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Effective Date of Rule: December 28, 2024.

Other Findings Required by Other Provisions of Law as Precondi-
tion to Adoption or Effectiveness of Rule: The rule meets the require-
ment to be adopted early under RCW 34.05.380 (3) (a) which states such
action is required by federal statue. The Centers for Medicare and
Medicaid Services final rule CMS-3326-F requires the rule be effective
by December 28, 2024.

Purpose: Medical test site (MTS) federal rule compliance updates.
The department of health (department) is adopting amendments to sec-
tions WAC 246-338-022, 246-338-040, 246-338-050, 246-338-060,
246-338-070, 246-338-080, and 246-338-090 to incorporate existing min-
imum standards that are missing, make technical corrections to rules,
and adopt new federal regquirements.

The MTS program must have minimum standards in place that are at-
least-as-stringent-as federal requirements that are established by
Clinical Laboratory Improvement Amendments (CLIA). CLIA grants an ex-
emption to Washington state to enforce the federal rules for MTSs, and
these federal requirements must be reflected in chapter 246-338 WAC.
Amendments are necessary to make technical corrections, incorporate
new federal requirements that went into effect in 2024, and existing
federal requirements that are not currently included in chapter
246-338 WAC. The amendments will align chapter 246-338 WAC with the
federal requirements.

Citation of Rules Affected by
246-338-022, 246-338-040,
246-338-080, and 246-338-090.

Statutory Authority for Adoption:

Adopted under notice filed as

246-338-050,

this Order: Amending WAC

246-338-060, 246-338-070,

RCW 70.42.220.
WSR 24-20-089 on September 29,

2024.

Number of Sections Adopted in Order to Comply with Federal Stat-
ute: New 0, Amended 0, Repealed 0; Federal Rules or Standards: New O,
Amended 7, Repealed 0; or Recently Enacted State Statutes: New O,
Amended 0, Repealed 0.

Number of Sections Adopted at the Request of a Nongovernmental
Entity: New 0, Amended 0, Repealed O.

Number of Sections Adopted on the Agency's own Initiative: New O,
Amended 0, Repealed 0.

Number of Sections Adopted in Order to Clarify, Streamline, or
Reform Agency Procedures: New 0, Amended 0, Repealed 0.

Number of Sections Adopted using Negotiated Rule Making: New O,

Amended 0,
0;

Repealed 0;

Date Adopted: December 18,

Pilot Rule Making: New O,
or Other Alternative Rule Making: New O,
2024.

Amended 0, Repealed
Amended 7, Repealed O.

Kristin Peterson, JD

Chief of Policy

for Umair A. Shah, MD, MPH
Secretary of Health
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Certified on 1/9/2025 [ 1 ] WSR Issue 25-02 - Permanent



Washington State Register, Issue 25-02 WSR 25-02-002

AMENDATORY SECTION (Amending WSR 06-15-132, filed 7/19/06, effective
8/19/06)

WAC 246-338-022 Initial application for medical test site 1li-
cense. (1) Application procedure.

Applicants requesting a medical test site license must:

(a) Submit a completed application on forms furnished by the de-
partment, signed by the owner or authorized representative;

(b) File a separate application for each test site except under
the following conditions:

(1) If the test site is not at a fixed location and moves from
testing site to testing site, or uses a temporary testing location
such as a health fair, the medical test site may apply for a single
license for the home base location;

(ii) If the medical test site is a not-for-profit or state or lo-
cal government and performs a combination of ((fifteern)) 15 or less of
either waived or moderate complexity test procedures at different lo-
cations, the owner may file an application for a single license;

(iii) Tf the medical test sites within a hospital are located at
contiguous buildings on the same campus and are under common direc-
tion, the owner may file a single application or multiple applications
for the sites within the same physical location or street address;

(c) Furnish full and complete information to the department in
writing:

(i) Name, address, phone number, and federal tax ID number of the
medical test site;

(11i) Name of owner;

(iii) Number and types of tests performed, planned, or projected;

(iv) Name and qualifications including educational background,
training, and experience of the director;

(v) Names and qualifications including educational background,
training, and experience of technical personnel, i1if requested by the
department;

(vi) Name of proficiency testing program or programs used by the
medical test site and a copy of the enrollment confirmation form, if
applicable;

(vii) Methodologies for tests performed, if requested by the de-
partment; and

(viii) Other information as requested by the department;

(d) Submit the designated fee in the time period indicated, upon
receipt of a fee statement from the department;

(e) If applying for an accredited license, submit proof of ac-
creditation by an approved accreditation organization. If application
has been made to an accreditation organization, submit a copy of the
application, followed by proof of accreditation within ((etewvern)) 11
months of issuance of the medical test site license.

(2) Issuing an initial license.

(a) An initial license will be issued for a medical test site
when the applicant:

(1) Submits a completed application and any information requested
by the department;

(ii) Pays the designated license fee; and

(iii) Meets the requirements of chapter 70.42 RCW and this chap-

ter.
(b) License expiration dates will be based on a two-year licen-
sure cycle, expiring on June 30th of odd-numbered years. The license
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period for an initial license begins the day of the month that payment
is received and expires on June 30th of odd-numbered years.

(c) For licenses issued for a period of less than two years, the
license fee will be prorated for the remainder of the two-year cycle
under WAC 246-338-990.

(d) The department may issue a provisional license valid for a
period of up to two years when a medical test site applies for licen-
sure for the first time.

(e) The department will terminate a provisional license at the
time a two-year license for the medical test site is issued.

(f) License fees are listed under WAC 246-338-990.

AMENDATORY SECTION (Amending WSR 05-04-040, filed 1/27/05, effective
3/19/05)

WAC 246-338-040 Approval of accreditation organizations. (1)
The department will recognize the accreditation organizations granted
deemed status by CMS.

(2) The CMS-approved accreditation organizations are:

(a) ((AmerteanAssocitation—-of BloodPRBanks—(AABBY)) Accreditation
Commission for Health Care (ACHC);

(b) ( (AmeriecanOsteopathic Association—AGA))) American Associa-
tion for ILaboratory Accreditation (A2LA);

(c) American Society of Histocompatibility and Immunogenetics
(ASHT) ;

(d) ((cottrege—ofAmericanPathologists—(CcAP))) Association for
the Advancement of Blood and Biotherapies (AABB);

(e) COLA; ((end))

(f) ((Foint—~Commission—oeonAcecreditationof Healtheare Organiza—
+ions—{(FEAHSY) ) College of American Pathologists (CAP); and

(g) Joint Commission.

(3) The accreditation organizations must:

(a) Allow the department to have Jjurisdiction to investigate com-
plaints, do random on-site validation inspections, and take discipli-
nary action against a medical test site if indicated;

(b) Notify the department within ((f+fteern)) 15 days of any medi-
cal test site that:

(1) Has had its accreditation withdrawn, revoked, or limited;

(ii) Is sanctioned as a result of a routine inspection or com-
plaint investigation; or

(iii) When adverse action has been taken for unsuccessful profi-
ciency testing performance;

(c) Notify the department within five days of any deficiency that
jeopardizes the public health, safety, or welfare; and

(d) Provide the department with a list of inspection schedules,
as requested, for the purpose of conducting on-site validation inspec-
tions.

(4) The department will:

(a) Revoke deemed status from any organization which has deeming
authority removed by CMS; and

(b) Notify the medical test site if approval of an accreditation
organization is withdrawn by the department.
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AMENDATORY SECTION (Amending WSR 05-04-040, filed 1/27/05, effective
3/19/05)

WAC 246-338-050 Proficiency testing. (1) All licensed medical
test sites, excluding those granted a certificate of waiver, must:

(a) Comply with federal proficiency testing requirements listed
in 42 C.F.R. Part 493 - Laboratory Requirements, Subparts H and I;

(b) Submit to the department a copy of proficiency testing en-
rollment confirmation form(s) for the tests the medical test site will
perform during the following calendar year, by December 31st of each
year; and

(c) Authorize the proficiency testing program to release to the
department all data required to determine the medical test site's com-
pliance with this section.

(2) The department will:

(a) Recognize only those proficiency testing programs approved by
HHS; and

(b) Furnish, upon request:

(1) A copy of 42 C.F.R. Part 493 Subparts H and I;

(ii) A list of the proficiency testing programs approved by HHS;
and

(iii) A list of tests that must be covered by proficiency test-
ing.

(3) The department will evaluate proficiency testing results by
using the following criteria:

(a) An evaluation of scores for the last three testing events of
proficiency testing samples including:

(1) Tests;

(ii) Subspecialties; and

(iii) Specialties;

(b) Maintenance of a minimum acceptable score of ((edghty)) 80
percent for all tests, subspecialties, and specialties except ((ere
handred)) 100 percent for:

(i) ABO grouping and Rh typing;

(ii) Compatibility testing; ((and))

(iii) Antihuman immunodeficiency wvirus; and

(iv) Unexpected antibody detection;

(c) Unsatisfactory performance occurs when:

(1) Unsatisfactory scores are obtained in any specialty or sub-
specialty in a testing event; or

(ii) An unsatisfactory score is obtained on a single test in a
testing event.

(4) Unsatisfactory performance on two of any three successive
testing events is considered unsuccessful participation, and will re-
sult in the following actions:

(a) The department will mail a letter to the director stating
that the medical test site may choose to:

(1) Discontinue patient testing for the identified test, special-
ty or subspecialty; or

(ii) Follow a directed plan of correction; and

(b) The medical test site must notify the department, within
( (£+f£teen)) 15 days of receipt of the notice of the decision to:

(1) Discontinue testing patient specimens for the identified
test, subspecialty or specialty; or

(ii) Agree to a directed plan of correction.

(5) Continued unsatisfactory performance for a test, specialty or
subspecialty in either of the next two consecutive sets of proficiency
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testing samples, after completing a directed plan of correction, will
result in the following action:

(a) The department will send, by certified mail, a notice to the
owner and director of the medical test site to cease performing the
identified test, subspecialty, or specialty; and

(b) The owner must notify the department in writing within ((£+£-
£eerr)) 15 days of the receipt of the notice of the decision to volun-
tarily stop performing tests on patient specimens for the identified
test, subspecialty, or specialty.

(6) The owner may petition the department for reinstatement of
approval to perform tests on patient specimens after demonstrating
satisfactory performance on two successive testing events of profi-
ciency testing samples for the identified test, subspecialty, or spe-
cialty.

(7) The department will notify the owner in writing, within
( (£5f£teen)) 15 days of receipt of petition, of the decision related to
the request for reinstatement.

AMENDATORY SECTION (Amending WSR 05-04-040, filed 1/27/05, effective
3/19/05)

WAC 246-338-060 Personnel. (1) Medical test site owners must:

(a) Have a director responsible for the overall technical super-
vision and management of the test site personnel including oversight
of the performance of test procedures and reporting of test results;

(b) Have technical personnel, competent to perform tests and re-
port test results; and

(c) Meet the standards for personnel qualifications and responsi-
bilities in compliance with federal regulation, as listed in 42 C.F.R.
Part 493 Subpart M - Personnel for Non-waived Testing.

(2) The department will furnish a copy of 42 C.F.R. Part 493 Sub-
part M upon request.

(3) Medical test site directors must:

a) Establish and approve policies for:

i) Performing, recording, and reporting of tests;

ii) Maintaining an ongoing quality assurance program;

iii) Supervision of testing; and

iv) Compliance with chapter 70.42 RCW and this chapter;

b) Evaluate, verify, and document the following related to tech-
nical personnel:

(1) Education, experience, and training in test performance and
reporting test results;

(ii) Sufficient numbers to cover the scope and complexity of the
services provided;

(iii) Access to training appropriate for the type and complexity
of the test site services offered; and

(iv) Maintenance of competency to perform test procedures and re-
port test results;

(c) Be present, on call, or delegate the duties of the director
to an on-site technical person during testing;

(d) Conduct on-site visits at the licensed medical test site at
least once every six months, with a minimum four-month interval be-
tween the mandatory on-site visits. On-site wvisits must be documented
and include evidence of performing activities that are part of the lab
director responsibilities.

(
(
(
(
(
(
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AMENDATORY SECTION (Amending WSR 16-18-073, filed 9/2/16, effective
10/3/16)

WAC 246-338-070 Records. Medical test sites must maintain re-
cords as described in this section.

(1) reguisitrons must include the following information, in written
or electronic form:

(a) Patient name, identification number, or other method of pa-
tient identification;

(b) Name and address or other suitable identifiers of the author-
ized person ordering the test. The laboratory may accept oral requests
for laboratory tests i1if it solicits a written or electronic authoriza-
tion within ((fkiety)) 30 days of the oral request and maintains the
authorization or documentation of its efforts to obtain the authoriza-
tion;

(c) Date of specimen collection, and time, if appropriate;

(d) Source of specimen, if appropriate;

(e) Type of test ordered;

(f) Sex, and age or date of birth, of the patient; and

(g) For cytology and histopathology specimens:

(1) Pertinent clinical information; and

(ii) For Pap smears:

(A) Date of last menstrual period; and

(B) Indication whether the patient had a previous abnormal re-
port, treatment, or biopsy.

(2) TEST RECORD SYSTEMS MUST :

(a) Consist of instrument printouts, worksheets, accession logs,
corrective action logs, and other records that ensure reliable identi-
fication of patient specimens as they are processed and tested to as-
sure that accurate test results are reported; and

(b) Include:

(1) The patient's name or other method of specimen identifica-

i) The date and time the specimen was received;

ii) The reason for specimen rejection or limitation;

v) The date of specimen testing; and

) The identification of the personnel who performed the test.
) TEST REPORTS must:

) Be maintained in a manner permitting identification and rea-
sonable accessibility;

(b) Except as provided in WAC 246-338-070 (3) (c) be released only
to authorized persons or designees;

(c) Upon a request by a patient or patient's personal representa-
tive, the laboratory may provide patients, their personal representa-
tives, and those persons specified under 45 C.F.R. 164.524 (c) (3) (ii),
with access to completed test reports that, using the laboratory's au-
thentication process, can be identified as belonging to that patient;

(d) Include:

(1) Name and address of the medical test site, or where applica-
ble, the name and address of each medical test site performing each
test;

(ii) Patient's name and identification number, or a unique pa-
tient identifier and identification number;

(iii) Date reported;

(iv) Time reported, if appropriate;

(v) Specimen source, when appropriate, and any information re-
garding specimen rejection or limitation; and
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(vi) Name of the test performed, test result, and units of meas-
urement, if applicable.

(4) cyrorocy rREPORTS MmUSt :

(a) Distinguish between unsatisfactory specimens and negative re-
sults;

(b) Provide narrative ( (deseriptions—feor any ocbrormat)) descrip-
tive nomenclature for all results, using a recognized system of dis-
ease nomenclature such as the ((266%)) Bethesda System ((ef—terminote

,_

O H

2062—Veotume28+H—pages—2++4—2+3+9) ) ; and

(c) Include the signature or initials of the technical supervi-
sor, or an electronic signature authorized by the technical supervi-
sor, for nongynecological preparations and gynecological preparations
interpreted to be showing reactive or reparative changes, atypical
squamous or glandular cells of undetermined significance, or to be in
the premalignant (dysplasia, cervical intraepithelial neoplasia or all
squamous intraepithelial neoplasia lesions including human papilloma-
virus—associated changes) or malignant category.

(5) wurstopaTroLOGY REPORTS MUSt include the signature or initials of the
technical supervisor or an electronic signature authorized by the
technical supervisor on all reports. Reports must be signed by the
same qualified individual who performs the diagnostic interpretation
and evaluation, and must utilize appropriate terminology such as the
SnoMed system.

(6) CYTOGENETICS REPORTS MUST :

(a) Use the International System for Human Cytogenetic Nomencla-
ture on final reports;

(b) Include the number of cells counted and analyzed; and

(c) Include a summary and interpretation of the observations.

(7) If a specimen is referred to another laboratory for testing,
the medical test site must:

(a) Report the essential elements of the referred test results
without alterations that could affect the clinical interpretation of
the results; and

(b) Retain or be able to produce an exact duplicate of each test-
ing report from the referral laboratory.

(8) The medical test site must retain records, slides, and tis-
sues as described in Table 070-1, under storage conditions that ensure
proper preservation.

(9) If the medical test site ceases operation, it must make pro-
visions to ensure that all records and, as applicable, slides, blocks
and tissue are retained and available for the time frames specified in
Table 070-1.

Table 070-1 Record/Slide/Tissue Retention Schedule

Two Years Five Years Ten Years
(a)  General Requirements *  Test requisitions or
for all Laboratory equivalent;

Specialties *  Test records, including

instrument printouts if
applicable;

*  Test reports;

*  Quality control
records;

*  Quality assurance
records;
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Two Years Five Years Ten Years

* Proficiency testing
records;

* Hard copy of report,
or ability to reproduce
a copy, for all
specimens referred for
testing; and

* Discontinued
procedures for all
specialty areas

(b)  Transfusion Services *  Test requisitions or * Individual product
equivalent; records*

e Test records;
» Test reports;
*  Quality control records;

and
*  Quality assurance
records
(¢) Cytology * All cytology slides, » All cytology reports

from date of
examination of the slide

(d)  Histopathology/Oral *  Specimen blocks, + All histopathology
Pathology from date of and oral pathology
examination * reports; and

Stained slides, from
date of examination

of the slide
(e)  Histopathology/Oral Retain remnants of tissue specimens in an appropriate preserved state until the portions
Pathology-Tissues submitted for microscopic examination have been examined and diagnosed

()  Instrument/method For life of instrument/method plus two years
Validation Studies

*  Must be retained for no less than ((ter)) 10 years in accordance with 21 C.F.R. 606.160 (7)(d).

AMENDATORY SECTION (Amending WSR 05-04-040, filed 1/27/05, effective
3/19/05)

WAC 246-338-080 Quality assurance. Each medical test site per-
forming moderate complexity (including PPMP) or high complexity test-
ing, or any combination of these tests, must establish and follow
written policies and procedures for a comprehensive quality assurance
program. The gquality assurance program must be designed to monitor and
evaluate the ongoing and overall quality of the total testing process
(preanalytic, analytic, postanalytic). The medical test site's quality
assurance program must evaluate the effectiveness of its policies and
procedures; identify and correct problems; assure the accurate, relia-
ble, and prompt reporting of test results; and assure the adequacy and
competency of the staff. As necessary, the medical test site must re-
vise policies and procedures based upon the results of those evalua-
tions. The medical test site must meet the standards as they apply to
the services offered, complexity of testing performed and test results
reported, and the unique practices of each testing entity. All quality
assurance activities must be documented.
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(1) The medical test site must establish and implement a written
quality assurance plan, including policies and procedures, designed
to:

(a) Monitor, evaluate, and review quality control data, profi-
ciency testing results, and test results, including biannual verifica-
tion of:

(1) Accuracy of test results for:

(A) Tests that are not covered by proficiency testing;

(B) Tests that are covered by proficiency testing but have unsat-
isfactory scores, are not scored by the proficiency testing program,
or where scoring does not reflect actual test performance (e.g., the
proficiency testing program does not obtain the agreement required for
scoring); and

(ii) Relationship between test results when the medical test site
performs the same test on different instruments or at different loca-
tions within the medical test site;

(b) Identify and correct problems;

(c) Establish and maintain accurate, reliable, and prompt report-
ing of test results;

(d) Verify all tests performed and reported by the medical test
site conform to specified performance criteria in quality control un-
der WAC 246-338-090;

(e) Establish and maintain the adequacy and competency of the
technical personnel; and

(f) Establish and follow written policies and procedures that en-
sure positive identification and optimum integrity of a patient's
specimen from the time of collection or receipt of the specimen
through completion of testing and reporting of results.

(2) The quality assurance plan must include mechanisms or systems
to:

(a) Establish and apply criteria for specimen acceptance and re-
jection;

(b) Notify the appropriate individuals as soon as possible when
test results indicate potential life-threatening conditions;

(c) Assess problems identified during gquality assurance reviews
and discuss them with the appropriate staff;

(d) Evaluate all test reporting systems to verify accurate and
reliable reporting, transmittal, storage, and retrieval of data;

(e) Document all action taken to identify and correct problems or
potential problems;

(f) Issue corrected reports when indicated;

(g) Provide appropriate instructions for specimen collection,
handling, preservation, and transportation;

(h) Ensure that specimens are properly labeled, including patient
name or unique patient identifier and, when appropriate, specimen
source;

(1) Ensure confidentiality of patient information throughout all
phases of the testing process; and

(J) Provide clients updates of testing changes that would affect
test results or the interpretation of test results.

(3) The medical test site must establish criteria for and main-
tain appropriate documentation of any remedial action taken in re-
sponse to quality control, quality assurance, personnel, proficiency
testing, and transfusion reaction investigations.

(4) When results of control or calibration materials fail to meet
the established criteria for acceptability, the medical test site must
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have a system in place to determine if patient test results have been
adversely affected. The system must include:

(a) A review of all patient test results obtained in the unac-
ceptable test run; and

(b) A review of all patient test results since the last accepta-
ble test run.

(5) The medical test site must have a system in place to assure:

(a) All complaints and problems reported to the medical test site
are documented and investigated when appropriate; and

(b) Corrective actions are instituted as necessary.

(6) The owner must:

(a) Maintain adequate space, facilities, and essential utilities
for the performance and reporting of tests;

(b) Ensure that contamination of patient specimens, eguipment,
instruments, reagents, materials, and supplies is minimized;

(c) Ensure that molecular amplification procedures that are not
contained in closed systems have a unidirectional workflow. This must
include separate areas for specimen preparation, amplification and
production detection, and as applicable, reagent preparation;

((#ey)) (d) Ensure the laboratorv has appropriate and sufficient
equipment, instruments, reagents, materials, and supplies for the type
and volume of testing it performs;

(e) Establish, make accessible, and observe safety precautions to
ensure protection from physical, chemical, biochemical, and electrical
hazards and biohazards; and

((#e)) (f) Establish and implement policies and procedures for
infectious and hazardous medical wastes consistent with local, state,
and federal authorities.

(7) Information that must be available to authorized persons or-
dering or utilizing the test results includes:

(a) A list of test methods, including performance specifications;

(b) Reference ranges; and

(c) Test method limitations.

(8) If the medical test site refers specimens to another site for
testing, the site to which specimens are referred must have a valid
medical test site license or meet equivalent requirements as deter-
mined by CMS.

AMENDATORY SECTION (Amending WSR 16-18-073, filed 9/2/16, effective
10/3/16)

WAC 246-338-090 Quality control. The medical test site must use
quality control procedures, providing and assuring accurate and relia-
ble test results and reports, meeting the requirements of this chap-
ter.

(1) The medical test site must have and follow written procedures
and policies available in the work area for:

(a) Analytical methods used by the technical personnel including:
i) Principle;

ii) Specimen collection and processing procedures;
iii) Equipment/reagent/supplies required;

iv) Preparation of solutions, reagents, and stains;
v) Test methodology;

vi) Quality control procedures;
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(vii) Procedures for reporting results (normal, abnormal, and
critical wvalues);

(viii) Reference range;

(ix) Troubleshooting guidelines - limitations of methodology;

(x) Calibration procedures; and

(x1) Pertinent literature references; and

(b) Alternative or backup methods for performing tests including
the use of a reference facility if applicable.

(2) The medical test site must establish written criteria for and
maintain appropriate documentation of:

(a) Temperature-controlled spaces and equipment;

Preventive maintenance activities;

Equipment function checks;

Procedure calibrations; and

Method/instrument validation procedures.

The medical test site must maintain documentation of:
Expiration date, lot numbers, and other pertinent information
for:

) Reagents;

i) Solutions;

ii) Culture media;

v) Controls;

) Calibrators;

i) Standards;

ii) Reference materials; and

iii) Other testing materials; and

) Testing of quality control samples.

(4) For quantitative tests, the medical test site must perform
quality control as follows:

(a) Include two reference materials of different concentrations
each day of testing unknown samples, if these reference materials are
available; or

(b) Follow an equivalent quality testing procedure that meets
federal CLIA regulations.

(5) For qualitative tests, the medical test site must perform
quality control as follows:

(a) Use positive and negative reference material each day of
testing unknown samples; or

(b) Follow an equivalent quality testing procedure that meets
federal CLIA regulations.

(6) The medical test site must:

(a) Use materials within their documented expiration date;

(b) Not interchange components of kits with different lot num-
bers, unless specified by the manufacturer;

(c) Determine the statistical limits for each lot number of unas-
sayed reference materials through repeated testing;

(d) Use the manufacturer's reference material limits for assayed
material, provided they are:

(1) Verified by the medical test site; and

(ii) Appropriate for the methods and instrument used by the medi-
cal test site;

(e) Make reference material limits readily available;

(f) Report patient results only when reference materials are
within acceptable limits;

(g) Rotate control material testing among all persons who perform
the test;
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(h) Use calibration material from a different lot number than
that used to establish a cut-off value or to calibrate the test sys-
tem, if using calibration material as a control material;

(1) For each test system that has an extraction phase, include
two control materials, including one that is capable of detecting er-
rors in the extraction process;

(j) For each molecular amplification procedure, include two con-
trol materials and, i1if reaction inhibition is a significant source of
false negative results, a control material capable of detecting the
inhibition is required; and

(k) Comply with general quality control requirements as described
in Table 090-1, unless otherwise specified in subsection (9) (a)
through (1) of this section.

(7) The medical test site must perform, when applicable:

(a) Calibration and calibration verification for moderate and
high complexity testing as described in Table 090-2;

(b) Validation for moderate complexity testing by verifying the
following performance characteristics when the medical test site in-
troduces a new procedure classified as moderate complexity:

(1) Accuracy;

(11) Precision;

(iii) Reportable range of patient test results; and

(iv) If using the reference range provided by the manufacturer,
that it is appropriate for the patient population;

(c) Validation for high complexity testing:

(1) When the medical test site introduces a new procedure classi-
fied as high complexity;

(ii) For each method that is developed in-house, is a modifica-
tion of the manufacturer's test procedure, or is an instrument, kit or
test system that has not been cleared by FDA; and

(iii) By verifying the following performance characteristics:

A) Accuracy;

(

(B) Precision;

(C) Analytical sensitivity;

(D) Analytical specificity to include interfering substances;

(E) Reference ranges (normal wvalues);

(F) Reportable range of patient test results; and

(G) Any other performance characteristic required for test per-
formance.

(8) When patient values are above the maximum or below the mini-
mum calibration point or the reportable range, the medical test site
must:

(a) Report the patient results as greater than the upper limit or
less than the lower limit or an equivalent designation; or

(b) Use an appropriate procedure to rerun the sample allowing re-
sults to fall within the established linear range.

Table 090-1 General Quality Control Requirements

Control Material Frequency

(a) Each batch or shipment of * Appropriate control materials for ¢« When prepared or opened, unless
reagents, discs, antisera, and positive and negative reactivity otherwise specified
identification systems

(b)  Each batch or shipment of *  Appropriate control materials for ~ +  When prepared or opened; and
stains positive and negative reactivity «  Each day of use, unless otherwise

specified

(¢) Fluorescent and * Appropriate control materials for ¢ Each time of use, unless otherwise

immunohistochemical stains positive and negative reactivity specified
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Control Material Frequency

(d)  Quality control for each .
specialty and subspecialty

Appropriate control materials; or ¢ At least as frequently as specified in

this section;

* Equivalent mechanism to assure .
the quality, accuracy, and
precision of the test if reference
materials are not available

More frequently if recommended by
the manufacturer of the instrument or
test procedure; or

*  More frequently if specified by the
medical test site

(e) Direct antigen detection * Positive and negative controls » Each batch, shipment, and new lot
systems without procedural that evaluate both the extraction number; and
controls and reaction phase .

Each day of use

Table 090-2 Calibration and Calibration Verification—Moderate and High Complexity
Testing

Calibration Material

Frequency

CALIBRATION .

Calibration materials appropriate for
methodology

Initial on-site installation/implementation of
instrument/method;

At the frequency recommended by the
manufacturer; and

Whenever calibration verification fails to
meet the medical test site's acceptable limits
for calibration verification.

CALIBRATION .

Use assayed material, if available, at the lower,

At least every six months;

VERIFICATION mid-point, and upper limits of procedure's
reportable range; or
* Demonstrate alternate method of assuring When there is a complete change of reagents
accuracy at the lower, mid-point, and upper (i.e., new lot number or different
limits of procedure's reportable range manufacturer) is introduced;

*  When major preventive maintenance is
performed or there is a replacement of critical
parts of equipment; or

*  When controls are outside of the medical test
site's acceptable limits or exhibit trends.

(9) The medical test site must perform quality control procedures

as described for each specialty and subspecialty in (a)
this subsection.

(a) Chemistry.

Perform quality control procedures for chemistry as described in
Table 090-3 or follow an equivalent quality testing procedure that
meets federal CLIA regulations.

Table 090-3 Quality Control Procedures—Chemistry

through (1) of

Subspecialty/Test Qualitative Quantitative
Control Material Frequency Control Material Frequency
Routine Chemistry <+ Positive and negative * Eachdayof <« Two levelsof * Each day of use
reference material use reference material
in different
concentrations
Toxicology
*  GC/MS for * Analyte-specific control + With each * Analyte-specific * With each analytical
drug screening run of control run
patient
specimens
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Subspecialty/Test Qualitative Quantitative
Control Material Frequency Control Material Frequency
* Urine drug * Positive control *  With each
screen containing at least one run of
drug representative of patient
each drug class to be specimens
reported; must go
through each phase of
use including extraction
Urinalysis
*  Nonwaived *  Two levels of Each day of use
instrument control material
* Refractometer » Calibrate to zero Each day of use
for specific with distilled
gravity water
e One level of
control material
Blood Gas * Calibration Follow manufacturer's
Analysis specifications and
frequency
* One level of Each eight hours of
control material testing, using both low
and high values on each
day of testing
* One-point Each time patient
calibration or one specimen is tested,
control material unless automated
instrument internally
verifies calibration
every ((thirty)) 30
minutes
Electrophoresis * One control containing  * Ineach *  One control In each electrophoretic
fractions representative electrophore containing cell
of those routinely tic cell fractions
reported in patient representative of
specimens those routinely
reported in patient
specimens
(b) Hematology.

(1)

ual cell counts;

(11)

(iii)

If reference material is unavailable,

used to assure the quality, accuracy,

Run patient and quality control samples in duplicate for man-

document the mechanism
and precision of the test;
Perform quality control procedures for hematology as de-

and

scribed in Table 090-4 or follow an equivalent quality testing proce-
dure that meets federal CLIA regulations.

Table 090-4 Quality Control Procedures—Hematology

Control Material Frequency
Automated * Two levels of reference material in different * FEach day that patient samples are tested
concentrations
Manual Blood Counts ¢ One level of reference material » Every eight hours that patient samples are
tested
Qualitative Tests » Positive and negative reference material * Each day of testing
(c) Coagulation.

(1)

ual coagulation test

Run patient and quality control samples in duplicate for man-
(tilt tube);
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(1i) If reference material is unavailable, document the mechanism
used to assure the quality, accuracy, and precision of the test; and

(iii) Perform quality control procedures for coagulation as de-
scribed in Table 090-5 or follow an equivalent quality testing proce-
dure that meets federal CLIA regulations.

Table 090-5 Quality Control Procedures—Coagulation

Control Material Frequency

Automated * Two levels of reference material in different Every eight hours that patient samples are
concentrations tested; and

* Each time reagents are changed

Manual Tilt Tube * Two levels of reference material in different Every eight hours that patient samples are
Method concentrations tested; and

* Each time reagents are changed

(d) General immunology.

(1) Employ reference materials for all test components to ensure
reactivity;

(ii) Report test results only when the predetermined reactivity
pattern of the reference material is observed; and

(iii) Perform quality control procedures for general immunology
as described in Table 090-6 or follow an equivalent quality testing
procedure that meets federal CLIA regulations.

Table 090-6 Quality Control Procedures—General Immunology

Control Material Frequency
Serologic tests on * Positive and negative reference » Each day of testing
unknown specimens material
Kits with procedural ~ * Positive and negative reference *  When kit is opened; and
(internal) controls material (external controls)
* Procedural (internal) controls » Each day of testing, or follow an equivalent quality

testing procedure that meets federal CLIA regulations
» Each time patient sample is tested

(e) Syphilis serology.

(i) Use equipment, glassware, reagents, controls, and techniques
that conform to manufacturer's specifications;

(ii) Employ reference materials for all test components to ensure
reactivity; and

(iii) Perform serologic tests on unknown specimens each day of
testing with a positive serum reference material with known titer or
graded reactivity and a negative reference material.

(f) Microbiology.

(1) Have available and use:

(A) Appropriate stock organisms for quality control purposes; and

(B) A collection of slides, photographs, gross specimens, or text
books for reference sources to aid in identification of microorgan-
isms;

(ii) Document all steps (reactions) used in the identification of
microorganisms on patient specimens;

(iii) For antimicrobial susceptibility testing:

(A) Record zone sizes or minimum inhibitory concentration for
reference organisms; and

(B) Zone sizes or minimum inhibitory concentration for reference
organisms must be within established limits before reporting patient
results; and
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(C) Perform quality control on antimicrobial susceptibility test-
ing media as described in Table 090-8;

(iv) For noncommercial media, check each batch or shipment for
sterility, ability to support growth and, if appropriate, selectivity,
inhibition, or biochemical response;

(v) For commercial media:

(A) Verify that the product insert specifies that the quality
control checks meet the requirements for media quality control as out-
lined by the Clinical Laboratory Standards Institute (CLSI). M22-A3
Quality Control for Commercially Prepared Microbiological Culture Me-
dia; Approved Standard-Third Edition. June 2004. (Volume 24, Number
19);

(B) Keep records of the manufacturer's quality control results;

(C) Document wvisual inspection of the media for proper filling of
the plate, temperature or shipment damage, and contamination before
use; and

(D) Follow the manufacturer's specifications for using the media;
and

(vi) For microbiology subspecialties:

(A) Bacteriology: Perform quality control procedures for bacteri-
ology as described in Tables 090-7 and 090-8.

Table 090-7 Quality Control Procedures—Bacteriology

Control Material

Frequency

Reagents, disks, and
identification systems

Catalase, coagulase, oxidase,
and Beta-lactamase
Cefinase™ reagents

Bacitracin, optochin, ONPG, X
and V disks or strips

Positive and negative reference
organisms, unless otherwise
specified

Each batch, shipment, and new lot number
unless otherwise specified

Stains, unless otherwise
specified; DNA probes; and all
beta-lactamase methods other

than Cefinase ™

Positive and negative reference
organisms

Each batch, shipment, and new lot number;
and

Each day of use

Fluorescent stains

Positive and negative reference
organisms

Each batch, shipment, and new lot number;
and

Each time of use

Gram stains

Positive and negative reference
organisms

Each batch, shipment, and new lot number;
and

Each week of use

Direct antigen detection
systems without procedural
controls

Positive and negative controls that

evaluate both the extraction and
reaction phase

Each batch, shipment, and new lot number;
and

Each day of use

Test kits with procedural
(internal) controls

Positive and negative reference
material (external) controls

Procedural (internal) controls

Each batch, shipment, and new lot number;
and

Each day of testing, or follow an equivalent
quality testing procedure that meets federal
CLIA regulations

Each time patient sample is tested

Antisera

Positive and negative reference
material

Each batch, shipment, and new lot number;
and

Every six months

Table 090-8 Quality Control Procedures—Bacteriology - Media for Antimicrobial Sus-
ceptibility Testing
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Control Material Frequency
Check each new batch of * Approved reference * Before initial use and each day of testing; or
media an%.ealcg. nl?w lot ?lf organisms (ATCC +  May be done weekly if the medical test site can meet the
antimicrobia’ disks or other organisms) quality control requirements for antimicrobial disk
testing systems (MIC)

susceptibility testing as outlined by CLSI M700S
Performance Standards for Antimicrobial Susceptibility
Testing; Twenty-Sixth Edition.

(B) Mycobacteriology: Perform quality control procedures for my-
cobacteriology as described in Table 090-9.

Table 090-9 Quality Control Procedures—Mycobacteriology

Control Material Frequency
All reagents or test procedures ¢ Acid-fast organism that produces a positive * Each day of use
used for mycobacteria reaction and an acid-fast organism that
identification unless otherwise produces a negative reaction
specified
Acid-fast stains * Acid-fast organism that produces a positive * FEach day of use

reaction and an organism that produces a
negative reaction

Fluorochrome acid-fast stains * Acid-fast organism that produces a positive * Each time of use
reaction and an acid-fast organism that
produces a negative reaction

Susceptibility tests performed * Appropriate control organism(s) » Each batch of media, and each lot
on Mycobacterium tuberculosis number and shipment of
isolates antimycobacterial agent(s) before,

or concurrent with, initial use
» Each week of use

(C) Mycology: Perform quality control procedures for mycology as
described in Table 090-10.

Table 090-10 Quality Control Procedures—Mycology

Control Material Frequency

Susceptibility tests: Each drug *  One control strain that is susceptible to * [Each day of use
NOTE: Establish control limits and the drug
criteria for acceptable control results
prior to reporting patient results
Lactophenol cotton blue stain * Appropriate control organism(s) * Each batch or shipment

and each lot number
Acid-fast stains *  Organisms that produce positive and + Each day of use

negative reactions

Reagents for biochemical and other * Appropriate control organism(s) * Each batch or shipment
identification test procedures and each lot number
Commercial identification systems *  Organisms that verify positive and * Each batch or shipment
utilizing two or more substrates negative reactivity of each media type and each lot number

(D) Parasitology:

(I) Have available and use:

* Reference collection of slides or photographs and, if availa-
ble, gross specimens for parasite identification; and

* Calibrated ocular micrometer for determining the size of ova
and parasites, 1f size is a critical parameter.

(IT) Check permanent stains each month of use with reference ma-
terials.

(E) Virology:

(I) Have available:

* Host systems for isolation of viruses; and
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* Test methods for identification of viruses that cover the en-
tire range of viruses that are etiologically related to the clinical
diseases for which services are offered; and

(IT) Simultaneously culture uninoculated cells or cell substrate
as a negative control when performing virus identification.

(g) Histopathology: Fluorescent and immunohistochemical stains
must be checked for positive and negative reactivity each time of use.
For all other differential or special stains, include a control slide
of known reactivity with each slide or group of slides and document
reactions.

(h) Cytology.

(1) Processing specimens:

(A) ((Stedipr—att—gypecotogicatl—smears)) All gynecological slide
preparations must be stained using a Papanicolaou or a modified Papa-
nicolaou staining method;

(B) Have methods to prevent cross-contamination between gyneco-
logic and nongynecologic specimens during the staining process; and

(C) Stain nongynecological specimens that have a high potential
for cross-contamination separately from other nongynecological speci-
mens, and filter or change the stains following staining.

(ii) Performing specimen examinations:

(A) All cytology preparations must be evaluated on the premises
of the medical test site;

(B) Technical personnel must examine, unless federal law and reg-
ulation specify otherwise, no more than ((eme—hundred)) 100 cytologi-
cal slides (one patient specimen per slide; gynecologic, nongynecolog-
ic, or both) in a ((twemty—fewur)) 24-hour period and in no less than
an eight-hour work period;

(C) Previously examined negative, reactive, reparative, atypical,
premalignant or malignant gynecological cases and previously examined
nongynecologic cytology preparations and tissue pathology slides exam-
ined by a technical supervisor are not included in the ((ere—hundred))
100 slide limit;

(D) Each nongynecologic slide preparation made using liquid-based
slide preparatory techniques that result in cell dispersion over one-
half or less of the total available slide may be counted as one-half
slide; and

(E) Records of the total number of slides examined by each indi-
vidual at all sites during each ((&wenty—fewr)) 24-hour period must be
maintained.

(iii) Establish and implement a quality assurance program that
ensures:

(A) There is criteria for submission of material;

(B) All providers submitting specimens are informed of these cri-
teria;

(C) All samples submitted are assessed for adequacy;

(D) Records of initial examinations and rescreening results are
available and documented;

(E) Rescreening of benign gynecological slides is:

(I) Performed by an individual who meets the personnel require-
ments for technical or general supervisor in cytology as defined under
42 C.F.R. Part 493 Subpart M;

(IT) Completed before reporting patient results on those selected
cases;

(ITTI) Performed and documented on:

* No less than ((fer)) 10 percent of the benign gynecological
slides; and
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* Includes cases selected at random from the total caseload and
from patients or groups of patients that are identified as having a
high probability of developing cervical cancer, based on available pa-
tient information;

(F) The technical supervisor:

(I) Confirms all gynecological smears interpreted to be showing
reactive or reparative changes, atypical sgquamous or glandular cells
of undetermined significance, or to be in the premalignant (dysplasia,
cervical intraepithelial neoplasia or all squamous intraepithelial ne-
oplasia lesions including human papillomavirus-associated changes) or
malignant category;

(IT) Reviews all nongynecological cytological preparations; and

(ITI) Establishes, documents, and reassesses, at least every six
months, the workload limits for each cytotechnologist;

(G) All cytology reports with a diagnosis of high-grade squamous
intraepithelial lesion (HSIL), adenocarcinoma, or other malignant neo-
plasms are correlated with prior cytology reports and with histopa-
thology reports if available, and the causes of any discrepancies are
determined;

(H) Review of all normal or negative gynecological specimens re-
ceived within the previous five years, if available in the laboratory
system, or records of previous reviews, for each patient with a cur-
rent high grade intraepithelial lesion or moderate dysplasia of CIN-2
or above;

(I) Notification of the patient's physician if significant dis-
crepancies are found that would affect patient care and issuance of an
amended report;

(J) An annual statistical evaluation of the number of cytology
cases examined, number of specimens processed by specimen type, volume
of patient cases reported by diagnosis, number of cases where cytology
and histology are discrepant, number of cases where histology results
were unavailable for comparison, and number of cases where rescreen of
negative slides resulted in reclassification as abnormal; and

(K) Evaluation and documentation of the performance of each indi-
vidual examining slides against the medical test site's overall stat-
istical values, with documentation of any discrepancies, including
reasons for the deviation and corrective action, if appropriate.

(1) Immunohematology/transfusion services.

(1) Perform ABO grouping, Rh (D) typing, antibody detection and
identification, and compatibility testing as described by the Food and
Drug Administration (FDA) under 21 C.F.R. Parts 606 and 640.

(A) Perform ABO grouping:

(I) By concurrently testing unknown red cells with FDA approved
anti-A and anti-B grouping sera;

(IT) Confirm ABO grouping of unknown serum with known Al and B
red cells;

(B) Perform Rh (D) typing by testing unknown red cells with anti-
D (anti-Rh) blood grouping serum; and

(C) Perform quality control procedures for immunohematology as
described in Table 090-11.

(ii) Blood and blood products:

(A) Collecting, processing, and distributing:

(I) Must comply with FDA requirements listed under 21 C.F.R.
Parts 606, 610.40, ©610.53, and 640; and

(IT) Must establish, document, and follow policies to ensure pos-
itive identification of a blood or blood product recipient.
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(B) Labeling and dating must comply with FDA requirements listed
under 21 C.F.R. 606 Subpart G, and 610.53.

(C) Storing:

(I) There must be an adequate temperature alarm system that is
regularly inspected.

(IT) The system must have an audible alarm system that monitors
proper blood and blood product storage temperature over a ( (Ewenty—
fewr)) 24-hour period.

(ITI) High and low temperature checks of the alarm system must be
documented.

(D) Collection of heterologous or autologous blood products on-
site:

(I) Must register with the FDA; and

(IT) Have a current copy of the form FDA 2830 "Blood Establish-
ment Registration and Product Listing."

(E) Retention of samples of transfused blood:

(I) Establish and follow procedures to retain samples of each
unit of transfused blood for further testing in the event of transfu-
sion reactions; and

(IT) Promptly dispose of blood not retained for further testing
that has passed its expiration date.

(iii) Must have an agreement approved by the director for pro-
curement, transfer, and availability to receive products from outside
entities.

(iv) Promptly investigate transfusion reactions according to es-
tablished procedures, and take any necessary remedial action.

Table 090-11 Quality Control Procedures—Immunohematology

Reagent Control Material Frequency
ABO antisera * Positive control » Each day of use
Rh antisera * Positive and negative controls * Each day of use
» Patient control to detect false positive Rh test results *  When required by the
manufacturer
Other antisera » Positive and negative controls » Each day of use
ABO reagent red cells * Positive control » Each day of use
Antibody screening cells * Positive control using at least one known antibody * Each day of use

(j) Histocompatibility.

(1) Use applicable quality control standards for immunohematolo-
gy, transfusion services, and diagnostic immunology as described in
this chapter; and

(ii) Meet the standards for histocompatibility as listed in 42
C.F.R. Part 493.1278, Standard: Histocompatibility, available from the
department upon request.

(k) Cytogenetics.

(1) Document:

(A) Number of metaphase chromosome spreads and cells counted and
karyotyped;

(B) Number of chromosomes counted for each metaphase spread;

(C) Media used;

(D) Reactions observed;

(E) Quality of banding; and

(F) Sufficient resolution appropriate for the type of tissue or
specimen and the type of study required based on the clinical informa-
tion provided;
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(ii) Assure an adequate number of karyotypes are prepared for
each patient according to the indication given for performing cytoge-
netics study;

(iii) Use an adequate patient identification system for:

(A) Patient specimens;

(B) Photographs, photographic negatives, or computer stored im-
ages of metaphase spreads and karyotypes;

(C) Slides; and

(D) Records; and

(iv) Perform full chromosome analysis for determination of sex.

(1) Radiobioassay and radioimmunoassay.

(1) Check the counting equipment for stability each day of use
with radioactive standards or reference sources; and

(ii) Meet Washington state radiation standards described under
chapter 70.98 RCW and chapters 246-220, 246-221, 246-222, 246-232,
246-233, 246-235, 246-239, 246-247, 246-249, and 246-254 WAC.
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WSR 25-02-003
PERMANENT RULES

DEPARTMENT OF HEALTH
[Filed December 18, 2024, 12:54 p.m., effective January 18, 2025]

Effective Date of Rule: Thirty-one days after filing.

Purpose: Clarifying "culturally congruent care" in chapter
246-835 WAC, Birth doula. The department of health (department) is
adopting amendments to WAC 246-835-010 and 246-835-025 to update the
definition of "culturally congruent care" and to clarify education and
training requirements related to "culturally congruent care."

The department is adopting amendments to the definition of the
term "culturally congruent care" in WAC 246-835-010. The updated defi-
nition better reflects the practice of "culturally congruent care" for
the birth doula profession and addresses concerns expressed by the
doula community regarding the definition.

Adopted amendments to WAC 246-835-025 provide clarity for the
training and education requirements in this section. The adopted rule
separates the term "culturally congruent care" from "culturally con-
gruent ancestral practices" and clarifies that training related to
culturally congruent care fulfills the requirements in WAC
246-835-025, as well as training or experience related to culturally
congruent ancestral practices.

The adopted rules are the result of consultation with interested
individuals and birth doula community organizations and they are in-
tended to more accurately reflect what is best practice in the birth
doula profession. The adopted rules provide clarity, address concerns
raised by interested individuals, reflect best practices, and aligns
rule language with what the department has done in practice when re-
viewing applications and providing certifications for birth doulas.

Citation of Rules Affected by this Order: Amending WAC
246-835-010 and 246-835-025.

Statutory Authority for Adoption: RCW 18.47.030 and 18.47.800.

Adopted under notice filed as WSR 24-20-008 on September 19,
2024.

Number of Sections Adopted in Order to Comply with Federal Stat-
ute: New 0, Amended 0, Repealed 0; Federal Rules or Standards: New O,
Amended 0, Repealed 0; or Recently Enacted State Statutes: New O,
Amended 0, Repealed 0.

Number of Sections Adopted at the Request of a Nongovernmental
Entity: New 0, Amended 1, Repealed O.

Number of Sections Adopted on the Agency's own Initiative: New O,
Amended 0, Repealed 0.

Number of Sections Adopted in Order to Clarify, Streamline, or
Reform Agency Procedures: New 0, Amended 2, Repealed 0.

Number of Sections Adopted using Negotiated Rule Making: New O,
Amended 0, Repealed 0; Pilot Rule Making: New 0, Amended 0, Repealed
0; or Other Alternative Rule Making: New 0, Amended 2, Repealed O.

Date Adopted: December 18, 2024.

Kristin Peterson, JD

Chief of Policy

for Umair A. Shah, MD, MPH
Secretary of Health
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AMENDATORY SECTION (Amending WSR 23-18-048, filed 8/30/23, effective
10/1/23)

WAC 246-835-010 Definitions. The definitions in this section
apply throughout this chapter unless the context clearly requires oth-
erwise.

(1) "Birth doula" or "doula" mean a state-certified birth doula
under this chapter.

(2) "Culturally congruent care" means ((Ehe—eare—and—respeect—to—
i SR Lold thed : 1 ) | biet] 1

wEy—eof—thedeuvwla—regar of—+theirddentityr—as—well as—assisting
famities i —accessingotherdovtas—fromthe samebackground)) respect-
ing and upholding a client's cultural practices around birth, regard-
less of one's own cultural identity. Culturally congruent care in-
cludes a birth doula's responsibility to use community resources and
networks to help families access other doulas from the same back-
ground, religion, culture, and community as ((khem)) the client.

(3) "Department" means the department of health.

(4) "Postpartum" means the 12-month period beginning on the last
day of pregnancy.

(5) "Secretary" means the secretary of the department of health.

AMENDATORY SECTION (Amending WSR 23-18-048, filed 8/30/23, effective
10/1/23)

WAC 246-835-025 Culturally congruent ancestral practices, train-
ing, and education. (1) To apply for a birth doula certification, an
applicant shall ((eemptete)) demonstrate knowledge of culturally con-
gruent ancestral practlce P tralnlng, and educatlon that ( (demen—
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upholds culturally conqruent care as

defined in WAC 246- 835 010(2) .
(2) Culturally congruent ancestral training or experience may in-
clude, but is not limited to
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b)) ) History of obstetrics; such as erasure of granny midwives
and indigenous birth work;

((#=r)) (b) Trauma-informed care;

((#)) (c) Social determinants of health ((and));

(d) Adverse childhood experiences; or

(e) Other training and education that enhances the applicant's
knowledge of culturally congruent care or culturally congruent ances-
tral practices, training, and education.

((#2r)) (3) Documentation of completion must include:

(a) An attestation that they have successfully completed a train-
ing or have experience in one of the categories in subsection ((+43))
(2) of this section; or
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(b) A certificate of completion from a relevant training that
lists the applicant's name.
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WSR 25-02-004
PERMANENT RULES
BOARD OF REGISTRATION
FOR PROFESSIONAL ENGINEERS

AND LAND SURVEYORS
[Filed December 18, 2024, 1:58 p.m., effective January 18, 2025]

Effective Date of Rule: Thirty-one days after filing.

Purpose: The board of registration for professional engineers and
land surveyors received a petition for expedited rule making to update
pronouns in various WAC. A CR-105 (expedited rule-making form) was
filed, and parties notified. Objections to the use of expedited rule
making and amending the language were received. The changes are minor
without changing the effect of the rules.

Citation of Rules Affected by this Order: Amending WAC
196-09-130, 196-09-131, 196-09-135, 196-09-150, 196-23-010,
196-23-040, 196-33-400, and 196-34-115.

Statutory Authority for Adoption: RCW 18.43.035, 18.210.050, and
18.210.060.

Adopted under notice filed as WSR 24-20-128 on October 1, 2024.

Changes Other than Editing from Proposed to Adopted Version: WAC
196-23-010 and 196-33-400 now read "It is the responsibility of each
licensee to maintain control over the use of their stamp/seal."

WAC 196-23-040 removed proposed "their." Now reads "when repre-
senting licensing credentials."

Number of Sections Adopted in Order to Comply with Federal Stat-
ute: New 0, Amended 0, Repealed 0; Federal Rules or Standards: New O,
Amended 0, Repealed 0; or Recently Enacted State Statutes: New O,
Amended 0, Repealed O.

Number of Sections Adopted at the Request of a Nongovernmental
Entity: New 0, Amended 8, Repealed 0.

Number of Sections Adopted on the Agency's own Initiative: New O,
Amended 0, Repealed O.

Number of Sections Adopted in Order to Clarify, Streamline, or
Reform Agency Procedures: New 0, Amended 0, Repealed 0.

Number of Sections Adopted using Negotiated Rule Making: New O,
Amended 0, Repealed 0; Pilot Rule Making: New 0, Amended 0, Repealed
0; or Other Alternative Rule Making: New 0, Amended 8, Repealed 0.

Date Adopted: December 12, 2024.

Ken Fuller

Director

OTsS-5697.1

AMENDATORY SECTION (Amending WSR 21-22-092, filed 11/2/21, effective
12/3/21)

WAC 196-09-130 Board member limitations—Contract selection.
(1) When a member of the board of registration for professional engi-
neers and land surveyors (board) is beneficially interested, directly
or indirectly, in a contract, sale, lease, purchase or grant that may
be made by, through, or is under the supervision of the board in whole
or in part, or when the member accepts, directly or indirectly, any
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compensation, gratuity, or reward from any other person beneficially
interested in such contract, sale, lease, purchase or grant, the mem-
ber must:

(a) Exclude ((him—eoer—hersedtf)) themselves from the board discus-
sion regarding the specific contract, sale, lease, purchase or grant;

(b) Exclude ((him—er—hersedtf)) themselves from the board vote on
the specific contract, sale, lease, purchase or grant; and

(c) Refrain from attempting to influence the remaining board mem-
bers in their discussion and vote regarding the specific contract,
sale, lease, purchase or grant.

(2) The prohibition against discussion set forth in sections (a)
and (c) may not prohibit the member of the board from using ((hRis—er
ker)) their general expertise to educate and provide general informa-
tion on the subject area to the other members.

AMENDATORY SECTION (Amending WSR 21-22-092, filed 11/2/21, effective
12/3/21)

WAC 196-09-131 Board member limitations—Board actions. (1)
When a member of the board of registration for professional engineers
and land surveyors (Board) either owns a beneficial interest in or is
an officer, agent, employee or member of an entity or individual,
which is subject to a board action, the member must:

(a) Recuse ((him—eor—herself)) themselves from the board discus-
sion regarding the specific action;
(b) Recuse ((him—eor—hersedf)) themselves from the board vote on

the specific action; and

(c) Refrain from attempting to influence the remaining board mem-
bers in their discussion and vote regarding the specific action.

(2) The prohibition against discussion and voting set forth in
sections (a) and (c) may not prohibit the member of the board from us-

ing ((kd+s—er—her)) their general expertise to educate and provide gen-
eral information on the subject area to the other members.
(3) "Board action" may include any of the following:

(a) An investigation or adjudicative proceeding;

(b) Application or submission;

(c) Request for a ruling or other determination decision, find-
ing, ruling, or order; or

(d) Monetary grant, payment, or award.

AMENDATORY SECTION (Amending WSR 21-22-092, filed 11/2/21, effective
12/3/21)

WAC 196-09-135 Reporting of board member recusal. If exclusion
or recusal occurs pursuant to WAC 196-09-130 or 196-09-131, the member
of the board should disclose to the public the reasons for ((kis——er
ke¥r)) their exclusion or recusal from any board action whenever it oc-
curs. The board staff should record each instance of exclusion or rec-
usal and the basis for it in the minutes of the board meetings.
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AMENDATORY SECTION (Amending WSR 21-22-092, filed 11/2/21, effective
12/3/21)

WAC 196-09-150 Public records. All public records of the board
are available for public inspection and copying pursuant to these
rules and applicable state law (chapter 42.56 RCW), as follows:

(1) Inspection of records. Public records are available for in-
spection and copying during normal business hours of the office of the
Washington state board of registration for professional engineers and
land surveyors. Records may be inspected at the board's office when
the requestor has been notified of the availability of the requested
documents and an appointment is made with the public records officer.

(2) Records index. An index of public records, consisting of the
retention schedules applicable to those records, is available to mem-
bers of the public at the board's office.

(3) Organization of records. The board maintains its records in a
reasonably organized manner. The board will take reasonable actions to
protect records from damage and disorganization. A requestor shall not
take original records from the board's office. A variety of records
are also available on the board's website at https://brpels.wa.gov/.
Requestors are encouraged to view the documents available on the web-
site prior to submitting a public records request.

(4) Making a request for public records.

(a) Any person wishing to inspect or obtain copies of public re-
cords should make the request using the board's public records request
form available on the board's website or in writing by letter or email
addressed to the public records officer. Written request must include
the following information:

(i) Date of the request.

(ii) Name of the requestor.

(iii) Address of the requestor and other contact information, in-
cluding telephone number and any email addresses.

(iv) Clear identification of the public records requested to per-
mit the public records officer or designee to identify and locate the
records.

(b) The public records officer may also accept requests for pub-
lic records by telephone or in person. If the public records officer
or designee accepts an oral or telephone request, ((khe—er——she)) they
will confirm receipt of the request and the details of the records re-
quested, in writing, to the requestor.

(c) If the requests received in (a) or (b) of this subsection are
not sufficiently clear to permit the public records officer to identi-
fy the specific records requested, the public records officer will re-
quest clarification from the requestor in writing.

(d) If the requestor wishes to have copies of the records made
instead of simply inspecting them, ((hRe—e¥r—she)) they should make that
preference clear in the request. Copies will be made by the board's
public records officer or designee.

(e) When fulfilling public records requests, the board will per-
form its public records responsibilities in the most expeditious man-
ner consistent with the board's need to fulfill its other essential
functions.

(f) By law, certain records and/or specific content of any spe-
cific record or document may not be subject to public disclosure. Ac-
cordingly, a reasonable time period may occur between the date of the
request and the ability of the public records officer to identify, lo-
cate, retrieve, remove content not subject to disclosure, prepare a
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redaction log that includes the specific exemption, a brief explana-
tion of how the exemption applies to the records or portion of the re-
cords being withheld, and produce the records for inspection and/or
copying. The requestor will be kept informed of the expected delivery
timetable.

(g) If the request includes a large number of records, the pro-
duction of the records for the requestor may occur in installments.
The requestor will be informed, in writing, of the board's anticipated
installment delivery timetable.

(h) In certain instances, the board may notify affected third
parties to whom the record relates. This notice allows the affected
third party to seek an injunction within ((fifteern)) 15 days from the
date of the written notice. The notice further provides that release
of the records to the requestor will be honored unless timely injunc-
tive relief is obtained by the affected third party on or before the
end of the ((fi+fteer)) 1l5-day period.

(1) Requests for lists of credentialed individuals by educational
organizations and professional associations: In order to obtain a list
of individuals under the provisions of RCW 42.56.070(8), educational
organizations and professional associations must provide sufficient
information to satisfy the board that the requested list of individu-
als is primarily for educational and professionally related uses.

Board forms are available on the board's website or upon request.

OTS-5698.2

AMENDATORY SECTION (Amending WSR 08-10-009, filed 4/24/08, effective
7/1/08)

WAC 196-23-010 Seals. All individuals licensed in accordance
with chapter 18.43 RCW must utilize a seal/stamp that conforms to the
design as authorized by the board. It is the responsibility of ((£ke))
each licensee to maintain control over the use of ((Bisthexr)) their
stamp/seal. The impression or image of the seal/stamp must conform to
the below-illustrated design and be of a size that assures full legi-
bility of the following required information:

(1) State of Washington;

(2) Registered professional engineer or registered professional
land surveyor;

(3) Certificate number;

(4) Licensee's name as shown on wall certificate.
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AMENDATORY SECTION (Amending WSR 06-22-035, filed 10/25/06, effective
11/25/06)

WAC 196-23-040 Use of the title S.E. Only professional engi-
neers who have completed the state of Washington's requirements for
licensure in structural engineering are permitted to use the title of
S.E. when representing ((kis—er—her)) licensing credentials, as in,
James Smith, P.E., S.E. Use of the title S.E. by any individual who is
not licensed in structural engineering as provided in chapter 18.43
RCW, is subject to disciplinary action by the board in accordance with
chapter 18.43 RCW and/or chapter 18.235 RCW.

OTS-5699.2

AMENDATORY SECTION (Amending WSR 18-22-076, filed 11/2/18, effective
12/3/18)

WAC 196-33-400 Seals and stamps. All individuals licensed in
accordance with chapter 18.210 RCW shall procure a seal/stamp that
conforms to the design as authorized by the board. It is the responsi-
bility of ((£ke)) each licensee to maintain control over the use of
((histher)) their stamp/seal. The impression or image of the seal/
stamp shall conform to the below-illustrated design and be of a size
that assures full legibility of the following required information:

(1) State of Washington;

(2) Licensed on-site wastewater treatment system designer;
(3) License number;
(4) Licensee's name as shown on license.
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0OTs-5700.1

AMENDATORY SECTION (Amending WSR 12-09-008, filed 4/5/12, effective
5/6/12)

WAC 196-34-115 Qualifying activities. The board believes that
designers under provisions of chapter 18.210 RCW should have the dis-
cretion to make independent choices on what activities help them to be
improved practitioners. The board will not provide advance approvals
for selected activities or vendors. The board expects designers to
seek out qualifying activities that can be demonstrated to the board

as relevant to ((kis—er—he¥r)) their professional development as a de-
signer.
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WSR 25-02-024
PERMANENT RULES
OFFICE OF THE

INSURANCE COMMISSIONER
[Insurance Commissioner Matter R 2024-02—Filed December 18, 2024, 4:43 p.m., effective January 18, 2025]

Effective Date of Rule: Thirty-one days after filing.

Purpose: E2SSB 5213 (chapter 242, Laws of 2024) amends state law
concerning the business practices of health care benefit managers
(HCBMs) and pharmacy benefit managers (PBMs, which are a type of
HCBM) . The law's provisions address, among other issues, PBM reim-
bursement to pharmacies for dispensing prescription drugs; consumer
access to mail order and retail pharmacies; consumer out-of-pocket
costs for prescription drugs; HCBM registration and reporting; and
oversight authority of the office of the insurance commissioner (OIC)
regarding HCBM registration and operations. Rule making is necessary
to revise existing HCBM rules at chapter 284-180 WAC and ensure that
all affected entities understand their rights and obligations under
the new law.

In addition, rule making related to HCBMs beyond the scope of
E2SSB 5213 is necessary to ensure that OIC can effectively oversee
HCBMs in light of recent health care industry developments like the
Change Healthcare cyberattack in early 2024 and OIC's experience regu-
lating HCBMs.

Citation of Rules Affected by this Order: New WAC 284-180-465,
284-180-501, 284-180-507, 284-180-517, and 284-180-522; and amending
WAC 284-180-120, 284-180-130, 284-180-210, 284-180-220, 284-180-230,
284-180-240, 284-180-325, 284-180-405, 284-180-411, 284-180-455,
284-180-460, 284-180-500, 284-180-505, 284-180-515, and 284-180-520.

Statutory Authority for Adoption: RCW 48.200.900, 48.02.060.

Adopted under notice filed as WSR 24-21-158 on October 22, 2024.

A final cost-benefit analysis is available by contacting Simon
Casson, P.0O. Box 40255, Olympia, WA 98504-0255, phone 360-725-7038,
fax 360-586-3109, email rulescoordinator@oic.wa.gov, website
WWW.lnsurance.wa.gov.

Number of Sections Adopted in Order to Comply with Federal Stat-
ute: New 0, Amended 0, Repealed 0; Federal Rules or Standards: New O,
Amended 0, Repealed 0; or Recently Enacted State Statutes: New 5,
Amended 15, Repealed 0.

Number of Sections Adopted at the Request of a Nongovernmental
Entity: New 0, Amended 0, Repealed O.

Number of Sections Adopted on the Agency's own Initiative: New O,
Amended 0, Repealed 0.

Number of Sections Adopted in Order to Clarify, Streamline, or
Reform Agency Procedures: New 5, Amended 15, Repealed 0.

Number of Sections Adopted using Negotiated Rule Making: New O,
Amended 0, Repealed 0; Pilot Rule Making: New 0, Amended 0, Repealed
0; or Other Alternative Rule Making: New 0, Amended 0, Repealed O.

Date Adopted: December 18, 2024.

Mike Kreidler
Insurance Commissioner

OTS-5883.3
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AMENDATORY SECTION (Amending WSR 21-02-034, filed 12/29/20, effective
1/1/22)

WAC 284-180-120 Applicability and scope. (1) This chapter ap-
plies to:

(a) Health care benefit managers as defined in RCW 48.200.020,
and health carriers who contract with health care benefit managers;
and

(b) Pharmacy benefit managers who contract with pharmacies on be-
half of health carriers, medicaid managed care organizations, and em-—
plovee benefits programs as defined in RCW 48.200.020.

(2) Effective January 1, 2026, RCW 48.200.280, 48.200.310, and
48.200.320 and WAC 284-180-500, 284-180-507, 284-180-517, and
284-180-522 apply to self-funded group health plans that have elected
to participate under RCW 48.200.330.

(3) This chapter does not apply to the actions of health care
benefit managers providing services to, or acting on behalf of ((+
i 1+

IR T — Nl Ao
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(=)
Tt

+eh—Pnien—ptans)) medicare supplement or medicare advantage

AMENDATORY SECTION (Amending WSR 21-02-034, filed 12/29/20, effective
1/1/22)

WAC 284-180-130 Definitions. Except as defined in other sub-
chapters and unless the context requires otherwise, the following def-
initions apply throughout this chapter:

(1) "Affiliate"™ or "affiliated employer" has the same meaning as
the definition of affiliate or affiliated employer in RCW 48.200.020.
(2) "Annual gross income" means the sum of all amounts paid dur-

ing a calendar vear by any entities with which a health care benefit
manager has contracted for the provision of health care benefit man-
agement services in Washington state.

(3) "Certification”™ has the same meaning as the definition of
certification in RCW 48.43.005.

((3y)) (4) "Control" means the possession, directly or indirect-
ly, of the power to direct or cause the direction of the management
and policies of a person, such as through ownership of voting securi-
ties, membership rights, or by contract.

(5) "Corporate umbrella" means an arrangement consisting of, but
not limited to, subsidiaries and affiliates operating under common
ownership or control.

((4y)) (6) "Covered person" has the same meaning as in RCW
48.43.005.

(7) As used in RCW 48.200.020 and 48.200.280, "credentialing"
means the collection, verification, and assessment of whether a health
care provider meets relevant licensing, education, and training re-
guirements.

(8) "Employee benefits programs" has the same meaning as the def-
inition of employee benefits program in RCW 48.200.020.

((#5)F)) (9) "Generally available for purchase" means available
for purchase by multiple pharmacies within the state of Washington
from national or regional wholesalers.
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((#6)¥)) (10) "Health care benefit manager" has the same meaning
as the definition of health care benefit manager in RCW 48.200.020.

((Hr)) (11) "Health care provider" or "provider" has the same
meaning as the definition of health care provider in RCW 48.43.005.

((48)r)) (12) "Health care services" has the same meaning as the
definition of health care services in RCW 48.43.005.

((4%)) (13) "Health carrier"™ or "carrier" has the same meaning
as the definition of health carrier in RCW 48.43.005.

((3+0)) (14) "Laboratory benefit manager" has the same meaning
as the definition of laboratory benefit manager in RCW 48.43.020.

((+H)) (15) Effective January 1, 2026, "list" has the same
meaning as the definition of 1list in RCW 48.200.280, as amended by
section 5, chapter 242, laws of 2024.

(16) "Mail order pharmacy" has the same meaning as the definition
of mail order pharmacy in RCW 48.200.020.

(17) "Mental health benefit manager" has the same meaning as the
definition of mental health benefit manager in RCW 48.200.020.

((+2r)) (18) Effective January 1, 2026, "multiple source drug"
has the same meaning as the definition of multiple source drug in RCW
48.200.280, as amended by section 5, chapter 242, Taws of 2024.

(19) "Net amount" means the invoice price that the pharmacy paid
to the supplier for a prescription drug that it dispensed, plus any
taxes, fees or other costs, minus the amount of all discounts and oth-
er cost reductions attributable to the drug.

((+3F)) (20) "Network" has the same meaning as the definition of
network in RCW 48.200.020.

((+4y)) (21) "Network pharmacy" has the same meaning as the def-
inition of network pharmacy in RCW 48.200.280.

(22) "Oversight activities" includes all work done by the commis-
sioner to ensure that the requirements of chapter 48.200 RCW are prop-
erly followed and in fulfilling its duties as required under chapter
48.200 RCW.

((3+5))) (23) "Person" has the same meaning as the definition of
person in RCW 48.200.020.

((+6))) (24) "Pharmacy benefit manager" has the same meaning as
the definition of pharmacy benefit manager in RCW 48.200.020.

((+H-)) (25) "Pharmacy network" has the same meaning as the def-
inition of pharmacy network in RCW 48.200.020.

(26) "Predetermined reimbursement cost" means maximum allowable
cost, maximum allowable cost list, or any other benchmark price uti-
lized by the pharmacy benefit manager, including the basis of the
methodology and sources utilized to determine multisource generic drug
reimbursement amounts. However, dispensing fees are not included in
the calculation of predetermined reimbursement costs for multisource
generic drugs.

((+8F)) (27) "Radiology benefit manager" has the same meaning as
the definition of radiology benefit manager in RCW 48.200.020.

((+5%y)) (28) "Readily available for purchase" means manufactured
supply is held in stock and available for order by more than one phar-
macy in Washington state when such pharmacies are not under the same
corporate umbrella.

( (20r—"Retatiate™)) (29) (a) Through December 31, 2025, "retali-
ate" means action, or the implied or stated threat of action, to de-
crease reimbursement or to terminate, suspend, cancel or limit a phar-
macy's participation in a pharmacy benefit manager's provider network
solely or in part because the pharmacy has filed or intends to file an
appeal under RCW 48.200.280.

Certified on 1/9/2025 [ 33 ] WSR Issue 25-02 - Permanent



Washington State Register, Issue 25-02 WSR 25-02-024

((2Hr)) (b)) Effective January 1, 2026, "retaliate" means action,
or the implied or stated threat of action, to cancel, restrict, or re-
fuse to renew or offer a contract to a pharmacy, to decrease reim-
bursement or to terminate, suspend, cancel or limit a pharmacy's par-
ticipation in a pharmacy benefit manager's provider network solely or
in part because the pharmacy has:

(1) Filed or intends to file an appeal under RCW 48.200.280;

(1i) Disclosed information in a court, in an administrative hear-
ing, or legislative hearing, if the pharmacist or pharmacy has a good
faith belief that the disclosed information is evidence of a violation
of a state or federal law, rule, or requlation; or

(1ii) Disclosed information to a government or law enforcement
agency, if the pharmacist or pharmacy has a good faith belief that the
disclosed information is evidence of a violation of a state or federal
law, rule, or reqgqulation.

(30) "Union plan" means an employee welfare benefit plan governed
by the provisions of the federal Employvee Retirement Income Security
Act of 1974 (29 U.S.C. Sec. 1001 et seg.) in which an employee organi-
zation participates and that exists for the purpose, in whole or in
part, of dealing with employers concerning an employee welfare benefit
plan.

(31) "Unsatisfied" means that the network pharmacy did not re-
ceive the reimbursement that it requested at the first tier appeal.

((#22F)) (32) "Utilization review" has the same meaning as the
definition of utilization review in RCW 48.43.005.

AMENDATORY SECTION (Amending WSR 23-23-141, filed 11/20/23, effective
12/21/23)

WAC 284-180-210 Registration and renewal fees. (1) The commis-—
sioner must establish fees for registration and renewal in an amount
that ensures the program for the registration, renewal, and oversight
activities of the health care benefit managers is self-supporting.
Each health care benefit manager must contribute a sufficient amount
to the commissioner's requlatory account to pay for the reasonable
costs, including overhead, of regulating health care benefit managers.

(2) The initial registration fee is $200.

(3) For the renewal fee, the commissioner will charge a propor-
tional share of the annual cost of the insurance commissioner's renew-
al and oversight activities of health care benefit managers. Each
health care benefit managers' proportional share of the program annual
operating costs will be based on their Washington state annual gross
income of their health care benefit manager business for the previous
calendar year. The renewal fee is $500, at a minimum, and may increase
based on a proportional share of each health care benefit ((mearagers))
manager's Washington state annual gross income as reported to the in-
surance commissioner.

(4) If an unexpended balance of health care benefit manager reg-
istration and renewal funds remain in the insurance commissioner's
regulatory account at the close of a fiscal year, the commissioner
will carry the unexpended funds forward and use them to reduce future
renewal fees.

(5) Carriers are exempt from the definition of health care bene-
fit manager under RCW 48.200.020.

Certified on 1/9/2025 [ 34 ] WSR Issue 25-02 - Permanent



Washington State Register, Issue 25-02 WSR 25-02-024

(a) An entity that is owned or controlled by a holding company
that owns or controls a carrier is not exempt from registration as a
health care benefit manager.

(b) Under RCW 48.200.050, when a carrier, i.e., "carrier A," acts
as a health care benefit manager for another carrier, i.e., "carrier
B," carrier B is responsible for the conduct of carrier A with respect

to its action as a health care benefit manager on carrier B's behalf.

AMENDATORY SECTION (Amending WSR 23-23-141, filed 11/20/23, effective
12/21/23)

WAC 284-180-220 Health care benefit manager registration. (1)
Beginning January 1, 2022, and thereafter, to conduct business in this
state, health care benefit managers must ((register—and)) have an ap-
proved registration with the commissioner as required in RCW
48.200.030 and 48.200.300. The registration application is not com-
plete until the commissioner receives the complete registration form,
any supporting documentation required by the commissioner, and the
$200 registration fee.

(2) Health care benefit managers must apply for registration us-
ing the commissioner's electronic system, which is available at
www.linsurance.wa.gov.

(3) The registration period is valid from the date of approval of
registration through June 30th of the same fiscal year.

( (+4—The—registration—appltication—is not—complete—until—the com—

at
g

at
at

AMENDATORY SECTION (Amending WSR 23-23-141, filed 11/20/23, effective
12/21/23)

WAC 284-180-230 Health care benefit manager renewal. (1) Health
care benefit managers must annually renew their registration((s)) and
pay their renewal fee ((using)) as regquired by RCW 48.200.030. Regis-
tration renewal must be submitted through the commissioner's electron-
ic system, which is available at www.insurance.wa.gov.

(2) Health care benefit managers renewing their registrations
must, no later than March 1st of each year, submit an electronic re-
newal report and supporting documents for approval to include:

(a) Their Washington state annual gross income for health care
benefit manager business for the previous calendar year, broken down
by Washington state annual gross income received from each contracted
entity, whether a carrier or another health care benefit manager, that
has made payments to the health care benefit manager for services pro-
vided to covered persons in Washington state during the previous cal-
endar year; and

(b) Any additional information, including supporting documents,
as required by the commissioner.
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b)) may not amend ((ke)) their Washington state annual gross income

report for the previous year later than ((May—3+st)) April 15th, of
the submission year.

(4) On or before June 1lst of each year, the commissioner will
calculate and set the renewal fees for the next July lst through June
30th fiscal year. Invoices for the renewal fees and electronic pay-
ments will be available through the insurance commissioner's electron-
ic filing and payment center. Renewal fee payments are due by July
15th of each year.

(5) The renewal application is not complete until the commission-
er receives the complete renewal report, supporting documentation if
required by the commissioner, and the payment of the invoiced renewal
fee.

(6) Upon successful completion, the health care benefit manager
will receive notice of approval of the renewal application from the
commissioner.

(7) Failure to timely submit a completed renewal report and fee
may result in a delayed renewal or nonrenewal in addition to potential
violations if a health care benefit manager provides services without
being registered.

(8) Each renewed registration is wvalid for one fiscal year from
July 1st through June 30th fiscal year.

AMENDATORY SECTION (Amending WSR 23-23-141, filed 11/20/23, effective
12/21/23)

WAC 284-180-240 Providing and updating registration information.
(1) When registering, a health care benefit manager must ( (appty
with)) submit with its application an affidavit affirming ((i+ts)) the
application's accuracy. An application for registering as a health
care benefit manager must ((previde—fer)) include:

(a) The legal name as well as any additional names that it uses
to conduct business;

(b) The names of persons and entities with any ownership or con-
trolling interests, including stockholders, officers and directors, or
limited liability company members, managers and officers in the health
care benefit manager, and the identity of any entity for which the
health care benefit manager has a controlling interest;

(c) A list of tax identification numbers and business licenses
and registrations that are active;

(d) Identifying any areas of specialty, such as a pharmacy bene-
fit management, radiology benefit management, laboratory benefit man-
agement, mental health care benefit management, or any other areas of
specialty identified in the application;

(e) A copy of the health care benefit manager's certificate of
registration with the Washington state secretary of state;

(f) Contact information for communications regarding registra-
tion, renewal and oversight activities, to include name of the contact
person, address, phone number, and valid email address;

((#£r)) (g) Name and contact information for the person the
health care benefit manager has designated as responsible for compli-
ance with state and federal laws to include name of the contact per-
son, address, phone number, and valid email address;
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((#gr)) (h) Identify if the health care benefit manager has com-
mitted any violations in this or any state or been the subject of an
order from ((&)) any federal or state agency or court; and

((#r)) (i) Any additional information requested by the commis-
sioner.

(2) Registered health care benefit managers must provide any ma-
terial change in the information filed with the commissioner.

(a) This information includes, but is not limited to:

(1) Any additional names that the health care benefit manager
uses to conduct business; and

(11) The contact's name and email address for official communica-
tions between the commissioner and the health care benefit manager as
required in subsection (1) (f) of this section.

(b) Any change in the information provided to obtain, renew, non-
renew, Or surrender a registration as a health care benefit manager is
a material change and must be reported to the commissioner within 30
days of the change.

(c) Any amendments to its annual renewal reports including the
reported annual gross income must be reported to the commissioner no
later than May 31st. Amended annual renewal reports may be accepted
after review by the commissioner.

AMENDATORY SECTION (Amending WSR 21-02-034, filed 12/29/20, effective
1/1/22)

WAC 284-180-325 Required notices. (1) Carriers must post on
their website information that identifies each health care benefit
manager contracted with the carrier, either directly or indirectly
through subcontracting with a health care benefit manager or other en-
tity, and identify the services provided by ((£ke)) each health care
benefit manager. The information must be ((easy—te—Ffind)) visually
prominent and easily located on the carriers' website with a link from
the web page utilized for enrollees. The carrier is required to update
the information on their website within ((£kirty)) 30 business days of
any change, such as addition or removal of a health care benefit man-
ager or a change in the services provided by a health care benefit
manager.

(2) Carriers must notify enrollees in writing and at least annu-
ally, including at plan enrollment and renewal, of each health care
benefit manager contracted with the carrier to provide any health care
benefit management services, either directly or indirectly through
subcontracting with a health care benefit manager or other entity. For
example, written notices include disclosure in the policy or member
handbook. This notice must identify the website address where enroll-
ees can view an updated listing of all health care benefit managers
utilized by the carrier.

AMENDATORY SECTION (Amending WSR 21-02-034, filed 12/29/20, effective
1/1/22)

WAC 284-180-405 Definitions in this subchapter. The definitions
in this section apply throughout this subchapter.
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(1) "Complete filing"™ means a package of information containing
forms, supporting information, documents and exhibits submitted to the
commissioner electronically using the system for electronic rate and
form filing (SERFF).

(2) "Date filed" means the date a complete filing has been re-
ceived and accepted by the commissioner.
(3) "Filer" means:

(a) A person, organization or other entity that files forms or
rates with the commissioner for a carrier or health care benefit man-
ager; or

(b) A person employed by a carrier or heath care benefit manager
to file under this chapter.

(4) (("Form'—mmears—a)) "Health care benefit management contract
form"™ or "contract" ((amd)) or "form" means any written agreement de-
scribing the rights and responsibilities of the parties, such as car-
riers, health care benefit managers, providers, pharmacy, pharmacy
services administration organization, and employee benefit program
conforming to chapter 48.200 RCW and this chapter including:

(a) All forms that are part of the contract; and

(b) All amendments to the contract.

(5) "NAIC" means the National Association of Insurance Commis-—
sioners.
(6) "Objection letter" means correspondence created in SERFF and

sent by the commissioner to the filer that:

(a) Requests clarification, documentation, or other information;
or

(b) Explains errors or omissions in the filing.

(7) "SERFF" means the system for electronic rate and form filing.
SERFF is a proprietary NAIC computer-based application that allows in-
surers and other entities to create and submit rate, rule, and form
filings electronically to the commissioner.

(8) "Type of insurance" or "TOI" means a specific type of health
care coverage listed in the Uniform Life, Accident and Health, Annuity
and Credit Coding Matrix published by the NAIC and available at
WWw.naic.org.

AMENDATORY SECTION (Amending WSR 21-02-034, filed 12/29/20, effective
1/1/22)

WAC 284-180-411 Purpose of this subchapter. The purpose of this
subchapter is to:

(1) Adopt processes and procedures for filers to use when submit-
ting electronic forms and rates to the commissioner by way of SERFF.

(2) Designate SERFF as the method by which filers, including
( (hreatt £ tors,—healthmaintenance—organizationsy
inasurers—as—defined3in REW48-08+-0656+)) carriers and health care bene-
fit managers, must submit all health care benefit management contract
forms to the commissioner.
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AMENDATORY SECTION (Amending WSR 21-02-034, filed 12/29/20, effective
1/1/22)

WAC 284-180-455 Carrier filings related to health care benefit
managers. (1) (a) A carrier must file all contracts and contract
amendments ((witk)) between a health care benefit manager and a carri-
er within ((hirty)) 30 days following the effective date of the con-
tract or contract amendment.

(b) To meet its obligations under RCW 48.200.050(5), a carrier
must, for any health care benefit manager that provides services to or
acts on behalf of the carrier and is not directly contracted with the
carrier:

(1) File all contracts to provide health care benefit management
services to or on behalf of a carrier such as, but not limited to,
health care benefit management services contracts that result from a
carrier contracting with a health care benefit manager who then con-
tracts or subcontracts with another health care benefit manager; or

(1i) TIdentify all contracts to provide health care benefit man-
agement services to or on behalf of the carrier, ensure that contrac-
ted health care benefit managers have filed all required contracts
with the commissioner, whether the health care benefit manager is di-
rectly or indirectly contracted with the carrier, as required in RCW
48.200.040 and WAC 284-180-460, and submit to the commissioner, as re-
gquired by the "Washington State SERFF Carrier Provider Agreement and
HCBM Contract Filing General Instructions," as a supporting document
to the carrier's filings, a list of all health care benefit manager
contracts. The 1list must include the SERFF tracker identifier for each
contract.

(2) If a carrier negotiates, amends, or modifies a contract or a
compensation agreement that deviates from a previously filed contract,
then the carrier must file that negotiated, amended, or modified con-
tract or agreement with the commissioner within ((£hizrty)) 30 days
following the effective date. The commissioner must receive the fil-
ings electronically in accordance with this subchapter.

((#2¥)) (3) Carriers must maintain health care benefit manager
contracts at its principal place of business in the state, or the car-
rier must have access to all contracts and provide copies to facili-
tate regqulatory review upon ((ewenty)) 20 days prior written notice
from the commissioner.

((3r)) [(4) Nothing in this section relieves the carrier of the
responsibility detailed in WAC 284-170-280 (3) (b) to ensure that all
contracts are current and signed if the carrier utilizes a health care
benefit manager's providers and those providers are listed in the net-
work filed for approval with the commissioner.

((#4r)) (5) If a carrier enters into a reimbursement agreement
that is tied to health outcomes, utilization of specific services, pa-
tient volume within a specific period of time, or other performance
standards, the carrier must file the reimbursement agreement with the
commissioner within ((£kirty)) 30 days following the effective date of
the reimbursement agreement, and identify the number of enrollees in
the service area in which the reimbursement agreement applies. Such
reimbursement agreements must not cause or be determined by the com-
missioner to result in discrimination against or rationing of medical-
ly necessary services for enrollees with a specific covered condition
or disease. If the commissioner fails to notify the carrier that the
agreement is disapproved within ( (£kirty)) 30 days of receipt, the
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agreement is deemed approved. The commissioner may subsequently with-
draw such approval for cause.

((4#5)F)) (6) Health care benefit manager contracts and compensa-
tion agreements must clearly set forth the carrier provider networks
and applicable compensation agreements associated with those networks
so that the provider or facility can understand their participation as
an in-network provider and the reimbursement to be paid. The format of
such contracts and agreements may include a list or other format ac-
ceptable to the commissioner so that a reasonable person will under-
stand and be able to identify their participation and the reimburse-
ment to be paid as a contracted provider in each provider network.

AMENDATORY SECTION (Amending WSR 23-24-034, filed 11/30/23, effective
1/1/24)

WAC 284-180-460 Health care benefit manager filings. (1) A
health care benefit manager must file all contracts and contract
amendments between the health care benefit manager and a health carri-
er, provider, pharmacy, pharmacy services administration organization,
or other health care benefit manager entered into directly or indi-
rectly in support of a contract with a carrier or employee benefits
program within 30 days following the effective date of the contract or
contract amendment. Contracts that must be filed by a health care ben-
efit manager shall include all contracts to provide health care bene-
fit management services to or on behalf of the carrier, whether the
health care benefit manager is directly or indirectly contracted with
the carrier such as, but not limited to, health care benefit manage-
ment services contracts that result from a carrier contracting with a
health care benefit manager who then contracts or subcontracts with
another health care benefit manager.

(2) If a health care benefit manager negotiates, amends, or modi-
fies a contract or a compensation agreement that deviates from a filed
agreement, then the health care benefit manager must file that negoti-
ated, amended, or modified contract or agreement with the commissioner
within 30 days following the effective date. The commissioner must re-
ceive the filings electronically in accordance with this chapter.

(()) (3) Contracts or contract amendments that were executed
prior to July 23, 2023, and remain in force, must be filed with the
commissioner no later than 60 days following July 23, 2023.

((3F)) (4) A health care benefit manager ((s)) must maintain
health care benefit management contracts at its principal place of
business in the state, or the health care benefit manager must have
access to all contracts and provide copies to facilitate regulatory
review upon 20 days prior written notice from the commissioner.

((#4)r)) (5) Health care benefit manager contracts and compensa-
tion agreements must clearly set forth provider network names and ap-
plicable compensation agreements associated with those networks so
that the provider or facility can understand their participation as an
in-network provider and the reimbursement to be paid. The format of
such contracts and agreements may include a list or other format ac-
ceptable to the commissioner so that a reasonable person will under-
stand and be able to identify their participation and the reimburse-
ment to be paid as a contracted provider in each provider network.
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NEW SECTION

WAC 284-180-465 Self-funded group health plan opt-in. (1) (a) A
self-funded group health plan governed by the provisions of the feder-
al Employee Retirement Income Security Act of 1974 (29 U.S.C. Sec.
1001 et seqg.) that elects under RCW 48.200.330 to participate in RCW
48.200.280, 48.200.310, and 48.200.320 shall provide notice to the
commissioner of their election decision on a form prescribed by the
commissioner. Election decisions are effective beginning January 1,
2026. The completed form must include an attestation that the self-
funded group health plan has elected to participate in and be bound by
RCW 48.200.280, 48.200.310, and 48.200.320 and rules adopted to imple-
ment those sections of law. If the form is completed by the self-fun-
ded group health plan, the plan must inform any entity that adminis-
ters the plan of their election to participate. The form will be pos-
ted on the commissioner's public website for use by self-funded group
health plans.

(b) A pharmacy benefit manager may not, by contract or otherwise,
prohibit a self-funded group health plan from electing to participate
under RCW 48.200.330.

(2) A self-funded group health plan election to participate is
for a full year. The plan may elect to initiate its participation on
January 1lst of any year or in any year on the first day of the self-
funded group health plan's plan year.

(3) A self-funded group health plan's election occurs on an annu-
al basis. On its election form, the plan must indicate whether it
chooses to affirmatively renew its election on an annual basis or
whether it should be presumed to have renewed on an annual basis until
the commissioner receives advance notice from the plan that it is ter-
minating its election as of either December 31st of a calendar year or
the last day of its plan year. Notices under this subsection must be
submitted to the commissioner at least 15 days in advance of the ef-
fective date of the election to initiate participation and the effec-
tive date of the termination of participation.

(4) A self-funded plan operated by an out-of-state employer that
has at least one employee who resides in Washington state may elect to
participate in pharmacy benefit manager regulation as provided in RCW
48.200.330 on behalf of their Washington state resident employees and
dependents. If a self-funded group health plan established by a Wash-
ington state employer has elected under RCW 48.200.330 to participate
in RCW 48.200.280, 48.200.310, and 48.200.320 and has employees that
reside in other states, those employees are protected by RCW
48.200.330 in RCW 48.200.280, 48.200.310, and 48.200.320 when filling
a prescription ordered by a provider in Washington state or at a phar-
macy located in Washington state.

AMENDATORY SECTION (Amending WSR 21-02-034, filed 12/29/20, effective
1/1/22)

WAC 284-180-500 Applicability and scope. This subchapter ap-
s to ((kheatth—ecarebenefitmanagers—providing pharmacy benefit
gement—serviees;—referred—+te—as)) pharmacy benefit managers ( (=
this—subehapter)) as defined in RCW 48.200.020.

(1) Specifically, this subchapter applies to the actions of phar-
macy benefit managers regarding contracts with pharmacies on behalf of
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consortiumestabtished—under REW—F0-34-066)) a carrier, emplovee bene-
fits program, or medicaid managed care program in regard to:

(a) Fully insured health plans; and

(b) Medicaid managed care plans. However, the appeal requirements
of RCW ((+5-346-366)) 48.200.280 do not apply to medicaid managed care
plans.

(2) This subchapter does not apply to:

(a) The actions of pharmacy benefit managers ((aetimg—as)) con-

tracting with third-party administrators ( (regoarding—econtracts—with
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ta—Setf—Fnsured)) to administer prescription drug benefits for
self-funded group health plans or union plans, unless a self-funded
group health plan or union plan governed by the provisions of the fed-
eral Employee Retirement Income Security Act of 1974 (29 U.S.C. Sec.
1001 et seg.) has elected to participate in RCW 48.200.280,
48.200.310, and 48.200.320 under WAC 284-180-465; and

(b) The actions of pharmacy benefit managers contracting to ad-
minister prescription drug benefits for medicare plans.

NEW SECTION

WAC 284-180-501 Pharmacy reimbursement. A pharmacy benefit man-
ager may not reimburse a pharmacy in the state an amount less than the
amount the pharmacy benefit manager reimburses an affiliate for dis-
pensing the same prescription drug as dispensed by the pharmacy, cal-
culated on a per unit basis.

AMENDATORY SECTION (Amending WSR 21-02-034, filed 12/29/20, effective
1/1/22)

WAC 284-180-505 Appeals by network pharmacies to health care
benefit managers who provide pharmacy benefit management services. A
network pharmacy may appeal a reimbursement to a health care benefit
manager providing pharmacy benefit management services (first tier ap-
peal) if the reimbursement for the drug is less than the net amount
the network pharmacy paid to the supplier of the drug and the claim
was adijudicated by the pharmacy benefit manager within the past 90
days. "Network pharmacy”" has the meaning set forth in RCW ( (F5-346-3166
) ) 48.200.280. "Pharmacy benefit manager" is a health care bene-
fit manager that offers pharmacy benefit management services and has
the meaning set forth in RCW 48.200.020. A pharmacy benefit manager
must process the network pharmacy's appeal as follows:

(1) A pharmacy benefit manager must include language in the phar-
macy provider contract and on the pharmacy benefit manager's website
fully describing the right to appeal under RCW 48.200.280. If the
health care benefit manager provides other health care benefit manage-
ment services in addition to pharmacy benefit management services,
then this information must be under an easily located page that is
specific to pharmacy services. The description must include, but is
not limited to:
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(a) Contact information, including:

(1) A telephone number by which the pharmacy may contact the
pharmacy benefit manager ( (doringrormal—business—hours)) between 9
a.m. and 5 p.m. Pacific Time Zone Monday through Friday, except na-
tional holidays, and speak with an individual responsible for process-
ing appeals;

(ii)l((A—sﬂmmafy—eé—%he—speeiéie—%imes—wheﬁ—%he—phafmaey—beﬁefi%

+++3))) A fax number that a network pharmacy can use to submit
information regarding an appeal; and
((H=~r)) (diii) An email address or a link to a secure online por-

tal that a network pharmacy can use to submit information regarding an
appeal. If the pharmacy benefit manager chooses to use a link to a se-
cure online portal to satisfy the requirement of this subsection, the
contract must include explicit and clear instructions as to how a
pharmacy can gain access to the portal. Submission by a pharmacy of an
appeal that includes the claim adjudication date or dates consistent
with this subsection and documentation or information described in
subsection (2) of this section, or of a request for or information re-
garding an appeal, to the email address or secure online portal inclu-
ded in the contract under this subsection must be accepted by the
pharmacy benefit manager as a valid submission.

(b) A detailed description of the actions that a network pharmacy
must take to file an appeal; and

(c) A detailed summary of each step in the pharmacy benefit man-
ager's appeals process.

(2) The pharmacy benefit manager must reconsider the reimburse-
ment. A pharmacy benefit manager's review process must provide the
network pharmacy or its representatives with the opportunity to submit
information to the pharmacy benefit manager including, but not limited
to, documents or written comments. Documents or information that may
be submitted by a network pharmacy to show that the reimbursement
amount paid by a pharmacy benefit manager is less than the net amount
that the network pharmacy paid to the supplier of the drug include,
but are not limited to:

(a) An image of information from the network pharmacy's wholesale
ordering system;

(b) Other documentation showing the net amount paid by the net-
work pharmacy; or

(c) An attestation by the network pharmacy that:

(1) The reimbursement amount paid by a pharmacy benefit manager
is less than the net amount that the network pharmacy paid to the sup-
plier of the drug; and

(1i) Describes the due diligence the network pharmacy undertook
to procure the drug at the most favorable amount for the pharmacy,
taking into consideration whether the pharmacy has fewer than 15 re-
tail outlets within the state of Washington under its corporate um-
brella and whether the network pharmacy's contract with a wholesaler
or secondary supplier restricts disclosure of the amount paid to the
wholesaler or secondary supplier for the drug.

The pharmacy benefit manager must review and investigate the re-
imbursement and consider all information submitted by the network
pharmacy or its representatives prior to issuing a decision.

(3) The pharmacy benefit manager must complete the appeal within
( (EhErty)) 30 calendar days from the time the network pharmacy submits
the appeal. If the network pharmacy does not receive the pharmacy ben-
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efit manager's decision within that time frame, then the appeal is
deemed denied.

(4) The pharmacy benefit manager must uphold the appeal of a net-
work pharmacy with fewer than ((fi+fteer)) 15 retail outlets within the
state of Washington, under its corporate umbrella, if the pharmacy
demonstrates that they are unable to purchase therapeutically equiva-
lent interchangeable product from a supplier doing business in the
state of Washington at the pharmacy benefit manager's list price.
"Therapeutically equivalent" is defined in RCW 69.41.110(7).

(5)(a) If the pharmacy benefit manager denies the network pharma-
cy's appeal, the pharmacy benefit manager must provide the network
pharmacy with a reason for the denial ((amd)), the national drug code
and price of a drug that has been purchased by other network pharma-
cies located in the state of Washington at a price less than or equal
to the predetermined reimbursement cost for the multisource generic
drug and the name of at least one wholesaler or supplier from which
the drug was available for purchase at that price on the date of the
claim or claims that are subiject of the appeal. "Multisource generic
drug" ( (s—defimned—GnREWIS-340-3F006—)+4e))) has the same meaning as
the definition of "multisource generic drug" in RCW 48.200.280.

(b) Tf the pharmacy benefit manager bases its denial on the fact
that one or more of the claims that are the subject of the appeal are
not subject to RCW 48.200.280 and this chapter, it must provide docu-
mentation clearly indicating that the plan to which the claim relates
is a self-funded group health plan that has not opted in under RCW
48.200.330, is a medicare plan or is otherwise not subject to RCW
48.200.280 and this chapter.

(6) If the pharmacy benefit manager upholds the network pharma-
cy's appeal, the pharmacy benefit manager must make a reasonable ad-
justment no later than one day after the date of the determination.
The reasonable adjustment must include, at a minimum, payment of the
claim or claims at issue at the net amount paid by the pharmacy to the
supplier of the drug. The commissioner will presume that a reasonable
adjustment applied prospectively for a period of at least 90 days from
the date of an upheld appeal is not a knowing or willful violation of
chapter 48.200 RCW under RCW 48.200.290. TIf a therapeutically equiva-
lent interchangeable product becomes available during the period that
a reasonable adjustment is in effect, the adjustment may reflect the
cost of that product from the date it becomes available to the end of
the prospective reasonable adjustment period. If the request for an
adjustment is from a critical access pharmacy, as defined by the state
health care authority by rule for purpose related to the prescription
drug purchasing consortium established under RCW 70.14.060, any such
adjustment shall apply only to such pharmacies.

(7) If otherwise qualified, the following may file an appeal with
a pharmacy benefit manager:

(a) Persons who are natural persons representing themselves;

(b) Attorneys at law duly qualified and entitled to practice in
the courts of the state of Washington;

(c) Attorneys at law entitled to practice before the highest
court of record of any other state, if attorneys licensed in Washing-
ton are permitted to appear before the courts of such other state in a
representative capacity, and if not otherwise prohibited by state law;

(d) Public officials in their official capacity;

(e) A duly authorized director, officer, or full-time employee of
an individual firm, association, partnership, or corporation who ap-
pears for such firm, association, partnership, or corporation;

Certified on 1/9/2025 [ 44 ] WSR Issue 25-02 - Permanent



Washington State Register, Issue 25-02 WSR 25-02-024

(f) Partners, joint venturers or trustees representing their re-
spective partnerships, Jjoint ventures, or trusts; and

(g) Other persons designated by a person to whom the proceedings
apply.

(8) A pharmacy benefit manager's response to an appeal submitted
by a Washington small pharmacy that is denied, partially reimbursed,
or untimely must include written documentation or notice to identify
the exact corporate entity that received and processed the appeal.
Such information must include, but is not limited to, the corporate
entity's full and complete name, taxpayer identification number, and
number assigned by the office of the insurance commissioner.

(9) Health care benefit managers providing pharmacy benefit man-
agement services benefit managers must identify a pharmacy benefit
manager employee who is the single point of contact for appeals, and
must include the address, phone number, name of the contact person,
and valid email address. This includes completing and submitting the
form that the commissioner makes available for this purpose at
www.linsurance.wa.gov.

(10) This section expires December 31, 2025.

NEW SECTION

WAC 284-180-507 Appeals by network pharmacies to health care
benefit managers who provide pharmacy benefit management services.

(1) (a) A network pharmacy, or its representative, may appeal the reim-
bursement amount for a drug to a health care benefit manager providing
pharmacy benefit management services (first tier appeal) if the reim-

bursement amount for the drug is less than the net amount the network

pharmacy paid to the supplier of the drug and the claim was adjudica-

ted within the past 90 days.

(b) If a pharmacy is represented by a pharmacy services adminis-
trative organization, or other entity, the contract between the phar-
macy benefit manager and the pharmacy must allow the pharmacy services
administrative organization or other entity to use the appeal process
included in the contract between the pharmacy benefit manager and the
pharmacy. The pharmacy benefit manager must meet all statutory, regu-
latory, and contractual requirements when reviewing an appeal submit-
ted by a representative on behalf of a pharmacy.

(c) A pharmacy services administrative organization may submit an
appeal to a pharmacy benefit manager on behalf of multiple pharmacies
if:

(1) The claims that are the subject of the appeal are for the
same prescription drug; and

(ii) The pharmacies on whose behalf the claims are submitted are
members of the pharmacy services administrative organization; and

(iii) The pharmacy benefit manager has contracts with the pharma-
cies on whose behalf the pharmacy services administrative organization
is submitting the claims.

(2) Before a pharmacy files an appeal pursuant to this section,
upon request by a pharmacy or pharmacist, a pharmacy benefit manager
must provide, within four business days of receiving the request, a
current and accurate list of bank identification numbers, processor
control numbers, and pharmacy group identifiers for health plans and
for self-funded group health plans that have elected under RCW
48.200.330 to participate in RCW 48.200.280, 48.200.310, and
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48.200.320 with which the pharmacy benefit manager either has a cur-
rent contract or had a contract that has been terminated within the
past 12 months to provide pharmacy benefit management services.

(3) A pharmacy benefit manager must process the network pharma-
cy's appeal as follows:

A pharmacy benefit manager must include language in the pharmacy
provider contract and on the pharmacy benefit manager's website fully
describing the right to appeal under RCW 48.200.280. If the health
care benefit manager provides other health care benefit management
services in addition to pharmacy benefit management services, this in-
formation must be under an easily located page that is specific to
pharmacy services. The description must include, but is not limited
to:

(a) Contact information, including:

(1) A telephone number by which the pharmacy may contact the
pharmacy benefit manager between 9 a.m. and 5 p.m. Pacific Time Zone
Monday through Friday, except national holidays, and speak with an in-
dividual responsible for processing appeals;

(ii) A fax number that a network pharmacy can use to submit in-
formation regarding an appeal; and

(iii) An email address or a link to a secure online portal that a
network pharmacy can use to submit information regarding an appeal. If
the pharmacy benefit manager chooses to use a link to a secure online
portal to satisfy the requirement of this subsection, the contract
must include explicit and clear instructions as to how a pharmacy can
gain access to the portal. Submission by a pharmacy of an appeal that
includes the claim adjudication date or dates consistent with subsec-
tion (1) of this section and documentation or information described in
subsection (4) of this section, or of a request for information re-
garding an appeal, to the email address or secure online portal inclu-
ded in the contract under this subsection must be accepted by the
pharmacy benefit manager as a valid submission.

(b) A detailed description of the actions that a network pharmacy
must take to file an appeal; and

(c) A detailed summary of each step in the pharmacy benefit man-
ager's appeals process.

(4) The pharmacy benefit manager must reconsider the reimburse-
ment amount. A pharmacy benefit manager's review process must provide
the network pharmacy or its representatives with an opportunity to
submit information to the pharmacy benefit manager including, but not
limited to, documents or written comments. Documents or information
that may be submitted by a network pharmacy or their representative to
show that the reimbursement amount paid by a pharmacy benefit manager
is less than the net amount that the network pharmacy paid to the sup-
plier of the drug include, but are not limited to:

(a) An image of information from the network pharmacy's wholesale
ordering system;

(b) Other documentation showing the amount paid by the network
pharmacy; or

(c) An attestation by the network pharmacy that:

(1) The reimbursement amount paid by a pharmacy benefit manager
is less than the net amount that the network pharmacy paid to the sup-
plier of the drug; and

(ii) Describes the due diligence the network pharmacy undertook
to procure the drug at the most favorable amount for the pharmacy,
taking into consideration whether the pharmacy has fewer than 15 re-
tail outlets within the state of Washington under its corporate um-

Certified on 1/9/2025 [ 46 ] WSR Issue 25-02 - Permanent



Washington State Register, Issue 25-02 WSR 25-02-024

brella and whether the network pharmacy's contract with a wholesaler
or secondary supplier restricts disclosure of the amount paid to the
wholesaler or secondary supplier for the drug.

(5) The pharmacy benefit manager must review and investigate the
reimbursement and consider all information submitted by the network
pharmacy or its representatives prior to issuing a decision.

(6) The pharmacy benefit manager must complete the appeal within
30 calendar days from the time the network pharmacy submits the ap-
peal. If the network pharmacy does not receive the pharmacy benefit
manager's decision within that time frame, then the appeal is deemed
denied.

(7) The pharmacy benefit manager must uphold the appeal of a net-
work pharmacy with fewer than 15 retail outlets within the state of
Washington, under its corporate umbrella, if the pharmacy demonstrates
that they are unable to purchase therapeutically equivalent inter-
changeable product from a supplier doing business in the state of
Washington at the pharmacy benefit manager's list price. "Therapeuti-
cally equivalent" is defined in RCW 69.41.110.

(8) (a) If the pharmacy benefit manager denies the network pharma-
cy's appeal, the pharmacy benefit manager must provide the network
pharmacy with a reason for the denial, the national drug code, and
price of a drug that has been purchased by other network pharmacies
located in the state of Washington at a price less than or equal to
the reimbursement cost for the drug and the name of at least one
wholesaler or supplier from which the drug was available for purchase
at that price on the date of the claim or claims that are subject of
the appeal.

(b) If the pharmacy benefit manager bases its denial on the fact
that one or more of the claims that are the subject of the appeal is
not subject to RCW 48.200.280 and this chapter, it must provide docu-
mentation clearly indicating that the plan to which the claim relates
is a self-funded group health plan that has not opted in under RCW
48.200.330, is a medicare plan, or is otherwise not subject to RCW
48.200.280 and this chapter.

(9) If the pharmacy benefit manager upholds the network pharma-
cy's appeal, the pharmacy benefit manager must make a reasonable ad-
justment no later than one day after the date of the determination.
The commissioner will presume that a reasonable adjustment applied
prospectively for a period of at least 90 days from the date of an up-
held appeal is not a knowing or willful violation of chapter 48.200
RCW under RCW 48.200.290. If a therapeutically equivalent interchange-
able product becomes available during the period that a reasonable ad-
justment is in effect, the adjustment may reflect the cost of that
product from the date it becomes available to the end of the prospec-
tive reasonable adjustment period. If the request for an adjustment is
from a critical access pharmacy, as defined by the state health care
authority by rule for purpose related to the prescription drug pur-
chasing consortium established under RCW 70.14.060, any such adjust-
ment shall apply only to such pharmacies.

(10) If otherwise qualified, the following may file an appeal
with a pharmacy benefit manager:

(a) Persons who are natural persons representing themselves;

(b) Attorneys at law duly qualified and entitled to practice in
the courts of the state of Washington;

(c) Attorneys at law entitled to practice before the highest
court of record of any other state, if attorneys licensed in Washing-
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ton are permitted to appear before the courts of such other state in a
representative capacity, and if not otherwise prohibited by state law;

(d) Public officials in their official capacity;

(e) A duly authorized director, officer, or full-time employee of
an individual firm, association, partnership, or corporation who ap-
pears for such firm, association, partnership, or corporation;

(f) Partners, joint venturers or trustees representing their re-
spective partnerships, Jjoint ventures, or trusts; and

(g) Other persons designated by a person to whom the proceedings
apply.

(11) A pharmacy benefit manager's response to an appeal submitted
by a Washington small pharmacy that is denied, partially reimbursed,
or untimely must include written documentation or notice to identify
the exact corporate entity that received and processed the appeal.
Such information must include, but is not limited to, the corporate
entity's full and complete name, taxpayer identification number, and
number assigned by the office of the insurance commissioner.

(12) Health care benefit managers providing pharmacy benefit man-
agement services must identify a pharmacy benefit manager employee who
is the single point of contact for appeals, and must include the ad-
dress, phone number, name of the contact per