STATE OF MICHIGAN
JOCELYN BENSON, SECRETARY OF STATE
DEPARTMENT OF STATE
LANSING

June 22, 2020

NOTICE OF FILING

ADMINISTRATIVE RULES

To: Secretary of the Senate
Clerk of the House of Representatives
Joint Committee on Administrative Rules
Michigan Office of Administrative Hearings and Rules (Administrative Rule #19-071-LR)
Legislative Service Bureau (Secretary of State Filing #20-06-09)
Department of Licensing and Regulatory Affairs

In accordance with the requirements of Section 46 of Act No. 306 of the Public Acts of 1969,
being MCL 24.246, and paragraph 16 of Executive Order 1995-6, this is to advise you that the
Michigan Office of Administrative Hearings and Rules filed Administrative Rule #2019-071-LR
(Secretary of State Filing #20-06-09) on this date at 08:21 A.M. for the Department of Licensing
and Regulatory Affairs entitled, “Marihuana Infused Products and Edible Marihuana Product”.

These rules take effect immediately upon filing with the Secretary of State unless adopted under
section 33, 44, or 45a(6) of the administrative procedures act of 1969, 1969 PA 306, MCL
24.233,24.244, or 24.245a. Rules adopted under these sections become effective 7 days after
filing with the Secretary of State.

Sincerely,

Jocelyn Benson
Secretary of State

Motoss ilewann /(K
Melissa Malerman, Departmental Supervisor
Office of the Great Seal

Enclosure

OFFICE OF THE GREAT SEAL
RICHARD H. AUSTIN BUILDING « 1ST FLOOR * 430 W. ALLEGAN <« LANSING, MICHIGAN 48918
1-888-SOS-MICH (1-888-767-6424)
www.Michigan.gov/sos
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STATE OF MICHIGAN

GRETCHEN WHITMER  DEPARTMENT OF LICENSING AND REGULATORY AFFAIRS ORLENE HAWKS
GANEIERR MICHIGAN OFFICE OF ADMINISTRATIVE HEARINGS AND RULES RIEESIOR

Mar 27, 2020

Joint Committee on Administrative Rules
Boji Tower; 3rd Floor - 124 W. Allegan
P.0O. 30036

Lansing, Michigan 48909-7536

Dear JCAR Staft:

On behalf of the Michigan Office of Administrative Hearings and Rules, I hereby submit the
following rule set for consideration by the Joint Committee on Administrative Rules:

(2019-71 LR) Marihuana Infused Products and Edible Marihuana
Product

Enclosed, you will find copies of the following:

1.1 copy of the Request for Rulemaking.

2.1 copy of the LSB formal certificate.

3.1 copy of the MOAHR legal certificate.

4.1 copy of the Regulatory Impact Statement.
5.1 copy of the draft rules.

6.1 copy of the JCAR Agency Report.

Please let MOAHR know if there are any questions.
Thanks.

Sincerely,

Michigan Office of Administrative Hearings and Rules

enclosures

MICHIGAN OFFICE OF ADMINISTRATIVE HEARINGS AND RULES
611 WEST OTTAWA STREET « LANSING, MICHIGAN 49809
(517) 335-8658
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STATE OF MICHIGAN
GRETCHENWHITMER  DEPARTMENT OF LICENSING AND REGULATORY AFFAIRS ORLENE HAWKS

GOVERNOR LANSING DIRECTOR

CERTIFICATE OF ADOPTION

(By authority conferred on the executive director of the marijuana regulatory agency by section
206 of the medical marihuana facilities licensing act, 2016 PA 281, MCL 333.27206, sections 7
and 8 of the Michigan Regulation and Taxation of Marihuana Act, 2018 IL 1, MCL 333.27957
and 333.27958, and Executive Reorganization Order No. 2019-2, MCL 333.27 001)

R 420.401, R 420.402, R 420.403, R 420.404, and R 420.405 are added to the
Michigan Administrative Code as follows:

Date: March 27, 2020

TS

Andrew Brisbo, Execyfive Direcfor

MARIJUANA REGULATORY AGENCY
2407 NORTH GRAND RIVER AVENUE, LANSING, MIGHIGAN 48906
(517) 284-8599
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STATE OF MICHIGAN

GRETCHEN WHITMER DEPARTMENT OF LICENSING AND REGULATORY AFFAIRS ORLENE HAWKS
GOVERNOR DIRECTOR

LEGAL CERTIFICATION OF RULES

I certify that I have examined the attached administrative rules, dated March 6, 2020, in
which the Department of Licensing and Regulatory Affairs proposes to modify a portion of the
Michigan Administrative Code entitled “Marihuana-Infused Products and Edible
Marihuana Product” by:

¢ Adding R 420.401, R 420.402, R 420.403, R 420.404, and R 420.405.

The Legislative Service Bureau has approved the proposed rules as to form,
classification, and arrangement.

I approve the rules as to legality pursuant to the Administrative Procedures Act, MCL
24.201 et seq. and Executive Order No. 2019-6. In certifying the rules as to legality, I have
determined that they are within the scope of the authority of the agency, do not violate

constitutional rights, and are in conformity with the requirements of the Administrative
Procedures Act.

Dated: March 26, 2020

Michigan Office of Administrative Hearings and Rule

| Yol Nencspust

Katie Wienczewski,
Attorney

By

MICHIGAN OFFICE OF ADMINISTRATIVE HEARINGS AND RULES
611 WEST OTTAWA STREET ¢ LANSING, MICHIGAN 49809

MOAHR-Rules@michigan.gov e (517) 335-8658



THE LEGISLATURE
LANSING. MICHIGAN

JOINT COMMITTEE ON ADMINISTRATIVE RULES

P.0. BOX 30036 ] LANSING, MICHIGAN 48909~
{517} 373-9425 - ] (617)373-6624 -

Waiver of Remaining
Session Days

TO: Katie Wienczewski, Administrative Rules Manager
Michigan Office of Administrative Hearings and Rules (MOAHR)
Secretary of the Senate
Clerk of the House

FROM: Senator Peter Lucido, Chair
Representative Matt Maddock, Alternate Chair

DATE: June 10, 2020

Pursuant to MCL 24.245a(1) the Joint Committee on Administrative Rules has by a concurrent
majority vote, waived the remaining session days for the following rule sets:

JCAR No. 20-09
MOAHR No.2019-067 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana Licenses

JCAR No. 20-10
MOAHR No. 2019-068 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana Licensees

JCAR No. 20-11
MOAHR No. 2019-069 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana Operations

JCAR No. 20-12
MOAHR No. 2019-070 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana Sampling and Testing

124 W, Allegan Lansing, Michigan 48909
E-Mail: JCAR@legislature.mi.gov Clerk: (517) 373-5630



JCAR No. 20-13
MOAHR No. 2019-071 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana-Infused Products and Edible Marihuana Product

JCAR No. 20-14
MOAHR No. 2019-072 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana Sale or Transfer

JCAR No. 20-15
MOAHR No. 2019-073 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana Employees

JCAR No. 20-16
MOAHR No. 2019-074 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana Hearings

JCAR No. 20-17
MOAHR No. 2019-075 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Marihuana Disciplinary Proceedings

JCAR No. 20-18
MOAHR No. 2019-088 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Industrial Hemp Rules for Marihuana Businesses

JCAR No. 20-19
MOAHR No. 2019-123 LR
Department of Licensing and Regulatory Affairs, Marijuana Regulatory Agency
Medical Marihuana Facilities

According to MCL 24.245a(3), if the Committee waives the remaining session days, the Michigan
Office of Administrative Hearings and Rules may immediately file the rule.

Sincerely,

“Senator Peter Lucido liﬁ_‘pt’ésemati've Matt Maddock
Chair Alternate Chair

124 W, Allegan Lansing, Michigan 48909
E-Mail: JCAR@legislature.mi.gov Clerk: (517) 373-5630
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UREAU Legal Division

Since 1941 Kevin H. Studebaker, Director

CERTIFICATE OF APPROVAL

On behalf of the Legislative Service Bureau, and as required by section 45 of the
Administrative Procedures Act of 1969, 1969 PA 306, MCL 24.245, I have examined the
proposed rules of the Department of Licensing and Regulatory Affairs, Marijuana Regulatory
Agency, dated March 6, 2020, adding R 420.401, R 420.402, R 420.403, R 420.404, and R
420.405 of the Department's rules entitled "Marihuana Infused Products and Edible Marihuana

Product.” I approve the rules as to form, classification, and arrangement.

Dated: March 26, 2020
LEGISLATIVE SERVICE BUREAU

B

o
LQLWW 78

Elizabeth R. Edberg,
Legal Counsel

Michigan Legislature
124 W. Allegan Street, 3 Floor ¢ P.O.Box 30036 e Lansing, MI 48909-7536 e (517) 373-9425 e Fax: (517) 373-5642



DEPARTMENT OF LICENSING AND REGULATORY AFFAIRS
MARIJUANA REGULATORY AGENCY
MARIHUANA-INFUSED PRODUCTS AND EDIBLE MARIHUANA PRODUCT
Filed with the secretary of state on June 22, 2020

These rules take effect immediately upon filing with the secretary of state unless adopted under
section 33, 44, or 45a(6) of the administrative procedures act of 1969, 1969 PA 306, MCL
24.233,24.244, or 24.245a. Rules adopted under these sections become effective 7 days after
filing with the secretary of state.

(By authority conferred on the executive director of the marijuana regulatory agency by section
206 of the medical marihuana facilities licensing act, 2016 PA 281, MCL 333.27206, sections 7
and 8 of the Michigan Regulation and Taxation of Marihuana Act, 2018 IL 1, MCL 333.27957
and 333.27958, and Executive Reorganization Order No. 2019-2, MCL 333.27001)

R 420.401, R 420.402, R 420.403, R 420.404, and R 420.405 are added to the Michigan
Administrative Code as follows:

R 420.401 Definitions
Rule 1. (1) As used in these rules:

(a) “Acts” refers to the medical marihuana facilities licensing act, 2016 PA 281, MCL
333.27101 to 333.27801, and the Michigan Regulation and Taxation of Marihuana Act, 2018 IL
1, MCL 333.27951 to 333.27967, when applicable.

(b) “Agency” means the marijuana regulatory agency.

(c) "Employee" means a person performing work or service for compensation. “Employee”
does not include individuals providing trade or professional services who are not normally
engaged in the operation of a marihuana establishment. -

(d) “Final package” means the form a marihuana product is in when it is available for sale by a
marihuana sales location.

(e) “Inactive ingredients” means binding materials, dyes, preservatives, flavoring agents, and
any other ingredient that is not derived from the plant Cannabis Sativa L.

(f) “Marihuana business” refers to a marihuana facility under the medical marihuana facilities
licensing act or a marihuana establishment under the Michigan regulation and taxation of
marihuana act, or both.

(g) “Marihuana establishment” means a location at which a licensee is licensed to operate a
marihuana grower, marihuana safety compliance facility, marihuana processor, marihuana
microbusiness, marihuana retailer, marihuana secure transporter, marihuana designated
consumption establishment, or any other type of marihuana-related business licensed to operate
by the agency under the Michigan regulation and taxation of marihuana act.

(h) “Marihuana facility” means a location at which a licensee is licensed to operate under the
medical marihuana facilities licensing act.

(i) “Marihuana product” means marihuana or a marihuana-infused product, or both, as those
terms are defined in the acts unless otherwise provided for in these rules.

March 6, 2020



(j) “Marihuana sales location” refers to a provisioning center under the medical marihuana
facilities licensing act or a marihuana retailer under the Michigan regulation and taxation of
marihuana act, or both.

(k) “Marihuana tracking act” means the marihuana tracking act, 2016 PA 282, MCL 333.27901
t0 333.27904.

(1) “Medical marihuana facilities licensing act” or “MMFLA” means the medical marihuana
facilities licensing act, 2016 PA 281, MCL 333.27101 to 333.27801.

(m) “Michigan regulation and taxation of marihuana act” or “MRTMA” means the Michigan
Regulation and Taxation of Marihuana Act, 2018 IL 1, MCL 333.27951 to 333.27967.

(n) “Producer” refers to both a processor under the medical marihuana facilities licensing act
and a marihuana processor under the Michigan regulation and taxation of marihuana act.

(0) “Records of formulation” means the documentation that includes at a minimum: the
ingredients, recipe, processing in order to be shelf stable, Certificates of Analysis for any
ingredient used, and description of the process in which all ingredients are combined to produce
a final package.

(p) “These rules” means the administrative rules promulgated by the agency under the
authority of the medical marihuana facilities licensing act, the marihuana tracking act, the
Michigan regulation and taxation of marihuana act, and Executive Reorganization Order No.
2019-2, MCL 333.27001.

(q) “Tag” or “RFID tag” means the unique identification number or Radio Frequency
Identification (RFID) issued to a licensee by the agency for tracking, identifying, and verifying
marihuana plants, marihuana products, and packages of marihuana product in the statewide
monitoring system.

(2) Terms defined in the acts have the same meanings when used in these rules unless otherwise
indicated.

R 420.402 Adoption by reference.
Rule 2. (1) The following codes, standards, or regulations of nationally recognized organizations
or associations are adopted by reference in these rules:

(a) National fire protection association (NFPA) standard 1, 2018 edition, entitled “Fire Code” is
adopted by reference as part of these rules. Copies of the adopted provisions are available for
inspection and distribution from the National Fire Protection Association, 1 Batterymarch Park,
P.O. Box 9101, Quincy, Massachusetts, 02169, telephone number 1-800-344-3555, for the price
of $106.00.

(b) The International Organization for Standardization (ISO), ISO 22000 / ISO/TS 22002-
1:2009 - food safety bundle, available for purchase at:
https://webstore.ansi.org/Standards/ISO/ISO22000TS22002FoodSafety, for the price of $275.00.

(c) International Organization for Standardization (ISO), ISO/IEC 17025:2017, general
requirements for the competence of testing and calibration laboratories available at:
https://webstore.ansi.org/RecordDetail.aspx ?sku=ISO%2fIEC+17025%3a2017, for the price of
$162.00.

(2) The standards adopted in subrule (1)(a) to (c) of this rule are available for inspection and
distribution at the agency, located at 2407 North Grand River Avenue, Lansing, MI, 48906.
Copies of these standards may be obtained from the agency at the cost indicated in subrule (1)(z)
to (c) of this rule, plus shipping and handling.



R 420.403 Requirements and restrictions on marihuana-infused products; edible marihuana
product.

Rule 3. (1) A producer shall package and properly label marihuana-infused products before sale
or transfer.

(2) Marihuana-infused products processed under these rules must be homogenous. The
allowable variation for weight and THC and CBD concentrations between the actual results and
the intended serving is to be + or — 15%. The agency shall publish guidelines for a producer to
follow to verify the marihuana-infused product is homogeneous.

(3) A producer of marihuana-infused products shall list and record the THC concentration and
CBD concentration of marihuana-infused products, as provided in Rule 420.305 and subrule (4)
of this rule, in the statewide monitoring system and indicate the THC concentration and CBD
concentration on the label along with the tag identification as required under these rules.

(4) Marihuana-infused products that are part of a product recall issued in the statewide
monitoring system, or by the agency or other state agency, if applicable, are subject to all of the
following requirements:

(a) Must be immediately pulled from production by the producer of the marihuana-infused
product.

(b) Must be immediately removed from the sales area of a marihuana sales location.

(c) Must not be sold or transferred.

(5) Marihuana-infused products must be stored and secured as prescribed under these rules.

(6) All non-marihuana inactive ingredients must be clearly listed on the product label. Inactive
ingredients must be approved by the FDA for the intended use, and the concentration must be
less than the maximum concentration listed in the FDA Inactive Ingredient database for the
intended use.

(7) A producer shall label all marihuana-infused product with all of the following:

(a) The name of the marihuana-infused product.

(b) The ingredients of the marihuana-infused product, in descending order of predominance by
weight.

(c) The net weight or net volume of the product.

(d) For an edible marihuana product, the marihuana processor shall comply with subdivisions
(a) to (¢) of this subrule and all of the following:

(i) Allergen labeling as specified by the Food and Drug Administration (FDA), Food Allergen
Labeling and Consumer Protection Act of 2004 (FALCPA), 21 USC 343.

(i) If any health or nutritional claim is made, appropriate labeling as specified by the federal
regulations regarding Food Labeling, 21 CFR part 101.

(8) A producer of edible marihuana product shall comply with all the following to ensure safe
preparation:

(a) Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventative
Controls for Human Food, 21 CFR part 117. Any potentially hazardous ingredients used to
process shelf-stable edible marihuana products must be stored at 40 degrees Fahrenheit, 4.4
degrees Celsius, or below.

(b) Current Good Manufacturing Practice in Manufacturing, Packaging, or Holding Human
Food, 21 CFR part 110. A marihuana business shall ensure that any handling of marihuana
product is compliant.



(c) Keep formulation records for all marihuana products. These records at a minimum must
include the recipe, any additional processing in order to be shelf stable, and test results for any
ingredients used.

(d) Provide annual employee training for all employees on safe food handling and demonstrate
an employee’s completion of this training by providing proof of food handler certification that
includes documentation of employee food handler training, including, but not limited to,
allergens and proper sanitation and safe food handling techniques. Any course taken pursuant to
this rule must be conducted for not less than 2 hours and cover all of the following subjects:

(i) Causes of foodborne illness, highly susceptible populations, and worker illness.

(ii) Personal hygiene and food handling practices.

(iii) Approved sources of food.

(iv) Potentially hazardous foods and food temperatures.

(v) Sanitization and chemical use.

(vi) Emergency procedures, including, but not limited to, fire, flood, and sewer backup.

(e) Have an employee who is certified as a Food Protection Manager.

(f) To ensure compliance with the safe preparation standards under this subrule, comply with 1
or more of the following:

(i) The FDA food safety modernization act, 21 USC 2201 to 2252.
(ii) The International Organization for Standardization (ISO), ISO 22000/ISO/TS 22002-1
adopted by reference pursuant to R 420.402.

(g) If requested as provided in this subdivision, provide to the agency documentation to verify
certifications and compliance with these rules. The agency may request in writing documentation
to verify certifications and compliance with these rules.

(9) A producer of edible marihuana product shall comply with all the following:

(a) Edible marihuana product packages shall not be in a shape or labeled in a manner that
would appeal to minors aged 17 years or younger. Edible marihuana products shall not be
associated with or have cartoons, caricatures, toys, designs, shapes, labels, or packaging that
would appeal to minors.

(b) Edible marihuana products shall not be easily confused with commercially sold candy. The
use of the word candy or candies on the packaging or labeling is prohibited. Edible marihuana
products shall not be in the distinct shape of a human, animal, or fruit, or a shape that bears the
likeness or contains characteristics of a realistic or fictional human, animal, or fruit, including
artistic, caricature, or cartoon renderings. Edible marihuana products that are geometric shapes
and simply fruit flavored are permissible.

(c) An edible marihuana product must be in opaque, child-resistant packages or containers that
meet the effectiveness specifications outlined in 16 CFR 1700.15. An edible marihuana product
containing more than one serving must be in a resealable package or container that meets the
effectiveness specifications outlined in 16 CFR 1700.15.

(10) A producer shall not produce an edible marihuana product that requires time and
temperature control for safety. The agency may publish validation guidance for shelf stable
edible marihuana product. The agency may request to review the validation study for a shelf
stable edible marihuana product. The end product must be a shelf stable edible marihuana
product and state the following information:

(a) A product expiration date, upon which the marihuana product is no longer fit for
consumption. Once a label with an expiration date has been affixed to a marihuana product, a
licensee shall not alter that expiration date or affix a new label with a later expiration date.



(b) Any other information requested by the agency that is not inconsistent with the acts and
these rules.

(11) As used in this rule, the term “edible marihuana product” means any marihuana-infused
product containing marihuana that is intended for human consumption in a manner other than
smoke inhalation.

(12) This rule does not affect the application of any applicable local, state, or federal laws or
regulations.

R 420.404 Maximum THC concentration for marihuana-infused products.

Rule 4. A marihuana sales location shall not sell or transfer marihuana-infused products that
exceed the maximum THC concentrations established by the agency by more than 10%. For the
purposes of maximum THC concentrations for marihuana-infused products, the agency shall
publish a list of maximum THC concentrations and serving size limits.

R 420. 405 Severability.

Rule 5. If any rule or subrule of these rules, in whole or in part, is found to be invalid by a court
of competent jurisdiction, such decision will not affect the validity of the remaining portion of
these rules.
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