STATE OF MICHIGAN
DEPARTMENT OF LICENSING AND REGULATORY AFFAIRS
CANNABIS REGULATORY AGENCY"

In the Matter of
Viridis Laboratories, LLC ENF Nos.: 21-00234, 21-00353

License No.: SC-000009 (consolidated with 21-00446, 21-00506
22-00076, 22-00080, and 22-00117)

FIRST SUPERSEDING FORMAL COMPLAINT

The Cannabis Regulatory Agency (CRA) files this first superseding formal
complaint against Viridis Laboratories, LLC (Respondent) alleging upon information and

belief as follows:

1. The Cannabis Regulatory Agency (CRA) is authorized under the Medical
Marihuana Facilities Licensing Act (MMFLA), MCL 333.27101 et seq., to investigate
alleged violations of the MMFLA and administrative rules promulgated thereunder, take
disciplinary action to address such violations, and impose fines and other sanctions

against applicants and licensees that violate the MMFLA or administrative rules.

2. Section 402(12) of the MMFLA provides that the expiration of a license does

not terminate the CRA’s authority to impose sanctions on the license.

3. Section 206(c) of the MMFLA provides that the administrative rules must
ensure the health, safety, and security of the public and integrity of the marijuana

facility operations.

4. Respondent’s conduct as described below is a risk to public health and safety

and/or the integrity of marijuana facility operations.

! The Marijuana Regulatory Agency was renamed the Cannabis Regulatory Agency under
Executive Reorganization Order No. 2022-1, effective April 13, 2022. MCL 333.27002(1)(a).
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FACTUAL ALLEGATIONS AND INTENDED ACTION OF THE CRA

5. Respondent holds an active state operating license under the MMFLA to

operate a medical marijuana safety compliance facility in the state of Michigan.

6. Respondent operated at 2827 E. Saginaw St., Lansing, Michigan 48912,

at all times relevant to this complaint.
7. The following background is provided for historical purposes:

a. In February 2021, the CRA executed a consent order (ENF No. 20-00044)
finding that Respondent violated Mich Admin Code, R 333.247(1)(b) by
performing testing not approved by the CRA or validated by an
independent third party. The consent order also resolved violations
alleged in an investigation under ENF No. 20-00165.

8. Following an investigation, the CRA determined that Respondent violated the

MMFLA and/or administrative rules promulgated thereunder as set forth below:

a. Potency Testing (ENF Nos. 21-00234, 21-00353, 21-00446, 21-005086,
22-00080)

(1) In December 2020, the CRA flagged testing results produced by
Respondent for high potency and requested audits of potencies on
the samples.

(2)  On February 2, 2021, CRA staff emailed M.G., Respondent’s chief
science officer, requesting Respondent’s current SOP for potency
testing. That same day, Respondent provided an “internal SOP” to
the CRA. However, the internal SOP had not been approved by
the CRA. Respondent’s testing staff was following an SOP that
was not the approved potency testing SOP on file with CRA.

(3) The CRA audits potency test results that exceed 28% total THC.
Respondent’s Lansing and Bay City laboratories account for 40.9%
and 36.6% respectively -- 78% total of the potency audits for total
THC exceeding 28% for flower. Respondent’s Lansing laboratory is
reporting 8.9% of samples testing exceeding 28% total THC,
whereas all other Michigan laboratories are reporting an average of
1.2% of samples testing exceeding 28% total THC with no
significant outliers.
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(6)

(7)

(12)

(13)

(14)

On June 15, 2021, CRA staff inspected Respondent’s Lansing
location laboratory.

On June 15, 2021, CRA staff advised Resp Staff observed various
instances in which Respondent did not follow the approved
standard operating procedure (SOP) and/or the manufacturer’s
instructions and application note on sample preparation for the
equipment used for potency sample preparation.

Respondent verbally and in writing that non-approved additional
steps in Respondent’s potency testing needed to be validated and
submitted for review, and a new SOP needed to be submitted and
approved by the CRA.

On June 15, 2021, CRA staff emailed Respondent the inspection
report notifying Respondent of the deficiencies identified and steps
required to correct those deficiencies.

On June 17, 2021, Respondent submitted an updated SOP for
potency testing that included the non-approved steps in its potency
testing procedure. The SOP was not accompanied with a
validation with the required reporting criteria.

On June 30, 2021, Respondent’s proposed SOP was officially
denied by the CRA. Respondent was notified of this via email.

Respondent is not currently and has not been approved to use its
current potency method. The method has not been validated, nor
was it submitted to the CRA for approval prior to use.

Between November 2020 and the present, the CRA notified
Respondent on multiple occasions of Respondent’s non-adherence
with the approved SOP on file for potency testing.

Respondent continues to fail to adhere to its approved SOP for
potency testing.

Based on the above, Respondent failed to maintain internal
standard operating procedures for required safety tests that
conform to ISO/IEC 17025:2017 standards and have been
approved by the CRA, in violation of Mich Admin Code,

R 420.305(1)(b).

Based on the above, Respondent failed to use analytical testing
methodologies for required safety tests that are validated by an
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independent third party, in violation of Mich Admin Code,
R 420.305(2).

Foreign Matter Analysis (ENF No. 22-00117)

(15)

(18)

(19)

(20)

(21)

In mid-September 2021, the CRA received a complaint regarding
Respondent’s alleged pattern of not failing foreign matter inspection
samples.

As a result, the CRA initiated an investigation into whether
Respondent was following its approved SOP for foreign matter
analysis (LOM-7.11 Foreign Matter Analysis and Photographic
Imaging).

A review of data reported in the statewide monitoring system
(METRC) revealed that since obtaining its license in 2019,
Respondent had not failed a single sample for organic matter as of
the time of the review.

CRA staff conducted an on-site audit at Respondent’s business in
late October 2021.

During the on-site audit, CRA staff observed several instances in
which Respondent’s staff deviated from the approved foreign
matter analysis SOP, including for example:

1. Failing to observe samples at the approved or appropriate
magnification for accurate detection of foreign matter

2. Failing to observe samples for the approved or adequate
time for accurate detection of foreign matter

3. Failing to use the approved grid to determine whether
samples pass or fail foreign matter inspection

During the on-site audit, CRA staff observed visible mold on more
than 2% of a sample (internal number 26182, METRC number
ending in 4884), which would be considered a failed sample
according to Respondent’s approved foreign matter analysis SOP.
However, Respondent’s laboratory director, M.G., directed the
technician performing the test to pass the sample.

CRA staff also conducted an audit of video footage of technicians
performing foreign matter inspections at Respondent’s laboratory
from September 1 through September 14, 2021.
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(22) During the video audit, CRA staff observed several instances in
which Respondent’s staff deviated from the approved foreign
matter analysis SOP, including for example:

1. Failing to observe samples at the approved or appropriate
magnification for accurate detection of foreign matter

2. Failing to observe samples for the approved or adequate
time for accurate detection of foreign matter

3. Failing to dissect samples to check inside the buds for
foreign matter

(23) Based on the above, Respondent failed to employ a laboratory
manager who ensured tests are conducted in accordance with
Mich Admin Code, R 420.305, or ensured that test results are
accurate and valid, in violation of Mich Admin Code, R
420.107(3)(f).

(24) Based on the above, Respondent failed to maintain internal
standard operating procedures for required safety tests that
conform to ISO/IEC 17025:2017 standards and have been
approved by the CRA, in violation of Mich Admin Code,

R 420.305(1)(b).

(25) Based on the above, Respondent failed to use analytical testing
methodologies for required safety tests that are validated by an
independent third party, in violation of Mich Admin Code,

R 420.305(2).

b. Microbial Testing (ENF No. 22-00076)

(1) In September 2021, the CRA received a complaint alleging that
Respondents’ microbial testing methods resulted in marijuana
products improperly receiving passing test results.

(2)  As aresult, the CRA initiated an investigation into whether
Respondent was following its approved SOPs related to
microbial testing.

(3)  On September 27, 2021, the CRA received a statewide monitoring
system (METRC) support email regarding a package status change
request for a licensed adult-use grower package number ending in
4806. The email indicated that after package no. 4806 failed
testing due to the presence of Aspergillus spp, the grower
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submitted two samples for retesting to Respondent on September
13, 2021 (tag nos. 3505 and 3506) and two samples to a different
laboratory the next day (tag nos. 3508 and 3509). Both samples
submitted to Respondent passed retesting, while both samples
submitted the other laboratory failed retesting.

(4) The METRC package history indicated that the product under
package no. 4806 was not remediated between the original failed
testing and Respondent’s retesting.

(5)  Areview of historical METRC data revealed that Respondent’s
microbial testing failure rate, specifically for Aspergillus spp., was
disproportionately low compared to the industry average reported
by all safety compliance facilities.

(6)  On October 12, 2021, the CRA received a METRC support email
regarding a package status change request for package no. 0103,
which passed Respondent’s microbial retesting after originally failing
testing for Asperqgillus spp.

(7)  Inresponse, CRA staff requested instrument data and incubator
temperature and time log documentation from Respondent’s
employee, C.L. C.L. responded, “We do not record the times the
samples are placed in the incubator and when they are removed.”

(8) Several samples that Respondent previously retested and passed
for Aspergillus spp. were audited to other state-licensed
laboratories that use the same testing platform. The other
laboratories retested both Respondent’s remaining sample material
and additional packages sampled from the original source batches.
All packages compliantly resampled from the original source
batches failed retesting for Aspergillus spp., as did samples
Respondent previously retested and reported as passing microbial
testing. The CRA confirmed with the growers involved that the
products were not remediated between Respondent’s retests and
the audit retests that revealed the presence of Aspergillus spp.

(9)  CRA staff conducted an on-site audit at Respondent’s business in
late October 2021.

(10) During and following the on-site audit, Respondent’s staff deviated
from and/or failed to demonstrate adherence to Respondent’s
approved SOPs related to microbial testing (LOM 7.20 Gene-Up
Analysis for Detection of Aspergillus, LOM 7.21 Gene-Up Analysis
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for STEC and Salmonella, and LOM 7.22 TEMPO YM/CC) and
identical manufacturer’s instructions by, for example:

1. Failing to document start and end times of incubation on an
incubation time log

2. Failing to incubate samples within the appropriate
temperature range

(11) C.L. provided an incubator log showing that the incubator identified
during the on-site audit as 12 was outside the acceptable
temperature range for total yeast and mold testing every day of
testing from August 10 through October 6, 2021.

(12) During the on-site audit, CRA staff also observed several instances
in which Respondent’s staff deviated from Respondent’'s SOP
quality manuals (QM 6.3 Facilities and Environmental Conditions,
QM 7.10 Non-Conforming Work, QM 8.7 Corrective Actions, and
QM 8.9 Management Reviews) by, for example:

1. Failing to monitor, control, and record environmental
conditions as required by relevant specifications, methods, or
procedures or where they may influence the quality of results

2. Failing to follow Respondent’s procedure for handling
laboratory activities that do not conform to its procedures

3. Failing to identify, manage, and prevent the release of data
that does not conform to established acceptance criteria

4. Failing to identify, investigate, document, and/or take action
to correct nonconformances and departures from SOPs

5. Management failing to consider whether environmental
conditions are adversely affecting test results

(13) Based on the above, Respondent failed to employ a laboratory
manager who ensured tests are conducted in accordance with
Mich Admin Code, R 420.305 or ensured test results are accurate
and valid, in violation of Mich Admin Code, R 420.107(3)(f).

(14) Based on the above, Respondent failed to maintain internal
standard operating procedures for required safety tests that
conform to ISO/IEC 17025:2017 standards and have been
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approved by the CRA, in violation of Mich Admin Code,
R 420.305(1)(b).

(15) Based on the above, Respondent failed to maintain a quality control
and quality assurance program that conforms to ISO-TEC 17025:2017
standards, in violation of Mich Admin Code, R 420.305(1)(c).

(16) Based on the above, Respondent failed to use analytical testing
methodologies for required safety tests that are validated by an
independent third party, in violation of Mich Admin Code,

R 420.305(2).

THEREFORE, based on the above, the CRA gives notice of its intent to impose
fines and/or other sanctions against Respondent’s license, which may include the

suspension, revocation, restriction, and/or refusal to renew Respondent’s license.

FURTHER, the formal complaint previously filed against Respondent under
ENF Nos. 21-00234 and 21-00353 on August 25, 2021, is hereby withdrawn and

replaced in full by this first superseding formal complaint.

Under MCL 333.27407(4) and Mich Admin Code, R 420.704(2), any party
aggrieved by an action of the CRA suspending, revoking, restricting, or refusing to
renew a license, or imposing a fine, shall be given a hearing upon request. A request for
a hearing must be submitted to the CRA in writing within 21 days after service of this
complaint. Notice served by certified mail is considered complete on the business day

following the date of the mailing.

Respondent also has the right to request a compliance conference under
Mich Admin Code, R 420.704(1). A compliance conference is an informal meeting at
which Respondent has the opportunity to discuss the allegations in this complaint and
demonstrate compliance under the MMFLA and/or administrative rules. A compliance

conference request must be submitted to the CRA in writing.
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Hearing and compliance conference requests must be submitted in writing by

one of the following methods:

By Mail: Department of Licensing & Regulatory Affairs
Cannabis Regulatory Agency
P.O. Box 30205
Lansing, Michigan 48909

In Person: Department of Licensing & Regulatory Affairs
Cannabis Regulatory Agency
2407 North Grand River
Lansing, Michigan 48906

By Email: CRA-LegalHearings@michigan.gov

If Respondent fails to timely respond to this formal complaint, a contested case

hearing will be scheduled to resolve this matter.

Questions about this complaint should be directed to the CRA at (517) 284-8599
or CRA-LegalHearings@michigan.gov.

Digitally signed by Alyssa
Alyssa A A. Grissom

Dated: 5/19/2022 By: Grissom 55 ce0

Alyssa A. Grissom

Legal Section Manager
Enforcement Division
Cannabis Regulatory Agency

CANNABIS REGULATORY AGENCY
2407 NORTH GRAND RIVER e P.O. BOX 30205 « LANSING, MICHIGAN 48909

www.michigan.gov/CRA
LARA is an equal opportunity employer/program

First Superseding Formal Complaint
ENF No(s).: 21-00234, 21-00353 et al. Page 9 of 10
CRA 5039



In the Matter of

Viridis Laboratories, LLC ENF Nos.: 21-00234, 21-00353
License No.: SC-000009 (consolidated with 21-00446, 21-00506
22-00076, 22-00080, and 22-00117)

PROOF OF SERVICE

| hereby certify that on , | mailed a copy of the

First Superseding Formal Complaint dated in the

above captioned case by certified mail (return receipt requested) to:

Viridis Laboratories, LLC
2827 E. Saginaw St.,
Lansing, M| 48912

With a copy to:

David R. Russell

Foster Swift Collins & Smith, P.C.
313 South Washington Square
Lansing, M| 48933-2193
(drussell@fosterswift.com)

Kevin M. Blair

Honigman Miller Schwartz & Cohn, LLP
222 North Washington Square, Ste 400
Lansing, M| 48933
(kblair@honigman.com)

Abby Rae Brooks

Departmental Technician

Cannabis Regulatory Agency

Department of Licensing & Regulatory Affairs
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