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Process to Obtain Agency Approval for Production of Marijuana-
Infused Beverages

The intent of this technical bulletin is to release guidelines for the safe creation and production
of marijuana-infused beverages. The bulletin details all requirements for the submission and
approval process.

Rule 3(10) in the Marihuana-Infused Products and Edible Marihuana Product Rule
Set- R 420.403(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.

In accordance with the rules, all marijuana-infused beverages must be shelf stable and should
be produced in such a way as to ensure a product that is safe for ingestion and consistent in
production. To ensure compliance, the CRA will require licensees seeking to begin
manufacturing infused beverages to apply and receive approval for each new and revised
beverage formulation prior to production.

An application for production or formulation revision must be submitted through the ACA portal;
information for completing the application will be provided in additional guidance. Documents
required with each submission will include:

New Beverage Submissions:

o New Beverage Application
¢ Records of Formulation (ROF)
¢ Ingredient COAs or other documentation indicating ingredient source and quality
e Packaging documentation
e Product Label
e Product Safety Plan (see below)
o Process Authority Letter (as applicable)
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e Research and Development Project Proposal

Approved Beverage Changes/Reformulations

e Beverage Change Application
e Supporting documentation (varies)

Additional documents may be required depending upon the specific formulation or processing
method of the beverage.

Applications

The CRA has created a New Beverage Application and a Beverage Change Application
intended to assist with capturing the information necessary to review marijuana-infused
beverages for safety. These applications are intended to serve as general reference to the
overall characteristics of or major changes to the beverage formulation.

The Product Safety Plan

The above referenced Product Safety Plan must be a modified version of a Food Safety Plan
required under 21 CFR 117 subpart C. The Product Safety Plan must include the following (as
applicable):

e A process flow diagram

e Ahazard analysis

e Preventive controls

e Monitoring Procedures

e Corrective action procedures
e \erification procedures

e Validation procedures

Documentation submitted must sufficiently demonstrate overall knowledge and control of the
hazards associated with manufacturing an infused beverage. This may require submission of
additional documentation or standard operating procedures (SOPs) specific to your preventive
controls. Failure of the submission to demonstrate such knowledge, adequately address the
hazards, or provide appropriate documentation may result in delays in the approval process.

Process Authority

A licensee may use a process authority to classify or develop adequate processing measures
for the beverage. If your product is an acidified or low-acid canned product as defined by 21
CFR 114.3, you must utilize a process authority to ensure control of process and formula-
specific hazards. Regardless of if a process authority is required, if utilized they must have
familiarity with the specific product and process and be an expert in their field.
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Prerequisite Programs (PRPs)

A licensee must develop and retain SOPs that describe a robust GMP prerequisite program.
The licensee may also develop SOPs for additional prerequisite programs, as applicable. The
GMP prerequisite program must demonstrate compliance with 21 CFR 117 subpart B as
required by R 420.403(8)(e). SOPs are not required to be submitted with your application but
may be requested as part of an onsite review conducted during the application process as well
as during routine inspections.

Research and Development Project Proposal

The CRA has created a Research and Development Project proposal template to be completed
with each submission. This proposal describes the continuing research that will be utilized to
substantiate claims, including shelf-life, made by the licensee regarding the beverage
formulation. It is the responsibility of the processor to determine if the research supports the
intended claims. Data and other documentation from the Research and Development Project
must be retained and made available for the CRA to review upon request but does not need to
be provided with your application or Research and Development Project Proposal.

Beverage Compliance Testing

The approval process applies to all premarket marijuana-infused beverages. Post approval, and
in addition to completing R&D to substantiate all labeling claims, marijuana-infused beverages
intended for consumption must be tested in accordance with the rules and the Sampling and
Testing Technical Guidance for Marijuana Products document. Given the nature of marijuana-
infused beverages, some additional testing requirements have been added and include:

e Terpene testing.
o Homogeneity (further clarified for marijuana-infused beverages).
e pH.

The safety compliance facility chosen for partnership testing on the research and product
development studies, once chosen, must remain consistent. This requirement applies only to
the Research and Product Development process and may be reassessed if necessary.

Frequently Asked Questions

For more information, please visit our FAQ'’s or contact our Enforcement Specialist at CRA-
Beverages@michigan.gov.
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