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Process to Obtain Agency Approval for Production of Marijuana-
Infused Beverages: The Research and Development Project

General

Any producer seeking approval to manufacture marijuana-infused beverages must submit, with
their application, a proposal for a Research and Development Project (R&D Project). The purpose
of the Research and Development Project is to provide data that corroborates the claims made
by a licensee regarding the infused beverage. The Research and Development Project may also
be used by the licensee to assess the quality of the product over the intended shelf-life.

The R&D Project proposal must provide a process flow diagram of the R&D process, description
of the study, including the intended length of the study, product release intervals, critical testing
limits and corrective actions, and must designate an individual to review testing results. The CRA
has developed a Research and Development Project supplementary document to capture the
required information.

Designing the R&D Project

The R&D Project must be designed in such a way that it mimics, as closely as possible, the
conditions under which a consumer could expect to purchase the product. This includes
replicating production, packaging, transport and storage conditions that could be expected for the
finished beverage. This ensures that the data generated from the laboratory will translate to the
real-life conditions of product held at a marijuana sales location or provisioning center.

While similar, it is important to note that the R&D Project is not compliance testing. The R&D
Project testing must sufficiently characterize product safety and stability over time and may require
focus on a few key parameters, such as pH, potency, or other characteristics.

Laboratory Selection -

The R&D Project may be conducted at any CRA-licensed laboratory of your choosing. The
laboratory identified on the R&D Project proposal and the laboratory used for the study must be
the same. If the licensee must change laboratories, you must notify the CRA and initiate a new
study.

When choosing your laboratory, ensure that the facility can perform all the testing you are seeking,
and that there is adequate storage space for your product based upon the intended sales
(ambient, refrigerated).
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Testing -

A portion of the R&D Project must be dedicated to studying the change in THC concentration in
the product over time. Changes in THC concentration may occur for a variety of factors, including
oxygen ingress, leaching (scalping), temperature fluctuations, etc.

Potency testing must establish the following:

1. If the product contains multiple doses, the change in potency of an open container
over time. This will establish the shelf-life of the product after opening. A successful
test will demonstrate that each serving of the product remains within £15% of another
and does not differ by greater than +10% from the intended serving.

2. The change in potency of a closed beverage over time. This will establish the
unopened shelf-life of a product, up to twelve months. A successful test will
demonstrate that the total concentration of THC in the closed beverage did not
fluctuate by more than +15% from the initial potency and remained within £10% of the
labeled or intended potency.

In addition to potency testing, safety and quality testing must be performed to ensure the product
remains safe for consumption. While a licensee may produce a beverage that is refrigerated for
quality, the beverage must be shelf-stable (non-TCS). Safety testing must demonstrate that the
characteristics that make the product non-TCS remain consistent throughout the study. Safety
and quality testing should include the following:

e Phase separation.

e Color changes.

o Clarity.

e pH.

¢ Microbial contamination.

¢ Consistency.

e Flavor.

e Visual changes.

¢ Ifthe product is carbonated, an assessment of carbon dioxide (CO2) in solution over time.
e Emulsion disability.

e Turbidity and sedimentation.
e Cloudiness.

Additional quality testing may be performed at the discretion of the licensee.
Length -

The length of the study must correspond to the proposed expiration date of the infused beverage.
Product with data that illustrates the product remains compliant for three months may be released
with an expiration date that is three months from the date of production, data that illustrates
compliance for four months results in product with an expiration date four months from the date
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of production, etc. While the study associated with the R&D Project may continue indefinitely, the
expiration date for an infused beverage may not exceed 12 months.

A licensee may conduct an accelerated study and release product at intervals according to
accelerated testing results. However, accelerated testing results should be corroborated by a real-
time study of product under the expected closed-container storage conditions (ambient or
refrigerated). The results of the real-time study must corroborate the findings of the accelerated
studies. The R&D Project proposal must outline a plan for corrective action if accelerated testing
and real-time testing results conflict.

Results of the R&D Project

It is the responsibility of the licensee to interpret the results of the R&D Project. The R&D Project
proposal must designate an individual to receive and interpret the laboratory results. Data
obtained from the R&D Project must support claims made by the licensee in the original beverage
application, as well as any other labeling claims. Results that indicate noncompliance with any of
the applicable rules or statutes at any point throughout the study would not support a claim that
the formulation meets safety, potency, or other compliance requirements. Should the study
indicate noncompliance that requires reformulation, the licensee must submit a new infused
beverage application for the reformulated product that includes an updated R&D Project proposal.

Reports for testing must include, at minimum, the following:

The name and license number of the laboratory performing testing.
The name of the product being tested, including intended potency.
The date of testing.

The name of test performed

5. The value received for that test.

hob-=

Results should be provided in a manner such that the data contained within is viewable but cannot
be edited after issuance by the laboratory.

The results of an R&D Project apply to only the beverage that was subject to testing, unless the
licensee can provide additional research that indicates the results of previous testing may extend
to another product.

Upon reviewing results that indicate compliance, the licensee may begin manufacturing the
beverage for sale to consumers. Beverages must undergo compliance testing prior to transfer or
sale. All beverages 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:

o Terpene testing
o Homogeneity (further clarified for marijuana-infused beverages).
e pH.
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The licensee shall retain any data associated with a product for as long as a consumer could be
reasonably expected to possess said product. A licensee shall provide to the CRA, upon request,
data related to the safety, stability, or other claims associated with a beverage.

Frequently Asked Questions

Additional questions regarding the Research and Development Project or marijuana-infused
beverages can be directed to CRA-Beverages@michigan.gov.
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