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Executive Summary

Although it is required that cannabis products sold in Washington State be tested for harmful
substances and potency, the science needed to develop adequate testing protocols has not caught up
to the industry. To protect consumers and to deliver more accurate laboratory results, the
Legislature created the Cannabis Science Task Force (Task Force) to develop acceptable laboratory
quality standards under the provisions of House Bill 2052 (2019).

The Washington State Department of
Ecology (Ecology) prepared this report
to the Legislature on behalf on the
Cannabis Science Task Force (Task
Force) as required by RCW
43.21A.735(6), which states:

“The cannabis science task
force must submit a report to
the relevant committees of the
legislature by July 1, 2020,
that includes the findings and
recommendations for
laboratory quality standards
for pesticides in plants for
marijuana product testing
laboratories. The report must
include, but is not limited to,
recommendations relating to
the following:

(a) Appropriate approved
testing methods.

(b) Method validation
protocols.

(c) Method performance
criteria.

(d) Sampling and
homogenization protocols.
(e) Proficiency testing.

(f) Regulatory updates related
to (a) through (e) of this
subsection, by which
agencies, and the timing of
these updates.”

The Task Force members are professionals with
expertise in chemistry, laboratory quality assurance
and quality control, and state government policy. They
represent the Washington State departments of
Agriculture (WSDA), Health (DOH), and Ecology
(Ecology), as well as the Liquor and Cannabis Board
(WSLCB) and cannabis testing laboratories.

To strengthen testing protocols for pesticides in
cannabis plants and products, the Task Force
recommends:

e Using existing agricultural method validation
protocols and method performance measures
developed by the United States Department of
Agriculture (USDA), adapted to cannabis plants and
products.

e Establishing an interagency cooperative team
staffed by WSLCB, WSDA, and DOH to maintain the
adopted protocols and provide technical assistance to
cannabis laboratories.

e Performing regulatory updates to facilitate these
recommendations.

Consumer protections rely on assurances that
laboratories can accurately test cannabis products to
meet Washington state standards. Typically, the
development of testing protocols relies on a depth of
federal expertise and resources available to conduct
research, coordinate standardization, and apply risk-
management strategies. In this case, states have
legalized cannabis without federal support, so this
traditional framework does not exist.

Adequate and up-to-date testing protocols are needed
to provide critical guidance to cannabis testing
laboratories and to leverage Ecology’s laboratory

accreditation model. Ecology currently administers its established accreditation program for more
than 400 drinking water and environmental laboratories in Washington and across the country.

Accreditation is an essential piece of a robust quality assurance program. Accreditation uses
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established testing protocols to verify that a laboratory meets the criteria necessary to conduct
specific testing practices.

For cannabis, it is key that Washington’s regulatory agencies establish and maintain up-to-date
testing protocols to fill the gap left by the lack of a federal cannabis testing framework. For
Ecology to take over lab accreditation, regulatory changes must occur to allow its cannabis
laboratory accreditation to function as it does for other state and federal regulatory programs
(Figure 1). These regulatory changes are critical to ensure that laboratory quality standards are
clear to laboratories, regulatory authorities, and lab auditors alike. These regulatory changes are
also important to ensure the independence of the accreditation body from those making and using
the testing data. Clear laboratory quality standards are an important tool in our state’s effort to
generate credible cannabis testing data to guide regulatory decisions and provide consumer
protections.

Recommendations

To provide cannabis testing laboratories critical guidance and for Ecology to begin the
accreditation of cannabis laboratories, several actions are needed. With the recognition that RCW
69.50.587 states that the liquor and cannabis board may adopt rules that address the findings and
recommendations in the task force reports provided under RCW 43.21A.735, the Task Force
recommends the following actions:

1. Implement the Task Force proposals:
a. WSLCB adopts approved testing methods.
b. WSLCB adopts method validation protocols and method performance criteria.
c. WSLCB adopts sampling' and homogenization protocols.
d. Ecology updates its existing proficiency testing guidance with cannabis testing laboratory
criteria.

2. The WSLCB, WSDA, and DOH forms an interagency cooperative team that houses the
authority and expertise to maintain the implemented Task Force proposals by July 1, 2022
Note: As of June 2020, members from the WSLCB, WSDA, and DOH have held meetings, and
will continue to meet, to determine the regulatory authority and appropriations needed to form
this interagency team. It may be necessary for agency request legislation to be put forth to align
agency authorities.

3. Agencies must perform regulatory updates in the following sequential order:
a. Establish up-to-date protocols, using the Task Force proposals (a.- c., above), either in
WSLCB rules (Chapter 314-55 WAC) or in applicable guidance documents by July 1,
2022.
b. Amend DOH Chapter 246-70 WAC, as appropriate, to compliment or clarify rule updates
performed by WSLCB by July 1, 2022.

! “Sampling” refers to in-laboratory practices only; this is commonly termed “sub-sampling”. Lot and batch sampling,
as specified in WAC 314-55-101, falls outside of the scope of laboratory quality standard updates provided by the Task
Force.
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c. Ecology begins amending rules and guidance (Chapter 173-50 WAC) with Task Force
recommendations on proficiency testing for cannabis products by July 1, 2022.

d. Amend WSLCB Chapter 314-55 WAC to remove all existing accreditation rules by July 1,
2024.

Current Authority Map

T \WSLCB WAC: 314-55
! l ’ DOH WAC: 246-70
|

. Laboratory Quality
Eﬁﬁaﬁtﬂzﬁs. Standards: Defines Accreditation
limits or action testing protocols or Standards: Defines
levels methods to test for pml:ed.um_l
limits and levels accreditation
practices

Future Authority Map Under RCW 69.50.348

i .
L i i WSLCEB WAC: 314-55 ECY WAC:
Ll DOH WAC: 246-70 17350
T

|
Laboratory Quality I | Accreditation
. Product Standards Standards —_— Standards

Figure 1. Comparison of current regulating authority design and future design under RCW 69.50.348.
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Introduction

Background

On May 7, 2019, Gov. Jay Inslee signed House Bill 2052, which transfers the authority and
responsibility for cannabis? testing laboratory accreditation requirements to the Department of
Ecology (Ecology) from the Washington State Liquor and Cannabis Board (WSLCB) on July 1,
2024, into law. This legislation also established a Cannabis Science Task Force to develop
recommendations for laboratory quality standards. Building on several recommendations set forth
in Ecology’s 2019 Cannabis Laboratory Accreditation Recommendations report®, House Bill 2052
addressed some fundamental challenges facing the cannabis testing industry in Washington State.

The transfer of laboratory accreditation oversight will place cannabis testing laboratories under
Ecology’s well-established framework. By 2024, Ecology’s Laboratory Accreditation Unit will
provide the formal recognition that a laboratory is capable of providing accurate and defensible
analytical data, much like Ecology currently does for the more than 400 environmental and
drinking water laboratories in Washington state and across the country*. Laboratory accreditation
ensures a laboratory possesses the technical competence to perform an identified scope of work
through specified procedures and methods that make up laboratory quality standards. Accreditation
is reliant on strong laboratory quality standards typically set by federal agencies who oversee
protection of our agricultural and consumer products.

The Cannabis Science Task Force was established to make recommendations for appropriate
cannabis laboratory quality standards. The Task Force functions as a multi-agency and industry
scientist collaboration and is focused on defining and drafting meaningful science-based practices
for cannabis laboratory testing. A phased approach was outlined for the Task Force deliverables
(RCW 43.21A.735), with a first report due to the Legislature on July 1, 2020 that focuses on the
required laboratory quality recommendations for pesticides in cannabis plants® and compliant
intermediate cannabis products (Figure 1). A second report, due on December 1, 2021, will focus
on recommendations for laboratory quality standards for potency and heavy metals testing. This
report will also cover recommendations for establishing a robust cannabis-specific proficiency
testing program.

2 The term “cannabis” is used throughout this document. “Marijuana” will be used in discussions where the referenced
context requires this matrix-specific term.

3 https://fortress.wa.gov/ecy/publications/SummaryPages/1903004.html

4 https://ecology.wa.gov/Regulations-Permits/Permits-certifications/Laboratory-Accreditation

5 The term “flower” is used in place of “plants” throughout this document, as flower is the component of the cannabis
plant that is tested.
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Figure 2. Timeline for Task Force deliverables, policy and rule updates, and transfer of cannabis
laboratory accreditation to Ecology.

The goal of the Task Force recommendations is to provide a science-based framework for the
testing laboratories to operate effectively and to provide the appropriate information for
accreditation to adequately determine whether a laboratory has the capability to provide accurate
and defensible data; together building stronger consumer protections. The report will detail
recommendations for testing pesticides in cannabis plants as required in RCW 43.21A.735:

1. Appropriate approved testing methods
2. Method validation protocols

3. Method performance criteria

4. Sampling and homogenization protocols
5. Proficiency testing

6. Regulatory updates

This report will include additional recommendations for compliant intermediate cannabis products.

The Need for Appropriate Laboratory Quality Standards

Ecology’s 2019 Cannabis Laboratory Accreditation Recommendations report (Sekerak, 2019)
found that current laboratory quality standards were insufficient and lacking in some critical items
necessary for a meaningful regulatory testing program. Many of the insufficiencies exist because of
conflict between state and federal cannabis laws and the resulting lack of federal oversight for
standardized cannabis testing practices. This problem is not unique to Washington. Many states
that have legalized recreational or medicinal-use cannabis are struggling with this problem. As a
result, the requirements for testing practices vary greatly by state, and each state has struggled to
define its own quality standards.

In comparison, federal agencies, such as the United States Environmental Protection Agency
(EPA) and Department of Agriculture (USDA), provide a framework for states to use in their
regulatory environmental, health and agricultural testing programs. This framework includes an
extensive anthology of peer-reviewed analytical methods, validation protocols, quality assurance
and quality control practices, and project planning and sampling guides. This federal framework
does not exist for state cannabis testing programs. For this reason, Ecology recommended
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establishing a Cannabis Science Task Force (Task Force) to aid in the design of a robust and
comprehensive cannabis testing program at the state level.

Laboratory quality standards are the elements used in the evaluation of a product’s compliance
with established product standards. They consist of approved methods, method validation
protocols, and performance measures and criteria applied to the testing of the product. Establishing
appropriate and well-defined laboratory quality standards is essential to communicate to the testing
laboratories what standardized practices and procedures are appropriate.

Laboratory quality standards help ensure the data that laboratories generate are credible and can be
used to provide consumer protections. They should represent sound scientific protocols, and detail
practical and specific guidance for the testing subject matter. Well-defined laboratory quality
standards provide accreditation with the critical elements to assess the competence and integrity of
a laboratory. Together, well-established product standards, laboratory quality standards, and
accreditation standards should function to garner confidence for consumers and the industry they
support (Figure 3).

Laboratory Quality
Standards

Product Standards Defines test methods, method
validation, and performance

Defines acceptable measures
product content

Used by labs to test products to
product standards

Used for accreditation to verify
laboratory competence

Figure 3. Product standards, laboratory quality standards, and accreditation standards.
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Standards and the Current Authority

Current laboratory quality standards outlined in Chapter 314-55 WAC fall under the jurisdiction of
the WSLCB. The laboratory quality standards should clearly detail approved methods, method
validation protocols, and performance criteria, which are applied to the testing of the products.
Current rule is insufficient in these areas. The standards must ensure appropriate information is
generated and that the data are useful and of high enough quality to inform decision-making.
Laboratory quality standards must be sufficient to provide the critical elements necessary for a
robust accreditation. Under RCW 43.21A.736, the Task Force is charged with defining appropriate
science-based laboratory quality standards. RCW 69.50.587 states “the liquor and cannabis board
may adopt rules that address the findings and recommendations in the task force reports”.

For cannabis testing laboratories, the WSLCB also holds the authority under Chapter 69.50 RCW
to establish accreditation standards and execute laboratory accreditation activities themselves or
through a third-party accreditation provider. Presently, the WSLCB uses a third-party contractor,
the RJ Lee Group, to serve as its accreditation provider. Accreditation standards include elements
such as defined regulatory authority (i.e., to grant, deny, suspend, and revoke accreditation), the
accreditation certification cycle (e.g., 1-year period), on-site audit frequencies, application process,
fee structure, and other procedural specifics. As provided in RCW 69.50.348, Ecology will assume
this authority by July 1, 2024.

The WSLCB and Department of Health (DOH) share the authority under Chapter 69.50 RCW for
establishing product standards. Product standards are the regulatory requirements designed to
ensure compliant products have specified compositions and are free of specified contaminants.
Current cannabis product standards include potency levels, pesticides limits, mycotoxin limits, and
packaging requirements. The Task Force is not charged with making recommendations to product
standards; however, some recommendations may be necessary to reinforce a more robust testing
program.
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Formation of the Cannabis Science Task Force

RCW 43.21A.735 established a Cannabis Science Task Force (Task Force) consisting of Agency
appointees from the Departments of Ecology (Ecology), Agriculture (WSDA), Health (DOH), and
the Liquor and Cannabis Board (WSLCB). The Task Force was designed to include a Steering
Committee and two science-focused workgroups: the Laboratory Quality Standards (Analytical)
workgroup led by the WSDA and the Proficiency Testing (PT) workgroup led by Ecology.
Involvement and participation from cannabis industry scientists is an integral part of the design to
succeed. Tribal and industry scientists were also invited to participate via emails distributed to the
certified cannabis laboratories and through notification on Ecology’s webpage.

Steering Committee

The Steering Committee is composed of Agency designated appointees and three members from
certified cannabis laboratories selected by the Agency appointees. Additional members include
non-voting chemists from the WSDA, WSLCB, and Ecology.

Steering Committee

e Annette Hoffmann Ph.D., Ecology, Environmental Assessment Program (EAP) Manager, and
Committee Chair

e Jessica Archer, Ecology, EAP Section Manager

e Shelly Rowden, DOH

e Brad White, WSDA

e Kendra Hodgson, WSLCB

e Amber Wise, Medicine Creek Analytics, representing the Puyallup Tribe of Indians

e Nick Mosely, Confidence Analytics

e Jeff Doughty, Capitol Analysis Group

e Sara Sekerak, Ecology, Lead Task Force Chemist, and PT Workgroup Lead (non-voting
member)

e Mike Firman, WSDA chemist and Analytical Workgroup Lead (non-voting member)

e Nicholas Poolman, WSLCB chemist (non-voting member)

The first Task Force Steering Committee meeting took place on August 21, 2019 to introduce
selected members and present the Task Force objectives. Ongoing Steering Committee meetings
continue to be held monthly and are open to the public. Dates, times, locations, and agendas are
posted to Ecology’s EzView webpage® prior to each public meeting. Following each meeting, all
presentation materials and the WebEx recordings are also posted to Ecology’s EzView webpage.

¢ https://www.ezview.wa.gov/site/alias___1962/37551/cannabis_science_task_force.aspx
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Task Force Charter

The Task Force charter describes goals, members, and processes necessary to conduct the Task
Force business. The Steering Committee adopted the final charter on October 18, 20197,

Workgroups
Analytical Workgroup

RCW 43.21A.735 directs that the first Task Force Legislative report contains recommendations for
laboratory quality standards for pesticides in cannabis plants. The Task Force designees from
Ecology, the WSLCB, DOH, and WSDA solicited for chemists with the appropriate expertise for
the Analytical Workgroup. They targeted chemists with experience in pesticide analysis and
analysis of agricultural commodities or food products. The agency designees selected members
based on questionnaire responses sent to cannabis testing labs and other cannabis industry
individuals that participated in Ecology’s 2019 report. Responding individuals working as pesticide
chemists in WSLCB certified cannabis testing labs were selected because of their relevant pesticide
experience and knowledge of the challenges of testing cannabis in the current system.

Additional chemists from the DOH, WSDA, WSLCB, and Ecology serve as members in this
workgroup. These chemists bring experience in both performing pesticide analyses and in working
with analytical methods that generate data to support current regulation in Washington.

The workgroup meets bi-monthly. A summary of the workgroup meetings proceedings is presented
in Appendix C.

Contributing Members

Mike Firman, WSDA, Chemical and Hop Lab Manager/Chemist and workgroup lead
Ben Hart, Testing Technologies, chemist

Julie Kowalski, Trace Analytics, chemist

Kyle Shelton, Medicine Creek Analytics, chemist

Matthew Hall, Praxis, chemist

Tania Sasaki, Confidence Analytics, chemist

Nicholas Poolman, WSLCB, chemist

Caroline West and Steve Officer, DOH, chemists

John Weakland, Ecology, Organic Chemistry Supervisor/chemist

Sara Sekerak, Ecology, chemist

Proficiency Testing Workgroup

Proficiency testing (PT) serves as a widely-accepted and necessary tool to test a laboratory’s
capability to produce accurate and defensible data in regulatory testing programs. Proficiency
testing serves as a critical element of accreditation. While PT samples are readily available for

"https://www.ezview.wa.gov/site/alias 1962/37551/cannabis_science_task force.aspx
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most state and federal regulatory testing programs, the availability of appropriate cannabis PT
samples is limited or non-existent due to the federal legal status and prohibition on interstate
transport of cannabis products.

The Task Force designees from Ecology, WSLCB, DOH, and WSDA formed its second
workgroup to develop recommendations around enhancing cannabis proficiency testing within
Washington State. The agency designees selected workgroup members from the same pool
responding to the questionnaire used to select Analytical Workgroup members and Task Force
members. They selected members with a wider base of experience and expertise, as proficiency
testing is a required practice for all testing practices.

The Task Force will provide recommendations from this workgroup in the second required report
to the Legislature. The PT Workgroup will leverage off the highly specialized expertise of the
Analytical Workgroup as that group works through all aspects of testing pesticides, and the future
focus areas covering potency, metals, and other testing. A well-designed PT program would need
to consider both specific analytical practices and overarching program attributes. The second report
to the Legislature will include the full recommendations from PT Workgroup.

Contributing Members

Sara Sekerak, Ecology, chemist

Taber Salewsky, Praxis, chemist

Steven Loague, Integrity Labs, chemist

James Burns, Treeline, Lab Director

Nicholas Poolman, WSLCB, chemist

Steve LaCroix, DOH, Quality Assurance Officer/microbiologist
Rebecca Wood, Ecology, Lab Accreditation Unit Supervisor/chemist
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Recommendations

To strengthen Washington’s laboratory quality standards for pesticides in cannabis plants (flower)
and cannabis intermediate products, the Cannabis Science Task Force (Task Force) concluded that
several actions are necessary. Recognizing that RCW 69.50.587 states the liquor and cannabis
board may adopt rules that address the findings and recommendations in the task force reports
provided under RCW 43.21A.735, the Task Force recommends the following actions:

1. The appropriate regulatory authorities adopt the Task Force proposals as laboratory
quality standards for pesticides in cannabis:

i.  The WSLCB adopts appropriate approved testing methods: No single analytical
method is required for testing pesticides. The laboratory may select any preparation
method, instrument, and determinative method under a performance-based methods
approach. The selected methods and instrument then must be validated according to the
established method validation requirements and meet the required method performance
criteria measures.

ii. The WSLCB adopts method validation protocols, and method performance criteria:
The (Task Force) Summary of Adaptations to the Pesticide Data Program (PDP) Model
Standard Operating Procedure (SOP) and the five United States Department of Agriculture
(USDA) PDP SOPs should be required for method validation protocols and method
performance criteria for use in testing pesticides in cannabis (Appendices A, B, F).

ili. ~The WSLCB adopts sampling and homogenization protocols: No single method is
required. The laboratory may select any preparation method or analytical method that
contains sampling and homogenization protocols. Protocols described in the PDP SOPs
cover aspects regarding validation protocols and method performance criteria processes for
in-laboratory sampling and homogenization.

iv.  Ecology sets guidance for proficiency testing: Ecology incorporates language into its
accreditation rule and guidance, as necessary, pertaining to proficiency testing.

2. WSLCB, WSDA, and DOH forms an interagency cooperative team, or Client, that holds
the authority and expertise to facilitate and maintain the adopted Laboratory Quality
Standards.

As of June 2020, a group of agency representatives has held meetings, and will continue to
meet, to determine the regulatory authority and appropriations needed to form this interagency
team. It may be necessary for agency request legislation to be put forth to align agency
authorities. The agency representatives are evaluating the scope of work as well as staffing
roles and responsibilities of the Client.

The Client members coordinate rule modifications for their respective agencies. The Client
should hold scientific expertise in chemistry and microbiology, food and agricultural testing,
pesticide testing and other laboratory testing practices. The Client role provides program
oversight by assuming and maintaining all responsibilities of the USDA (and EPA) described
within the adopted PDP (Appendices A and B).

Client tasks include:
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i.  Combining the (Task Force) Summary of Adaptations to the PDP Model SOPs document
and the five USDA PDP SOPs (Appendices A and B) into a client-written SOP or manual
to facilitate ease of use by the laboratories and accreditation provider by July 1, 2022.

ii.  Provide timely and appropriate technical assistance to certified laboratories for the adopted
laboratory quality standards facilitated by the use of the PDP documents (Appendices A and
B).

ili.  Ensure data generated under the PDP documents are appropriate and of high enough quality
to support the intended WSLCB, or other established, regulatory use.

iv.  Use sound and relevant science when making future modifications and updates to the
adopted laboratory quality standards and supporting PDP documents (Appendices A and
B).

3. Sequential regulatory updates performed by the WSLCB, DOH, and Ecology:

i.  The WSLCB makes timely regulatory updates for the adoption and implementation of the
recommended laboratory quality standards by testing laboratories. This may be done
without delay, as earlier implementation of the laboratory quality standards will benefit
both the labs and the current accreditation provider. This step could be achieved by
revising Chapter 314-55 Washington Administrative Code (WAC) to incorporate the Task
Force recommendations, or by establishing the laboratory quality standards outside of rule.
However, the current language requiring laboratories to follow the Cannabis Inflorescence
and Leaf Monograph published by the American Herbal Pharmacopoeia (AHP) should be
removed from WAC 314-55-0995(3)(b), at a minimum. The AHP document does not
constitute an adequate set of laboratory quality standards for cannabis testing laboratories
and accreditation. Regulatory updates must be completed by July 1, 2022. This timing is
essential in order to provide Ecology with the critical elements necessary to amend Chapter
173-50 WAC for cannabis testing laboratory accreditation. Well-defined promulgated rule
or established guidance will enable Ecology to make the most appropriate updates to
Chapter 173-50 WAC for accrediting cannabis laboratories, including, but not limited to
fees and fee structure.

ii.  Simultaneously to WSLCB rulemaking, the DOH amends Chapter 246-70 WAC, as
appropriate, to compliment, harmonize, or clarify rule updates performed by the WSLCB.
Revisions to this WAC must be completed by July 1, 2022.

iii. By July 1, 2024, WSLCB amends Chapter 314-55 WAC to remove all quality assurance
and quality control references to accreditation or “certification” practices to facilitate the
transfer of cannabis testing laboratory accreditation to Ecology. Business, operational, or
licensing requirements for cannabis testing laboratories will remain under WSLCB rule.

iv.  Ecology amends Chapter 173-50 WAC to include, at a minimum, the accreditation fee
structure for cannabis testing laboratories by July 1, 2024. Ecology will make updates to its
Laboratory Accreditation Procedural Manual (2010) to include cannabis-specific
accreditation and procedural practices as necessary.
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Discussion of Recommendations

Recommended Laboratory Quality Standards
Appropriate Approved Testing Methods

Currently, there are a wide variety of pesticide methods and practices used for testing pesticides in
cannabis. Most of these methods are adapted versions from widely accepted agricultural or food
testing methodologies. The Task Force Analytical Workgroup discussed many of these methods
but did not identify a single pesticide method that was superior. It was decided that requiring the
use of one specific method might limit the flexibility of testing if regulatory requirements changed
(e.g., adding new priority pesticides or lowering the thresholds).

As a means for the testing program to remain relevant into the future, it was concluded that no
single method should be required for testing pesticides in cannabis. The recommendation was to
instead implement a performance-based methods practice. Under this approach, no specific
preparation method, instrument, or detection method would be required. Rather, each laboratory
can select their own preparation and analytical methods (and instrument) as an analytical practice
for testing pesticides. To prove the performance of the methods is acceptable, each method would
require meeting the established regulatory method validation requirements, and implementing the
required method performance measures.

Method Validation Protocols and Method Performance Criteria

The USDA Pesticide Data Program (PDP) model was selected as the basis for the guidance on
method validation and method performance criteria for pesticides in cannabis. The USDA PDP
model employs the performance-based method concept specifically for agricultural testing of
pesticide residues on agricultural commodities. The USDA program relies on an established set of
standard operating procedures (SOPs) for use in the collection of samples and performance of
analytical determinations. The framework and attributes of the agricultural-based USDA PDP
model seemed a fitting choice for developing guidance for pesticides in cannabis flower. The
framework would also be easily adaptable for other cannabis product.

The scientists in the Task Force Analytical Workgroup carefully assessed the USDA PDP SOPs for
appropriateness and applicability. The workgroup then made recommendations to the Task Force
Steering Committee on adaptations of the SOPs based on their critical review and deliberation.
Adaptions to the USDA PDP SOPs are necessary to address cannabis specific facets, current rule
requirements, and to remove reference to USDA-specific roles and responsibilities. Most notably,
the removal of the USDA roles and responsibilities heightened the need to define an appropriate
“Client” for cannabis testing.

To replace the USDA as the Client, the new Client must possess expertise in pesticide testing
practices and protocols, and authority to update, modify, and provide guidance on appropriate use
of these practices. Due to the structure of the PDP model, the Client must be able provide prompt
technical assistance and direction to the cannabis laboratories performing their daily work under
the PDP documents. A summary of adaptations document details all the changes to the USDA PDP
SOPs (Appendix B). Together the Summary of Adaptations to the PDP Model SOPS and PDP
SOPs define the method validation protocols and method performance criteria.
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The USDA PDP SOPs supporting the Task Force PDP model include:

e PDP-QC - Chemical Compounds, PDP Commodity Groupings, Method Validation and Quality
Control (Rev. 9, 09/01/19)

e PDP-LABOP - Sample Processing and Analysis (Rev. 10, 07/01/18)

e PDP-DATA - Data and Instrumentation (Rev. 6, 04/01/18)

e PDP-ADMIN - Administrative Procedures for the Pesticide Data Program (Rev. 7, 07/01/2019)

e PDP Glossary - Abbreviations and Terms used in SOPs (Rev. 10, 01/01/1)

Sampling and Homogenization Protocols

No additional recommendation was needed to address sampling and homogenization protocols.
Under the recommended performance-based method approach, labs will be able to select and
validate any method or methods. In-lab sampling (sub-subsampling) and homogenization protocols
may be incorporated in the selected determinative method or are contained in a required
complementary preparation method. Protocols described in the PDP SOPs cover aspects of
validation and performance measures, including those regarding sampling and homogenization
processes defined by the method(s) selected. Adoption of the performance-based methods
approach, the Summary of Adaptations to the PDP Model SOPs, and PDP SOPs will
programmatically address this component?®.

Proficiency Testing

Proficiency test (PT) evaluations are a process where a known sample (PT sample) is provided for
analysis, but the chemical constituents and their respective concentrations are unknown to the
laboratory performing the analysis. Accreditation uses PT evaluation results to establish and assess
a laboratory’s capability to produce accurate data through implementation of their laboratories
methods.

The Analytical Workgroup recommended that PT samples that are “in-matrix” (e.g., marijuana
flower with greater than 0.3% delta 9 tetrahydrocannabinol [A-9-THC]) would be the most
representative to test laboratory capabilities. For cannabis flower PT samples, flower that contains
concentrations of pesticides that represent natural plant growth application, termed as “incurred” is
preferred. PT samples for flower that are “spiked” (added to after harvest) with pesticides may be
used when incurred PTs are unavailable.

Implementing the in-matrix recommendation would be a challenge, as the federal illegal status of
marijuana currently prevents PT providers from producing and shipping the THC-containing
cannabis PTs across state line. Additionally, no PT providers currently operate in Washington
State. The Task Force’s Proficiency Testing Workgroup is presently researching the current PT
sample and PT evaluation program challenges. Recommendations to improve proficiency testing
within Washington State will be summarized in the second report due to the Legislature by
December 2021.

8 Further discussion on requirements for samples submitted to the laboratory is in Appendices C and D. The Task Force
adopted a two-sample requirement, as shown in Appendix E (11/15/2019, Motion #2).
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Regulatory Updates

Regulatory updates for the adoption and implementation of laboratory quality standards necessitate
revisions by the WSLCB to Chapter 314-55 WAC to incorporate the Task Force recommendations
effectively. Established laboratory quality standards dictate the mandatory elements that the
laboratories must use, follow, and meet to generate the necessary data to use for the intended
regulatory purposes. Accreditation also relies on established standards to ensure the laboratories’
analytical performance capabilities and that the laboratories are meeting the requirements of the
Client. Weak standards, or no standards, could lead to meaningless accreditations, as well as
unusable, questionable, or low quality data that is not fit for decisions regarding enforcement or
consumer protections.

Specifically, it is also recommended that the WSLCB amend WAC 314-55-0995(3)(b) to remove
the requirement that laboratories must follow analytical requirements in the most current version of
the Cannabis Inflorescence and Leaf Monograph published by the American Herbal
Pharmacopoeia. The Cannabis Inflorescence and Leaf Monograph (Upton et al., 2014) is not a
peer-reviewed, validated analytical method or compendium of said methods. It does not explicitly
detail analytical methods, require the use of any one validated method, or provide comprehensive
analytical requirements to guide quality testing practices. Rather, the Cannabis Inflorescence and
Leaf Monograph delivers conflicting information and practices that do not support current rule and
appropriate laboratory-implemented testing practices.

Ecology’s Environmental Laboratory Accreditation Program currently employs in-matrix
proficiency testing as conventional requirement for accreditation. Rule updates to Ecology’s
Chapter 173-50 WAC are not anticipated as necessary to facilitate the Task Force cannabis in-
matrix recommendation when Ecology becomes the accreditation authority on July 1, 2024.
Ecology should update its Procedural Manual for the Environmental Laboratory Accreditation
Program (Ecology, 2010) to include cannabis-specific accreditation and procedural practices as
necessary.

By July 1, 2024, the WSLCB will amend Chapter 314-55 WAC to remove all references to
accreditation to facilitate the transfer of cannabis testing laboratory accreditation to Ecology.

Likewise, Ecology will adopt the necessary rule updates to incorporate cannabis testing laboratory
accreditation under Chapter 173-50 WAC by July 1, 2024.

Defining the Client

In order to leverage the USDA’s laboratory quality standards for pesticides in plants (USDA PDP),
the Washington state Departments of Agriculture (WSDA), Health (DOH), and the Liquor Control
Board (WSLCB) have agreed to work together to form an interagency cooperative team to serve as
the Client. To match the USDA’s Client role, chemists and other scientists with scientific
backgrounds and expertise would need to serve as prominent Client entities. The Client is
responsible to ensure that scientifically sound practices are required and adhered to, and that the
quality and the level of uncertainty of the data produced from those practices is appropriate when
used for enforcement or other Client-defined purposes, such as risk assessments. Because of the
legal status of cannabis, a cooperative of Washington State agencies need to fill this role.
Currently, members from the WSLCB, DOH, and WSDA are meeting to determine authority and
funding needed to form the Client, by further defining the scope of work as well as staffing roles
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and responsibilities of the Client. The agency members will determine if agency request legislation
is needed to expand existing statutory authority.

For Washington State, the Client would ensure that respective agencies establish rules that are
appropriate and meaningful when coupled with analytical practices, for example clearly defining
the required pesticide isomers to be tested and updating action levels to contain appropriate
significant figures. The Client should be designed with the capacity to serve in a technical
oversight role to provide prompt assistance to testing laboratories implementing established
laboratory quality standards. Specifically, for laboratory quality standards for the analysis of
pesticides in cannabis flower and intermediate cannabis products, the client role is necessary to
facilitate adoption and intent of the Client-established version of Summary of Adaptations to the
PDP Model SOPs and the five USDA PDP SOPs. For the Client to function optimally, the Client
ultimately should assume all roles and functions described in the USDA PDP currently performed
by the USDA, including providing technical assistance and amending the PDP model documents
with additional laboratory quality standard attributes. Further discussion on the client
responsibilities necessary to support the PDP SOP model is detailed in Appendix D.

The Client role is critical to facilitate and maintain the use of the Summary of Adaptations to the
PDP Model SOPs (Appendix A) and the accompanying laboratory quality standards adopted for
pesticides, at a minimum. For Ecology’s cannabis accreditation to be successful, it is necessary for
that the Client role to be established and functioning by July 1, 2022 for Ecology to begin its
accreditation rulemaking.

Conclusion

The recommendations of the Cannabis Science Task Force fulfill the intent of HB 2052 and present
a pathway for establishing, implementing and maintaining critical laboratory quality standards for
testing pesticides in cannabis plants and products in Washington State.

The Cannabis Science Task Force developed its recommendations by leveraging and adapting
method validation protocols and method performance measures originally established by the
United States Department of Agriculture. The Task Force recognized that adoption of adequate and
up-to-date testing protocols is imperative to ensure these laboratories can operate effectively and
are critical for accreditation to adequately determine whether a laboratory is capable of providing
accurate and defensible data.

To maintain the adopted protocols and to provide technical assistance to the cannabis laboratories,
the Task Force recommends establishing an interagency cooperative team. The team would be
staffed by the Department of Health, the Department of Agriculture, and the Liquor and Cannabis
Board. The current Task Force representatives from the respective agencies are meeting to
determine necessary appropriations and regulatory authority for this interagency cooperative team.
In December 2021, a second Task Force report will deliver additional recommendations for
laboratory quality standards for potency and heavy metals, and provide a pathway for a more
robust proficiency testing program.
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Definitions

Accreditation (WAC 173-50 definition) — The formal recognition by the department [Ecology]
that an environmental laboratory is capable of producing accurate and defensible analytical data.
This recognition is signified by the issuance of a written certificate, accompanied by a scope of
accreditation indicating the parameters for which the laboratory is accredited. The term “accredit”
as used in this chapter is intended to have the same meaning as the term “certify” as used in RCW
43.21A.230.

Accreditation Standards_(as used within this report) — Established criteria that describe the
accreditation evaluation process to ensure accredited laboratories have the demonstrated capability
to provide accurate, defensible data. Accreditation standards include descriptions of authority (i.e.,
granting, denying, suspending, and revoking accreditation), accreditation certification cycle length
(e.g., l-year period), on-site audit frequencies, application process, fee structure, and other
procedural specifics of the accreditation process. More specifically, the accreditation standard may
identify critical items (e.g., appropriate implementation and use of methods and standard operating
procedures, use of quality control samples, and passing proficiency testing sample results) that will
be assessed or evaluated as a part of the accreditation process.

Analytical method — A procedure consisting of several laboratory procedures, which when
completed, produces a quantitative and/or qualitative result for the tested substance.

Blank matrix — A matrix that does not produce an analytical response by the analytical method
under investigation for the analytes(s) of interest (USDA, 2015).

Client (as used within this report) — A regulatory agency identified entity housing personnel with
authority and expertise to adopt and establish rule (or guidance) for laboratory quality standards
based on sound science practices. The entity additionally serves to establish, maintain, and provide
technical assistance for adopted laboratory quality standards.

Commodity grouping (as used in the USDA PDP SOPs): PDP commodity groups established to
facilitate method evaluation. Grouping is based on EPA commodity grouping under 40 CFR 180,
with modifications to further combine those commodities having similar matrix characteristics for
analytical purposes (USDA, 2015).

In-lab sampling or sub-sampling is a procedure by which a small, representative sample is taken
from a larger sample.

Laboratory Quality Standards_(as used within this report) — Established criteria designed to
produce accurate and reproducible data. Deliberate and intentionally designed laboratory quality
standards ensure that established product standards can be met. In broad terms, laboratory quality
standards are defined methods, method validation protocols, and performance criteria (e.g., use of
quality control samples and their tolerance limits). These provide laboratories standardized
requirements to follow, and also give accreditation providers critical elements to assess during the
accreditation process.

Limit of quantitation_(LOQ) — The smallest measured amount of analyte in a sample that can be
reliably quantified with a specified degree of precision.
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Matrix blank (as used in the USDA PDP SOPs) — Ideally, a previously characterized sample
which shows no detectable or defined response for the analyte of interest within that analyte’s
chromatographic time segment (CTS). If a suitable sample is not available, a portion of one of the
samples or purchased sample may be used (USDA, 2015).

Method validation — The process of demonstrating that an analytical method is suitable for its

intended use. It involves conducting a variety of studies to evaluate method performance under
defined conditions (EPA, 2006).

Performance-based methods approach — Conveys "what" needs to be accomplished, but not
prescriptively "how" to do it. It is a measurement system based upon established performance
criteria for accuracy and precision with use of analytical test methods. Under this measurement
system, laboratories must demonstrate that a particular analytical test method is acceptable for
demonstrating compliance. Performance-based method criteria may be published in regulations,
technical guidance documents, permits, work plans, or enforcement orders.

Performance criteria — Defined, measurable performance characteristics of an analytical method
or process-specific requirements for accuracy, precision, recovery, specificity (selectivity),
sensitivity (limits of detection), inclusivity, exclusivity, linearity, range, and scope of application.
Criteria may also be set by defining process (i.e., method validation protocols).

Pesticide (as used by the USDA and referenced in the USDA PDP) — Means (1) any substance or
mixture of substances intended for preventing, destroying, repelling, or mitigating any pest, (2) any
substance or mixture of substances intended for use as a plant regulator, defoliant, or desiccant, and
(3) any nitrogen stabilizer, except that the term “pesticide” shall not include any article that is a
“new animal drug” within the meaning of section 321(w) L of title 21, that has been determined by
the Secretary of Health and Human Services not to be a new animal drug by a regulation
establishing conditions of use for the article, or that is an animal feed within the meaning of section
321(x) ! of title 21 bearing or containing a new animal drug. The term “pesticide” does not include
liquid chemical sterilant products (including any sterilant or subordinate disinfectant claims on
such products) for use on a critical or semi-critical device, as defined in section 321 of'title 21. For
purposes of the preceding sentence, the term “critical device” includes any device which is
introduced directly into the human body, either into or in contact with the bloodstream or normally
sterile areas of the body and the term “semi-critical device” includes any device which contacts
intact mucous membranes but which does not ordinarily penetrate the blood barrier or otherwise
enter normally sterile areas of the body (7 U.S.C. §136 et seq., 2012).

Pesticide (as specified in WAC 246-70-030(22) and WAC 314-55-010) — Means, but is not limited
to: (a) Any substance or mixture of substances intended to prevent, destroy, control, repel, or
mitigate any insect, rodent, snail, slug, fungus, weed, and any other form of plant or animal life or
virus, except virus on or in a living person or other animal which is normally considered to be a
pest; (b) any substance or mixture of substances intended to be used as a plant regulator, defoliant,
or desiccant; and (c) any spray adjuvant. Pesticides include substances commonly referred to as
herbicides, fungicides, insecticides, and cloning agents.

Proficiency testing sample (PT sample) — A sample provided to a laboratory for the purpose of
demonstrating that the laboratory can successfully analyze the sample within acceptance limits
specified in the regulations. The qualitative and/or quantitative composition of the reference
material is unknown to the laboratory at the time of the analysis (EPA, 2005).

Product standards_(as used within this report) — Established regulatory requirements that products
or materials that are produced for consumers must meet. Compliant products under these standards
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are asserted to be safe, free from contaminants, and produced to a specified composition or dosage
requirement. Current cannabis standards include potency levels, pesticides action limits, mycotoxin
limits, packaging requirements, and others.

Quality assurance (QA) — An integrated system of management activities involving planning,
implementation, documentation, assessment, reporting, and quality improvement to ensure that a
process, item, or service is of the type and quality needed and expected by the client (EPA, 2001).

QA manual — A document describing the policies, organization, objectives, and specific QA and
QC practices within a laboratory.

Quality control (QC) — The overall system of technical activities that measures the attributes and
performance of a process, item, or service against defined standards to verify that they meet the
stated requirements established by the customer; operational techniques and activities that are used
to fulfill requirements for quality (EPA, 2001).

Quality system — The means by which an organization manages its quality aspects in a systematic,
organized manner. It provides a framework for planning, implementing, and assessing work performed
by an organization and for carrying out required QA/QC activities. It encompasses a variety of
technical and administrative elements, including:

e policies and objectives

organizational authority

responsibilities

accountability

procedures and practices (EPA, 2002)

Sample — Representative portion of material taken from a larger quantity of homogenate for the
purpose of examination or analysis, which can be used for judging the quality of a larger quantity.

Standard operating procedure (SOP) — A written document that details the method for an
operation, analysis, or action with thoroughly prescribed techniques and steps, and that is officially
approved as the method for performing certain routine or repetitive tasks (EPA, 2001).

Validated methods — The methods that have undergone validation.

Validation (method) — The process of demonstrating or confirming the performance
characteristics through assessments of data quality indicators for a method of analysis.

Frequently Used Acronyms

Task Force  Cannabis Science Task Force

DOH Washington State Department of Health
Ecology Washington State Department of Ecology
PDP Pesticide Data Program

PT Proficiency test

QA Quality assurance

QAO Quality Assurance Officer

QC Quality control

SOpP Standard operating procedure

USDA U.S. Department of Agriculture

WSDA Washington State Department of Agriculture

WSLCB Washington State Liquor and Cannabis Board
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Appendices
Appendix A. Summary of Adaptations

The following document was produced by the Cannabis Science Task Force and adopted by them
on January 17, 2020.

Summary of Adaptation to the USDA PDP SOP Model Documents

For each model document the document name is listed first with version number then the general changes
to the document followed by the specific changes to the document.

USDA PDP - QC SOP, Chemical Compounds, PDP Commodity Groupings, Method Validation and Quality
Control (Rev. 9, 09/01/19)

Sections without comment are recommended as/is after adjustment for the general changes.

General Changes

References to “United States Department of Agriculture Agricultural Marketing Services, Science &
Technology Pesticide Data Program”, “USDA/AMS”, “USDA PDP”, “PDP” or other personnel/roles of the
USDA shall be replaced by the “client”.

The document refers to USDA forms and attachments to this PDP SOP. The client shall designate
appropriate forms that captures the information contained in the USDA forms.

Specific Changes

5.1.2.2.1 Remove “scheduled for EPA Registration Review, as documented on the current EPA Office of
Pesticide Programs Registration Review Schedule” and replace with “are the required lists of pesticides
designated by the WSLCB and DOH.”

5.1.2.3 Remove all section language and replace with “All methods must test priority 1 compounds. The
client may designate other compounds as priority 1,2,3,4 compounds.”

5.2.1.1 Remove section.

5.2.1.2 Add language: “Certified standards compliant with ISO Guide 34 should be used when available.
All standards require a certificate of analysis.”

5.2.3.5 Remove section.

5.2.4 “Labeled” includes “labeled by reference”, where a lab may put a code on a small vial and have a
document that has the required information that can be linked to the code on the vial. It does not mean
that all the information has to be written on the vial.” Add language: “A separate standard preparation
area is not required if there are appropriate cleaning procedures and controls to ensure against cross
contamination.”

5.2.5 “Labeled” includes “labeled by reference”, where a lab may put a code on a small vial and have a
document that has the required information that can be linked to the code on the vial. It does not mean
that all the information has to be written on the vial.” Add language: “A separate standard preparation
area is not required if there are appropriate cleaning procedures and controls to ensure against cross
contamination.”

5.3.1 Remove section language and replace with “All pesticide compounds designated as required by
WSLCB and DOH are the marker compounds. Priority 1 compounds and marker compounds shall be the
same list of compounds.”

5.3.2.2 Remove section language.
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5.4.1 Remove “PDP laboratories” and replace with “certified laboratories”.

5.6 Remove “If local agreement cannot be reached the PDP Technical Director shall be contacted to
determine which modules should be performed”.

5.6.2.3 Remove “If local agreement cannot be reached, the MPD Director shall be contacted for further
resolution” and replace with “the client shall be notified of all instrument changes”.

5.6.2.4 Remove “If local agreement cannot be reached, the MPD Director shall be contacted for further
resolution” and replace with “the client shall be notified of all modifications to existing methods”.

5.7 Add language: “Marker Pesticide compounds are the required pesticides in lists established and
maintained by the WSLCB and DOH.”

5.7.1.1 Remove “Technical Advisory Group (TAG)” and replace with “the client”.

5.7.2.1 Remove section language and replace with “The laboratory must spike all compounds for each
commodity group.”.

5.7.2.2. Add language to beginning of section “Upon client approval, or if directed by the client, certified
laboratories may employ the following:”.

5.7.2.3 Add language to beginning of section “Upon client approval, or if directed by the client, certified
laboratories may employ the following:”.

5.7.2.4 Add language to beginning of section “Upon client approval, or if directed by the client, certified
laboratories may employ the following:”.

5.7.3