit of each type of medicat
marijuana comprising the shipment;

4. the date and approximate departure and arrival times of the shipment;

5. the identity of the agents involved in the transportation; and

_6. the make, model, and license plate number of the transport vehicle.

B. Prior to initiating transport, the originating facility shall supply a copy of the inventory
manifest referenced in Subsection A to the receiving facility.
C. Upon receipt, the receiving facility shall update the relevant records in the LMMTS,

except that the shipment shall be refused if unaccompanied by an valid, unaltered LMMTS
inventory-manifest document.

D. Shipments that are refused under the provisions of Subsection C shall be returned to the
originating facility at its expense and the appropriate documentation shall be generated and
provided to the transporter and the receiving facility prior to returning the materials to the

receiver. Updates to the material records in the LMMTS shall be made as needed.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§713. Sampling Reguirements

A.  Permittees shall sample every batch of product to ensure compliance with the standards
of quality outlined below. Permittees shall not release any batch of product for sale until the
representative sample has been verified as compliant. Batches may be tested prior to portioning
or packaging.

B. Sample verification shall be by means of the issuance of a certificate of analysis from the
approved laboratory conducting the sample analysis issued to the Louisiana Departiment of
Health and the originating facility no later than 24 hours after testing is complete.

__C. Any batch with a sample failing one or more of the tests (by exceeding allowable limits

for contaminants or residues) shall be remediated or destroyed, at the option of the permittee. A
batch shall only be remediated once, and if subsequent sampling fails to correct the exceedance,
the affected batch shall be destroyed.

D. Sample medical marijuana waste held at an approved laboratory shall be destroyed within
60 days of completion of testing,

E. Minimally-processed plant material shall be subject to all testing requirements below
except testing for solvent residues,

F. _Medical marijuana samples shall be required to meet the following standards of quality:

1. microbiological contaminants:
a. mold/yeast <10,000 CFU/g;




b. pathogenic Escherichia coli and Salmonella spp. < 1CFU/g;

c. aflatoxins < 20 ppb;

d. ochratoxins < 20 ppb.
2. solvent residues:

a. butanes < 800 ppm;

b. heptanes < 500 ppm;

¢. benzene <1 ppm;

d. toluene <1 ppm;

e. hexanes < 10 ppm;

f. xylenes < lppm;

g. ethanol < 5,000 ppm.
3. heavy-metal contaminants:

_a. arsenic < 10 ppm;

b. cadmiuim < 4.1 ppm;

¢. lead < 10 ppm;

d. mercury < 2 ppm.
4. pesticide residues: see Table | for maximum contaminant levels for finished products;
any pesticide not listed shall not have detectable residues in finished products.

5. homogeneity: each aliquot shall have a variance of no more than plus or minus fifteen
{15) percent of the total average result for THC content,

6. potency: the product shall have a variance of no more than plus or minus fifteen (15)
percent of the THC content specified on the product label.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§715. Basic Facility Requirements
_A.  Permittee facilities shall provide finishes to floors, walls, and ceilings that are durable,
light in color, and easily cleanable.
B. Facilities shall be sufficient in size to allow space for the following:
1. orderly placement of equipment and materials to minimize the possibility of
contamination;
2. receipt, storage, and withholding from use components pending sampling (if required),
identification and release by quality assurance personnel;
3. holding of rejected components or finished products pending disposal or rework;
4. storage of containers, packaging and labeling;
S. manufacturing and processing operations:
6. packaging and labeling operations; and
7. storage of finished products.
€. Facilities shall provide lighting, ventilation, and screening as needed to do the following:
1. prevent contamination of products with extraneous adulterants;
2. minimize dissemination of microorganisms from one area to another.
D.  Facilities shall provide locker rooms for storage of employee personal equipment and
belongings.




E.  Facilities shall provide a plumbing system designed and installed in accordance with the
Louisiana State Uniform Construction Code. Additionally, the system shall include the
following:

1. no cross-connections between any potable and non-potable water supply;

2. where all equipment is not clean-in-place, at least one three-compartment sink with
compartments adequate in size to submerse the largest utensil used in manufacturing
operations;

3. an adequate number of hand lavatories supplied with hot-and-cold running water
through a mixer-type faucet and hand soap and paper towels located convenient to
manufacturing operation areas;

4. at least one utility sink for the disposal of mop wastes:

5. adequate means of sanitary disposal of wastewater.

F.  Facilities shall provide adequate means of conveyance, storage, and disposal of refuse
and non-medical marijuana waste products so as to minimize the development of odors, prevent
waste products from becoming an attractant to and harborage for vermin, and prevent
contamination of components, finished products, facility surfaces, grounds or water supplies.

G.  Facilities shall provide toilet rooms in accordance with the Louisiana State Uniform
Construction Code. Additionally toilet rooms shall be maintained in proper working order and in
a sanitary condition. Toilet rooms shall have self-closing doors and shall not open directly into
manufacturing areas. Toilet rooms shall include signs directing employees to wash hands with
soap and water after using the toilet.

H. Facilities shall be located on premises that are maintained free of the following:

I. disused equipment, waste, debris or other matenials that may serve as harborages for or
attractants to vermin;

2. overgrowth of vegetation;

3. poorly-drained areas; and

4, excessively-dusty areas.

L. Equipment used in manufacturing operations shall not be additive, reactive, or absorptive
to any product or its components and shall be mstalled in such as manner as to facilitate cleaning

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq..
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

Chapter 9. Approved Laboratories for Testing Medical Marijuana

§901. General Requirements

A. Permittee facilities shall only utilize approved laboratories, as defined in this Section, for
testing of medical marijuana.

B.  Prior to testing medical marijuana to verify compliance, a laboratory shall apply for and
receive a medical marijuana laboratory license from the Louisiana Department of Health.
C. A 1aboratory holding or seeking a medical marijuana laboratory license shall comply with
all applicable requirements of R.S. Title 40, Chapter 4, Part X-E {R.S. 40:1046 et seq.).

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.



HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§903. Application Process

A. _ Applications for initial licensure and renewal of licensure shall be made using documents
supplied by the department for this purpose.

B. Applicants shall be required to supply the following documentation as part of the
application process:

___ L. proof of accreditation through the National Institute on Drug Abuse (NIDA), the
National Environmental Laboratory Accreditation Conference (NELAC), or the
International Organization for Standardization (ISO}; or proof of operation of a licensed
or permitted medical marijuana testing laboratory in another state for the previous 12
months, and accreditation or pending accreditation through ISO;

2. an affidavit that representatives of the State Health Officer shall be granted access

3. documentation indicating that the firim is currently able to access and utilize the
Louisiana Medical Marijuana Tracking System (LMMTS).

C. Approved medical marijuana testing laboratory licenses shall be renewable annually
every December 31. Applications for renewal shall be submitted to the Louisiana Departinent of
Health no later than October 31 applicants shall provide copies of current accreditation-
verification and permit documents in order for a new license to be issued to the facility.

D.  Failure to renew in a timely fashion shall trigger a requirement to destroy all medical

premises at that time shall be subject to seizure under the provisions of La. R.S. 40:632 ¢/ seq.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§905. Exemptions
A. The Agricultural Chemistry Laboratory of the Louisiana Department of Agriculture and
Forestry is exempt from the requirements of §901 and §903.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:

§907. Records

A. Laboratories shall maintain all records related to testing of medical marijuana for no less
than three years. Such records shall be made available for review to representatives of the State
Health Officer upon request.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1046 et seq.
HISTORICAL NOTE: Adopted by the Louisiana Department of Health, Office of Public
Health, LR 48:



Table 1. Category I and Il Pesticide Residue Maximum Contaminant Levels (MCL) in parts per
milhion {ppm) by dosage form
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Myclobutanil 9 0.1
Naled 0.5 0.1
Oxamyl {)-, 0.5
Pentachloronitrobenzene 0.2 0.1
Permethrin 20 (2.5,
Phosmet 0.2 N 0.1
Piperonylbutoxide 8 : =|:3..
Praliethrin 0.4 0.1
Propiconazole 20 0.1
Pyrethrins 1 0.5
Pyradiben 3 0.1
Spinetoram 3 0.1
Spinosad 3 B 0.1
Spiromesifen 12 0.1

| Spirotetramat 13 0.1 -
Tebuconazole 2 0.1 N
Thiamethoxam 4.5 5
Trifloxystrobin 30 0.1

Interested persons may submit written comments to Michael Vidrine, Director, Sanitarian
Services, Office of Public Health, Louisiana Department of Health, P.O. Box 4489, Baton
Rouge, LA 70821-4489. He is responsible for responding to inquiries regarding this Emergency
Rule.

Joseph Kanter, MD, MPH Dr. Courtney N. Phillips
State Health Officer Secretary
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