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EXPEDITED RULES

DEPARTMENT OF AGRICULTURE
[Filed April 17, 2024, 8:48 a.m.]

Title of Rule and Other Identifying Information: Chapter 16-310
WAC, Accreditation of cannabis laboratories. The department of agri-
culture (department) is proposing to establish a new chapter in WAC
for the accreditation of cannabis laboratories in accordance with the
standards set forth in chapter 16-309 WAC. The purpose of this rule is
to ensure that laboratory standards described in chapter 16-309 WAC
are followed when testing cannabis and cannabis products in Washington
state.

Purpose of the Proposal and Its Anticipated Effects, Including
Any Changes in Existing Rules: Under 2019 HB 2052, the department of
ecology (ecology) was to take over the accreditation of cannabis labo-
ratories, and began creating a fee-based program to audit and accredit
the laboratories. In the process of writing cannabis laboratory stand-
ards, the department identified an opportunity to save costs to labo-
ratories and streamline the hiring and work process related to labora-
tory standards and accreditation by taking on the task of laboratory
audits and accreditation. The department wrote an agency request bill
replacing ecology with the department as the accrediting agency and
requesting continuous funding and expedited rule-making authority to
do this work. The bill, SSHB 2151, passed in 2024 and was signed by
the governor. The bill authorized the creation of a new rule chapter
to implement auditing and accrediting laboratories by the department's
cannabis lab accreditation standards program. The bill also changes
some components of the audit program, as audit fees will remain at a
similar level to their current state. Laboratories will no longer be
accredited by a third-party consultant and will instead be audited and
accredited by a team at the department.

Reasons Supporting Proposal: The department has a statutory obli-
gation to write rules that establish a cannabis laboratory accredita-
tion program by July 1, 2024, and an obligation to audit and accredit
the labs under the authority of RCW 69.50.348.

Statutory Authority for Adoption: RCW 69.50.348.

Statute Being Implemented: RCW 69.50.348.

Rule is not necessitated by federal law, federal or state court
decision.

Name of Proponent: Washington state department of agriculture,
governmental.

Name of Agency Personnel Responsible for Drafting, Implementa-
tion, and Enforcement: Trecia Ehrlich, 1111 Washington Street, Olym-
pia, WA 98504, 360-584-3711.

This notice meets the following criteria to use the expedited
adoption process for these rules:

Content is explicitly and specifically dictated by statute.

Explanation of the Reason the Agency Believes the Expedited Rule-
Making Process is Appropriate: Expedited rule making was explicitly
required as stated in SSHB 2151 and the associated session law.

NOTICE
THIS RULE IS BEING PROPOSED UNDER AN EXPEDITED RULE-MAKING PROC-
ESS THAT WILL ELIMINATE THE NEED FOR THE AGENCY TO HOLD PUBLIC HEAR-
INGS, PREPARE A SMALL BUSINESS ECONOMIC IMPACT STATEMENT, OR PROVIDE
RESPONSES TO THE CRITERIA FOR A SIGNIFICANT LEGISLATIVE RULE. IF YOU
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OBJECT TO THIS USE OF THE EXPEDITED RULE-MAKING PROCESS, YOU MUST EX-
PRESS YOUR OBJECTIONS IN WRITING AND THEY MUST BE SENT TO Gloriann
Robinson, Rules Coordinator, Washington State Department of Agricul-
ture, P.0O. Box 42560, Olympia, WA 98504-2560, phone 360-902-1802, fax
360-902-2092, email wsdarulescomments@agr.wa.gov, AND RECEIVED BY June
17, 2024.

April 17, 2024
Kelly McLain
Assistant Director

OTS-5317.2

Chapter 16-310 WAC
ACCREDITATION OF CANNABIS LABORATORIES

NEW SECTION

WAC 16-310-010 Purpose of chapter. Under the authority of RCW
69.50.348, the department adopts rules to establish a state program
for the accreditation of cannabis laboratories in accordance with
chapter 16-309 WAC. The purpose of this program is to ensure the labo-
ratory standards described in chapter 16-309 WAC are followed when
testing cannabis and cannabis products under chapter 314-55 WAC.

NEW SECTION

WAC 16-310-020 Scope. (1) This chapter applies to cannabis lab-
oratories that conduct tests for or prepare analytical data on canna-
bis in Washington state.

(2) Accreditation does not guarantee validity of all analytical
data submitted by the accredited laboratory but rather assures that
the laboratory has demonstrated its capability to generate and report
the analytical data.

NEW SECTION

WAC 16-310-030 Definitions. "Accreditation" means the formal
recognition by the department that a cannabis laboratory is capable of
producing accurate and defensible analytical data. This recognition is
signified by the issuance of a written accreditation letter, accompa-
nied by a scope of accreditation indicating the parameters for which
the laboratory is accredited.

"Accreditation year" means the one-year period as stated on the
letter of accreditation.
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"Analyte" means the constituent or property of a sample measured
using an analytical method.

"Analytical data" means the recorded qualitative and/or quantita-
tive results of a chemical, physical, biological, microbiological, ra-
diochemical, or other scientific determination.

"Analytical method" means a written procedure for acquiring ana-
lytical data.

"Audit" means an inspection and evaluation of laboratory methods,
instrumentation, facilities, equipment, records, and staff.

"Board" means the Washington state liquor and cannabis board.

"Cannabis laboratory" or "laboratory" means a facility:

(a) Under the ownership and technical management of a single en-
tity in a single geographical location;

(b) Where scientific determinations are performed on samples tak-
en from cannabis plants and products; and

(c) Where data is submitted to the customer or regulatory agency,
or other entity requiring the use of an accredited laboratory under
provisions of a regulation, permit, or contractual agreement.

"Data pack" means documentation created that supports each sample
collected and sent to the laboratory for testing to include, but not
limited to, any and all chain of custodies, manifests, worksheets,
testing data including repeat testing, calibration data, quality con-
trol data, final report to customer, and any document created or re-
ceived for that sample from time of receipt to disposal of sample.

"Data traceability" or "traceability" means the ability to recre-
ate the final result by means of records.

(a) Records must be an unbroken trail of accountability for veri-
fying or validating the chain of custody of samples, the data, the
documentation of a procedure, certificates of analysis, and the values
of a standard.

(b) This unbroken trail begins upon receipt of the samples at the
laboratory.

"Department" means the state of Washington department of agricul-
ture.

"Good standing" means the laboratory has met all its obligations
to the state to remain certified by the board such as passing profi-
ciency testing, current with any and all payments required, current
with all accreditation requirements, and has no outstanding obliga-
tions to the board.

"Interlaboratory comparison" means a method used in quality con-
trol to evaluate the consistency and accuracy of test results across
multiple laboratories. It involves sending sample replicates to dif-
ferent labs and comparing the results to identify discrepancies or
variations.

"Matrix" means the material to be analyzed including, but not
limited to, flower, trim, leaves, other plant matter, cannabis concen-
trate, cannabis infused, and edibles.

"Parameter" means the combination of one or more analytes deter-
mined by a specific analytical method.

"Precision" means the closeness of agreement between independent
test results obtained under specified conditions. This is described by
statistical methods such as a standard deviation (SD), coefficient of
variation (CV), or confidence limit of test results.

"Proficiency testing (PT)" means evaluation of the results from
the analysis of samples, the true values of which are known to the
supplier of the samples but unknown to the laboratory conducting the
analyses.
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"Proficiency testing provider" means a third-party company, or-
ganization, or entity not associated with certified laboratories or a
laboratory seeking accreditation that is approved by the department
and provides samples for use in PT testing.

"Quality assurance (QA) manual" means a written record intended
to assure the reliability of measurement data. A QA manual documents
policies, organization, objectives, and specific QC and QA activities.

"Quality control (QC)" means the routine application of statisti-
cally based procedures to evaluate and control the accuracy of analyt-
ical results.

"Regular business hours" means the time frame during which the
laboratory conducts testing or normal business. Should a laboratory
have multiple shifts to conduct testing, normal business hours would
include these shifts.

"Sample" means a representative portion of material taken from a
larger quantity of homogenate for the purpose of examination or analy-
sis, which can be used for judging the quality of a larger quantity
for the purpose of compliance.

"Standard operating procedures (SOP)" means a written document
that details the method for an operation, analysis, or action with
thoroughly prescribed techniques and steps, and that is officially ap-
proved as the method for performing certain routine or repetitive
tasks.

"Validation" means the process of demonstrating or confirming the
performance characteristics through assessments of data quality indi-
cators for a method of analysis.

NEW SECTION

WAC 16-310-040 Accreditation during transition period. (1) Lab-
oratory accreditations issued by the board in 2023 will remain valid
through their expiration date in 2024.

(2) Accreditation issued by the department prior to December 31,
2024, will be based on the laboratory standard set forth in chapter
314-55 WAC and be considered accreditation renewal. Accreditation will
expire in one calendar year after issuance.

(3) After December 31, 2024, all laboratories must comply with
the standard set forth in chapter 16-309 WAC in order to maintain ac-
creditation.

(4) Laboratories must submit validation studies for their canna-
binoid concentration analysis, residual solvent testing, pesticide
testing, and heavy metals testing to the department for their methods
prior to November 1, 2024.

(5) Laboratories that have not received approval for a validation
study by January 1, 2025, will not be able to test for that parameter
until the parameter is approved.

(6) Laboratories that have been accredited in 2024 to the stand-
ard identified in chapter 314-55 WAC must fill out an initial accredi-
tation application in order to transfer to the department's accredita-
tion program beginning January 1, 2025.
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NEW SECTION

WAC 16-310-050 Laboratory initial accreditation application.

(1) A laboratory that has yet to become accredited must complete an
initial application provided by the department to apply for accredita-
tion to perform cannabis and cannabis product testing.

(2) The applying laboratory must submit an initial application
fee with the application to the department before an initial inspec-
tion can be scheduled.

(3) Prior to the first audit, the laboratory must successfully
complete a round of proficiency testing for each parameter the labora-
tory intends to be accredited for. Proficiency testing must come from
a vendor approved by the department and graded results must be sent to
the department for review.

(4) The laboratory must include the following pre-audit materials
with the application:

(a) Current information on its testing operation to include a
list of analytes tested with method and instrument (s) used.

(b) A schedule of its operations listing the days and hours for
various processes of operations.

(c) A list of staff along with their qualifications and job func-
tion (s) .

(d) A map of the facilities and description detailing security of
the premises along with the location of the lab and locations where
different types of testing are performed.

(e) A description of the laboratory computer systems describing
any hardware, software, firewalls, both internal and external to the
laboratory, that are used in the testing or reporting of cannabis.
Sufficient information must be available to allow inspectors to verify
compliance with program requirements.

(f) A copy of the current quality assurance manual.

(g) Validation studies for each method for which the laboratory
is seeking accreditation.

(h) The department may request additional documents as necessary.

(5) Once all required conditions and documents are reviewed and
accepted by the department, an audit will be scheduled to occur within
30 days.

NEW SECTION

WAC 16-310-060 Laboratory continued accreditation. (1) Labora-
tories must apply for accreditation renewal each year after initial
accreditation to maintain their accreditation status.

(2) Renewal application documents must be submitted to the de-
partment at least 60 days prior to their accreditation expiration
date. Documents may be submitted electronically.

(3) The laboratory must include the following pre-audit materials
with the application:

(a) Current information on its testing operation to include a
list of analytes tested with method and instrument (s) used.

(b) A schedule of its operations listing the days and hours for
various processes of operations.

(c) A list of staff along with their qualifications and job func-
tion (s) .
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(d) A map of the facilities and description detailing security of
the premises along with the location of the lab and locations where
different types of testing are performed.

(e) A description of the laboratory computer systems describing
any hardware, software, firewalls, both internal and external to the
laboratory, that are used in the testing or reporting of cannabis.
Sufficient information must be available to allow inspectors to verify
compliance with program requirements.

(f) A copy of the current quality assurance manual.

(g) A complete data pack containing all testing performed on des-
ignated samples as determined by the department during the accredita-
tion period.

(h) Notification of any major changes to methods or procedures
from the previous audit such as changes in instrumentation, new ex-—
traction method, software changes, or updates to quality assurance
procedures.

(1) The department may request additional documents as necessary.

NEW SECTION

WAC 16-310-070 Application review and approval process. Upon
review of the accreditation application and required documents, the
department will either:

(1) Notify the applicant laboratory of any missing items or
amendments necessary to approve the application.

(2) Approve the application, schedule an audit, and accredit the
laboratory for initial, or renewed status upon successful completion
of the audit.

(3) Extend a laboratory's current accreditation by a maximum of
60 days for the purpose of scheduling.

(4) Deny the application and deny accreditation. If the depart-
ment denies accreditation or denies a subset of requested parameters,
the department will notify the laboratory of the deficiencies.

NEW SECTION

WAC 16-310-080 Quality assurance manual. (1) The department
will review and approve the laboratory's quality assurance (QA) manual
prior to the department's initial and continued accreditation on-site
audit of the lab.

(2) The QA manual submitted concurrently with the application
must be in detail and scope commensurate with the size and mission of
the laboratory. Instructions for contents of the QA manual are in WAC
16-309-120.

NEW SECTION

WAC 16-310-090 Standard operating procedures. (1) The depart-
ment will review the laboratory's standard operating procedures (SOP)
on-site during each audit.
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(2) The SOP must be in detail sufficient to assure consistent and
replicable results by any qualified employee at the laboratory.

(3) Guidelines for contents of a standard operating procedure are
in WAC 16-309-090, the cannabis testing laboratory standards manual,
and other guidance documents that may be published by the department.

NEW SECTION

WAC 16-310-100 Data and record traceability. (1) During audits
and when necessary, the department will ask the lab to demonstrate da-
ta and record traceability with documentation. To demonstrate this, a
cannabis laboratory must:

(a) Be able to recreate sample results by means of records in en-
tirety, starting at receipt of the samples by the laboratory and end-
ing at the final report or certificate of analysis, known as a data
pack;

(b) Document validation of any chemical, reagent, and/or media
used by an analytical method;

(c) Document storage of samples as required by the specific ana-
lytical method and regulations;

(d) Document that all temperature-based equipment such as a re-
frigerator, oven, or incubator is within control at the time of test-
ing. When electronic recordkeeping equipment is used, these records
must be monitored by lab personnel to verify that temperatures meet
relevant method and regulatory requirements;

(e) Keep a log for all instruments, including documentation of
installation, setup, maintenance, and removal from service; and

(f) Document preparation and quality control (QC) of chemicals,
reagents, and media used in support of the analyses.

(2) When records are handwritten, they must be in indelible ink
and comply with the relevant method requirements and include the date,
technician's initials, and temperature when relevant. Any changes to
handwritten records should be single line crossed out, initialed, and
dated.

(3) Unmonitored use of continuous data-loggers is not an accepta-
ble substitute when methods and regulations require temperature
checks. Use of electronic recordkeeping equipment is allowed when:

(a) The equipment can demonstrate the accuracy and precision re-
quired by the applicable method and regulations;

(b) It includes the date and time the record was captured, using
a fully traceable and secure format; and

(c) It is reviewed for failure each day instrument or equipment
is used.

(4) (a) Certificates of analysis must be consistent with laborato-
ry data.

(b) Reference labs must be named on the certificate of analysis
when used.

NEW SECTION

WAC 16-310-110 Proficiency testing. (1) The laboratory must
participate in an approved proficiency testing (PT) program on an on-
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going basis and achieve a passing score for each field of testing pa-
rameter for which the lab will be or is accredited.

(2) The cost of obtaining and testing PT samples is the sole re-
sponsibility of the laboratory.

(3) The department will maintain a list of approved proficiency
tests and proficiency test providers that laboratories can use.

(4) A laboratory must successfully complete a minimum of one
round of PT for each field of testing the lab seeks to be accredited
for and provide proof of the successful PT results to the accrediting
authority prior to initial accreditation.

(5) Accredited laboratories must successfully analyze a minimum
of two PT samples for each parameter per year.

(6) The closing dates of a PT study for a particular field of ac-
creditation can be no more than seven months apart, and the opening
date of a PT study for a particular parameter must be at least seven
calendar days after the closing date of the previous PT study for the
same parameter or field of testing.

(7) At least one of the scores must be from a round of PT that
occurs within six months prior to the laboratory's accreditation re-
newal date.

(8) To maintain accreditation, the laboratory must continue to
pass each PT and parameter for which the lab is accredited.

(9) If the laboratory fails to achieve a pass for a parameter,
the laboratory must investigate the root cause of the laboratory's
performance and establish a corrective action plan for each unsatis-
factory analytical result within five business days and report its
finding and resolution to the department.

(10) If the corrective action has not resolved the analytical de-
ficiency, the laboratory must suspend testing of that parameter, even
if they have not yet been contacted by the department to do so first.
The laboratory must then work with the department to resolve the issue
and must receive authorization from the department before they can re-
start testing for that parameter.

(11) The department may require the laboratory to submit raw data
along with the report of analysis of PT samples.

(12) If the PT provider does not provide individual acceptance
criteria for each analyte, the following criteria will be applied to
determine whether the lab achieves a passing score for the round of
PT:

(a) +/- 30 percent recovery from the reference value for residual
solvent testing; or

(b) +/- 3 z or 3 standard deviations from the reference value for
all other fields of testing.

(13) The department may waive proficiency tests for certain pa-
rameters i1f approved PT samples are not readily available or for other
valid reasons.

(a) If a proficiency test is not available for any parameter for
which the laboratory is accredited or applying for accreditation, the
laboratory must implement an alternative assessment procedure for the
affected analyte(s) approved by the department.

(b) An alternative assessment requirement can be fulfilled via a
split-sample analysis sent to testing staff as a blind or potential
customer sample unknown to the analyst.

(14) (a) PTs must undergo the identical preparation and analytical
processes that are used for customer samples including, but not limi-
ted to, adhering to the same sample tracking, sample preparation,
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analysis methods, standard operating procedures, calibrations, quality
control, and acceptance criteria used in testing customer samples.

(b) Should a PT provider require a sample preparation step such
as spiking a standard onto a matrix or hydrating a sample, the labora-
tory must prepare the sample according to their instructions. Testing
a spiking solution independently is not allowed.

(15) The laboratory is responsible for ensuring the department
receives all PT results directly from the PT provider.

(16) The laboratory must ensure that the information provided to
the PT provider reflects accurate information about the laboratory
that corresponds to the information in the laboratory's accreditation
or application for accreditation including, but not limited to:

(a) The laboratory's name and address;

(b) The laboratory's ID number; and

(c) The method and analyte codes.

(17) For pesticide and cannabinoid concentration analyses, a lab-
oratory must use PT samples made with a useable cannabis matrix.

(a) If a useable cannabis matrix is unavailable, then a PT sample
made with useable hemp matrix may be used.

(b) If a PT sample made with a useable hemp matrix is used for
accreditation of cannabinoid concentration analysis, then the PT ven-
dor must prepare the sample in useable hemp material itself and may
not provide a separate spiking solution with the sample.

(18) Presence-absence microbiology parameters must correctly de-
tect the presence or absence of target organisms on all replicates in
their PTs to be considered acceptable.

(19) It is strictly prohibited for laboratories to communicate
with other laboratories about proficiency testing samples prior to the
final results reported back to the laboratory by the proficiency test-
ing provider.

(20) It is strictly prohibited for laboratories to send PT sam-
ples to another laboratory for testing.

(21) Laboratories must participate in interlaboratory comparison
testing when the department provides samples.

(a) Testing and reporting of interlaboratory comparison sample
results to the department must be conducted within five business days
of receipt of samples.

(b) The cost of performing interlaboratory comparison testing is
the sole responsibility of the laboratory.

(c) To be considered acceptable, results from interlaboratory
comparison testing must be within:

(i) +/- 30 percent recovery from the reference value for residual
solvent testing; or

(1i) +/- 3 z or 3 standard deviations from the reference value
for all other fields of testing.

(d) If a laboratory fails an interlaboratory comparison test,
they must investigate the root cause of the laboratory's performance
and establish a corrective action plan for each unsatisfactory analyt-
ical result within five business days and report its finding and reso-
lution to the department.

(e) Failure to correct deficiencies or findings of misconduct
identified from interlaboratory comparison testing could lead to sus-
pension of accreditation.

(f) Laboratories will not be required to perform interlaboratory
comparison testing on more than five samples per year per parameter
being investigated.
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NEW SECTION

WAC 16-310-120 Audits. (1) A laboratory must undergo an audit
by the department to assess critical elements and areas of required
standard practices.

(a) All accredited laboratories will be audited on an annual ba-
sis. The laboratory must assist or accommodate department personnel
and auditors during audits as necessary.

(b) Audits will be performed on-site.

(c) Off-site audits will only be available at the discretion of
the department.

(2) The laboratory must successfully show that they meet the min-
imum standards for each of the critical elements. Critical elements of
accreditation are components of a cannabis laboratory's operations
which are critical to the consistent generation of accurate and defen-
sible data and keep the laboratory compliant with regulations.

(3) Critical elements include:

(a) Analytical methods. The laboratory must demonstrate that doc-
umentation of analytical methods the laboratory employs:

(1) Are present at the laboratory;

(ii) Are approved by the scientific director;

(iii) Are readily available to analysts; and

(iv) Have been validated and implemented before testing customer
samples.

(b) Equipment and supplies. The laboratory must demonstrate that
sufficient equipment and supplies as required by analytical methods
are:

(1) Available at the laboratory;
(ii) Being adequately maintained;
(iii) Have been validated before placing into service; and

(iv) In a condition to allow successful performance of applicable
analytical procedures.

(c) QA and QC records. The laboratory must maintain and make
available QA and QC records. QA and QC records must monitor laboratory
testing and functions to demonstrate analytical performance and com-
pliance requirements.

(d) Sample management. The laboratory must demonstrate that its
procedures for sample receipt, analysis, storage, and disposal are
sufficient to meet regulatory requirements.

(e) Data management. The laboratory must demonstrate that data
management requirements are being met. The audit includes a review of
activities necessary to assure accurate management of laboratory data
including:

(1) Raw data:;

(11i) Calculations;

(iii) Transcription;

(iv) Computer data entry; and

(v) Reports of analytical results.

The department may deny, revoke, or suspend accreditation for de-
ficiencies in critical elements.

(4) The laboratory must successfully show that they meet the min-
imal requirements of required standard practices. Standard practices
are those elements of laboratory operations which might affect effi-
ciency, safety, and other administrative functions, but may not affect
quality of analytical data. Typically, deficiencies to standard prac-
tices are not grounds for significant accreditation actions but can be
if a specific finding directly affects the laboratory's ability to
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meet a critical element for accreditation or presents a significant
safety concern. Standard practices include:

(a) Personnel. The laboratory must demonstrate that its manageri-
al, supervisory, and technical personnel have adequate training and
experience to allow satisfactory completion of analytical procedures
and compilation of reliable, accurate data. Minimum personnel require-
ments are set forth in chapter 16-309 WAC.

(b) Facilities. The laboratory must demonstrate that it allows
for the efficient generation of reliable, accurate data in a safe en-
vironment.

(c) Safety. The laboratory must demonstrate that it has met the
minimum safety requirements as stipulated in chapter 16-309 WAC. If
the department determines the laboratory has a significant safety de-
ficiency, the department may refer the deficiencies to appropriate
state or federal agencies.

NEW SECTION

WAC 16-310-130 Audit access. (1) For the purpose of conducting
audits, the department may, during regular business hours, enter busi-
ness premises in which analytical data relevant to accreditation under
the provisions of this chapter are generated or stored.

(2) A laboratory's refusal to permit the department entry for
such audit or inspection purposes may result in denial or revocation
of accreditation by the department.

NEW SECTION

WAC 16-310-140 Evaluation and issuance of accreditation. (1)
After the department's determination that an applicant laboratory has
met the requirements in chapter 16-309 WAC and this chapter, the de-
partment will grant approval of the application and provide the appli-
cant laboratory with proof of accreditation and a scope of accredita-
tion listing the accredited parameters.

(2) If the department grants an interim or provisional accredita-
tion, the department will provide the laboratory a report specifying
deficiencies and/or missing information necessary to upgrade all pa-
rameters to accreditation status.

(3) If the department denies the application for accreditation in
whole, it will provide written notification to the applicant laborato-
ry specifying:

(a) Areas of deficiency in meeting the requirements in chapter
16-309 WAC or this chapter; and

(b) Any missing information the department needs to complete the
review of the laboratory's application.

(4) The laboratory shall have 30 calendar days from the receipt
of the notification to provide the requested information to the de-
partment or provide documentation to the department that describes how
the specified deficiencies have or will be corrected. Initial accredi-
tation will not be issued until deficiencies have been corrected.

(a) Based on its review of documentation provided by the appli-
cant laboratory, the department will issue a written decision that
states whether the laboratory's application is granted or denied.
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(b) If the requested information is not provided within the re-
quired time frame, the department will deny the application and the
applicant must submit a new application to the department if they seek
to obtain accreditation.

NEW SECTION

WAC 16-310-150 Interim accreditation. (1) The department may
grant interim accreditation if the laboratory is unable to complete an
audit for accreditation for a specific parameter, but all other re-
quirements of accreditation have been satisfied.

(2) The department may also require the laboratory to submit ana-
lytical data packages as evidence of analytical capability to grant
interim accreditation.

NEW SECTION

WAC 16-310-160 Provisional accreditation. (1) The department
may approve an existing laboratory with prior accreditation for provi-
sional accreditation when the department determines that the laborato-
ry can consistently produce valid analytical data but has deficiencies
requiring corrective action.

(a) When the laboratory has corrected such deficiencies, it must
provide documented evidence of correction to the department or request
a follow-up audit, as appropriate.

(b) If the department determines the deficiencies have been cor-
rected, it may approve full accreditation as in WAC 16-310-140.

(2) The department may extend a provisional accreditation in 30-
day intervals for up to one year.

NEW SECTION

WAC 16-310-170 Denying accreditation. (1) The department may
deny accreditation for reasons including, but not limited to, the fol-
lowing laboratory actions:

(a) Failure to comply with standards of this chapter;

(b) Misrepresenting itself to the department;

(c) Failure to disclose pertinent information in the application;

(d) Falsifying reports of analysis including proficiency testing
results;

(e) Engaging in unethical or fraudulent practices concerning gen-
eration of analytical data;

(f) Refusing to permit entry for department audits as required by
WAC 16-310-130;

(g) Failure to pay applicable fees; or

(h) Is determined by the department or the board to be criminally
negligent or not in compliance with chapter 69.50 RCW.

(2) The department may deny a laboratory accreditation for a spe-
cific parameter for unacceptable proficiency testing results.

(3) Laboratories denied accreditation may appeal under the provi-
sions of WAC 16-310-210.

Certified on 4/25/2024 [ 12 ] WSR 24-09-074



Washington State Register WSR 24-09-074

(4) The department will notify the board of any laboratories that
are denied accreditation.

NEW SECTION

WAC 16-310-180 Revoking or suspending accreditation. The de-
partment may suspend or revoke laboratory accreditation.

(1) The department may revoke or suspend the entire accreditation
and scope of accreditation or one or more individual parameters.

(a) Suspension of accreditation by the department is for a speci-
fied period during which the affected laboratory must correct defi-
ciencies that led to the suspension.

(b) If the department determines deficiencies are not corrected,
they may revoke the laboratory's accreditation.

(2) The department may suspend or revoke accreditation for rea-
sons including, but not limited to, the following laboratory actions:

(a) Failure to comply with standards in chapter 16-309 WAC and
this chapter;

(b) Violating a state rule relative to the analytical procedures
for which it is accredited;

(c) Misrepresenting itself to the department;

(d) Falsifying reports of analysis including PT results;

(e) Engaging in unethical or deceitful practices concerning gen-
eration of analytical data;

(f) Is deficient in its ability to provide accurate and defensi-
ble analytical data;

(g) Refusing to permit entry for department audits as required by
WAC 16-310-130;

(h) Failing to pay applicable fees; or

(1) Reporting two consecutive unacceptable PT sample results for
the same analyte.

(3) A laboratory may appeal the suspension or revocation of its
accreditation under the provisions of WAC 16-310-210.

NEW SECTION

WAC 16-310-190 Withdrawal of accreditation. (1) The laboratory
may withdraw from the accreditation program by sending a letter to the
department signed by the laboratory director containing the last date
they will perform testing under this program.

(2) The laboratory will remain responsible for any storage of da-
ta acquired during regqulated testing for five years from the date the
testing was performed.

(3) The laboratory must properly dispose of any cannabis or can-
nabis product remaining in the laboratory.

(4) The department may verify compliance with these rules even
after withdrawal, suspension, or revocation of accreditation.
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NEW SECTION

WAC 16-310-200 Fee structure. (1) The laboratory must pay a
nonrefundable initial or transfer application fee in the amount of
$3,200 to the department before the application will be reviewed and
an audit will be conducted.

(2) Audit fees must be paid at least 30 days prior to the initial
accreditation audit or any continued accreditation audits.

(a) A fee of $7,200 must be paid for on-site audits.

(b) A fee of $2,100 must be paid for off-site surveillance au-
dits.

(3) (a) If a laboratory requests to revise their scope of accredi-
tation to add or reinstate a parameter, or parameters, outside of
their initial application or renewal process, the laboratory must in-
clude a processing fee of $1,000 with the request.

(b) Multiple parameters may be included in one revision request.

(4) If a laboratory withdraws from the accreditation process af-
ter the audit has been completed, the department may retain any fees
collected prior to the withdrawal request.

(5) Processing and application fees are nonrefundable.

NEW SECTION

WAC 16-310-210 Appeals. A laboratory's scientific director may
appeal final accreditation actions within 25 days of notification of
final action in accordance with chapters 34.05 RCW and 16-08 WAC.
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