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Executive Summary
HB 1062, Providing coverage for biomarker testing
(2026 Legislative Session)

Evidence indicates that HB 1062 would likely lead to expanded coverage determination
criteria for biomarker testing, which may increase access to certain biomarker testing for
some people enrolled in PEBB, SEBB, and fully-insured plans. There is unclear evidence

how provisions may affect health outcomes and unclear evidence how provisions may
affect coverage determinations made by Apple Health.

BILL INFORMATION

Sponsors: Stonier, Corry, Parshley, Thai, Macri, Ryu, Leavitt, Berry, Reed, Alvarado, Callan,
Tharinger, Fosse, Simmons, Davis, Ormsby, Reeves, Bernbaum, Donaghy, and Hill

Summary of Bill:

e Requires specified health carriers® and health plans to provide coverage for biomarker
testing under certain circumstances for plans issued or renewed on or after the effective
date, including:

o Health carriers providing health plans under Chapter 48.43 RCW.

o Health plans offered to public employees and their dependents under Chapter
41.05 RCW, including plans offered through the Public Employees Benefit Board
(PEBB) (RCW 41.05.055) and School Employees Benefit Board (SEBB) (RCW
41.05.740).

o Apple Health (Medicaid) plans offered by the Washington State Health Care
Authority (HCA) under Chapter 74.09 RCW.

e Requires that biomarker testing be covered for the purposes of diagnosis, treatment,
appropriate management, or ongoing monitoring of a disease or condition when the test is
supported by medical and scientific evidence.

HEALTH IMPACT REVIEW

Summary of Findings:
This Health Impact Review found the following evidence for HB 1062:

¢ Informed assumption that requiring specified health carriers and health plans to provide
coverage for biomarker testing under certain circumstances would likely expand coverage
determination criteria. This assumption is based on bill provisions and information from
key informants, the Washington State Department of Health (DOH) Mandated Benefit
Review (MBR) on biomarker testing, and other states that have passed similar legislation.

2 A “health carrier” is also called a health insurance provider, health insurance company, health insurer, or payer.
This Health Impact Review will use the term “health carrier” for consistency with language in HB 1062.
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Unclear evidence how expanding coverage determination criteria for biomarker testing
may affect coverage determinations made by Apple Health.

Informed assumption that expanding coverage determination criteria for biomarker
testing may increase access to certain biomarker testing for some people enrolled in
PEBB, SEBB and fully-insured plans. This assumption is based on available evidence
related to barriers to accessing biomarker testing and evidence from other states with
similar legislation.

Unclear evidence how increasing access to certain biomarker testing for some people
may impact health outcomes.
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Introduction and Methods

A Health Impact Review is an analysis of how a proposed legislative or budgetary change will
likely impact health and health disparities in Washington State (RCW 43.20.285). For the
purpose of this review “health disparities” have been defined as differences in disease, death, and
other adverse health conditions that exist between populations (RCW 43.20.025). Differences in
health conditions are not intrinsic to a population; rather, inequities are related to social drivers
or determinants (access to health care, economic stability, racism, etc.). This document provides
summaries of the evidence analyzed by State Board of Health’s Health Impact Review staff
during the Health Impact Review of House Bill 1062 (HB 1062).

Health Impact Review staff analyzed the content of HB 1062 and created a logic model visually
depicting the pathway between bill provisions, social drivers or determinants, and health
outcomes and equity. The logic model reflects the pathway with the greatest amount and
strongest quality of evidence. The logic model is presented both in text and through a flowchart
(Figure 1).

We conducted an objective review of published literature for each step in the logic model
pathway using databases including PubMed, Google Scholar, and University of Washington
Libraries. The annotated references are only a representation of the evidence and provide
examples of current research. In some cases, only a few review articles or meta-analyses are
referenced. One article may cite or provide analysis of dozens of other articles. Therefore, the
number of references included in the bibliography does not necessarily reflect the strength-of-
evidence. In addition, some articles provide evidence for more than one research question and
are referenced multiple times.

We consulted with people who have content and context expertise about provisions and potential
impacts of the bill. The primary intent of key informant interviews is to ensure staff interpret the
bill correctly, accurately portray the pathway to health and equity, and understand different
viewpoints, challenges, and impacts of the bill. For this Health Impact Review, we spoke with 30
key informant interviewees, including: 13 people from Washington State agencies with expertise
in health insurance coverage and coverage of biomarker testing; 7 people with national research
expertise on health insurance coverage of biomarker testing; 6 people representing patient
advocacy organizations; and 4 people representing health carriers in Washington State. More
information about informants and detailed methods is available upon request.

We evaluated evidence using set criteria and determined a strength-of-evidence for each step in
the pathway. The logic model includes information on the strength-of-evidence. The strength-of-
evidence ratings are summarized as:

e Very strong evidence: There is a very large body of robust, published evidence and some
qualitative primary research with all or almost all evidence supporting the association. There
is consensus between all data sources and types, indicating that the premise is well accepted
by the scientific community.

e Strong evidence: There is a large body of published evidence and some qualitative primary
research with the majority of evidence supporting the association, though some sources may
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have less robust study design or execution. There is consensus between data sources and
types.

e A fair amount of evidence: There is some published evidence and some qualitative primary
research with the majority of evidence supporting the association. The body of evidence may
include sources with less robust design and execution and there may be some level of
disagreement between data sources and types.

e Expert opinion: There is limited or no published evidence; however, rigorous qualitative
primary research is available supporting the association, with an attempt to include
viewpoints from multiple types of informants. There is consensus among the majority of
informants.

e Informed assumption: There is limited or no published evidence; however, some qualitative
primary research is available. Rigorous qualitative primary research was not possible due to
time or other constraints. There is consensus among the majority of informants.

e No association: There is some published evidence and some qualitative primary research
with the majority of evidence supporting no association or no relationship. The body of
evidence may include sources with less robust design and execution and there may be some
level of disagreement between data sources and types.

e Not well researched: There is limited or no published evidence and limited or no qualitative
primary research and the body of evidence was primarily descriptive in nature and unable to
assess association or has inconsistent or mixed findings, with some supporting the
association, some disagreeing, and some finding no connection. There is a lack of consensus
between data sources and types.

e Unclear: There is a lack of consensus between data sources and types, and the directionality

of the association is ambiguous due to potential unintended consequences or other variables.

This review was requested when the Legislature was not in session and was therefore not subject
to the 10-day turnaround required by law. This review was subject to time constraints, which
influenced the scope of work for this review.
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Analysis of HB 1062 and the Scientific Evidence

Summary of relevant background information

Biomarkers and biomarker testing

e In 2015, the U.S. Food and Drug Administration (FDA) and the National Institutes of
Health (NIH) established a joint Biomarker Working Group and published the
“Biomarkers, EndpointS, and other Tools” (BEST) Resource.! The BEST Resource is
updated periodically and includes a glossary of terms and definitions to standardize
language related to biomarkers for research, medical product development, clinical
practice, and product regulation.! The BEST Resource was last updated in January 2025.!

e The BEST Resource defines “biomarker” as “an indicator of normal biological processes,
pathogenetic processes, or biological responses to an exposure or intervention, including
therapeutic interventions. Biomarkers may include molecular, histological, radiographic,
or physiological characteristics.”!

o Other sources have defined a “biomarker” (i.e., “biological marker”) as a measure
that shows activity in a cell or an organism at a given moment.? Biomarkers can
be used to understand relationships among human biology, disease, and
environmental exposures (e.g., laboratory blood test for cholesterol levels may
indicate risk of heart disease).?

e There are 8 categories of biomarkers. !

o Susceptibility/risk biomarkers may be used to determine the potential for
developing a disease or medical condition when a patient does not currently have
a disease or medical condition.!

o Diagnostic biomarkers may be used to detect or confirm the presence of a disease
or medical condition or to identify a disease subtype.'*

o Monitoring biomarkers may be used to assess the status of a disease or medical
condition or to detect signs of worsening, progression, or recurrence of a disease
or medical condition.!* Monitoring biomarkers are often measured repeatedly.!

o Prognostic biomarkers are used to identify the likelihood of a clinical event or
disease recurrence or progression to avoid unnecessary or ineffective
treatments. '~

o Predictive biomarkers are used to identify patients that may experience a
favorable or unfavorable effect from a medical product (i.e., to identify effective
treatment for a patient)."?

o Multicomponent biomarkers are “a defined combination or defined set of [2] or
more individual biomarkers whose values, when considered together in a specific
way, provide an indicator of normal biological processes, pathogenetic processes,
or biological responses to an exposure or intervention.”!

o Response biomarkers are used to identify whether a biological response (i.e.,
beneficial or harmful) has occurred in a patient exposed to a medical product.!
There are 2 types of response biomarkers:'

» Pharmacodynamic biomarkers (also referred to as pharmacogenomic
biomarkers) indicate biologic activity of a medical product and may be

7 June 2026 — Health Impact Review of HB 1062



used to identify potentially effective treatment options, dose selection, or
potential response to a medical product (i.e., beneficial or harmful).!*
Information about pharmacodynamic biomarkers may be included in
medical product and drug® labeling.'*>
e Some drug therapies require biomarker testing before prescribing
(e.g., cancer care drug therapies)® to determine appropriate or
specific prescribing actions based on biomarker information.’
Some drugs may require one biomarker test, and some drugs may
require multiple biomarker tests before prescribing.®
e The FDA maintains a list of therapeutic products with
pharmacogenomic information included in drug labeling.’
= Surrogate endpoint biomarkers are used in clinical trials “as a substitute
for a direct measure of how a patient feels, functions, or survives” in order
to predict clinical benefit or harm.! Surrogate endpoint biomarkers are
classified based on level of clinical validation (i.e., validated, reasonably
likely, and candidate).!

o Safety biomarkers are measured before or after a patient is exposed to a medical
product to evaluate potential adverse effects.!

e Biomarker testing® is a category of services that includes measuring a person’s
biospecimen to measure a certain biomarker.? Biomarker testing may include blood
testing for hormone or chemical levels, DNA sequencing for exposure to certain
substances, testing of toenails for exposure to certain substances, etc.’

o Biomarker tests are commonly associated with cancer care management and may
also provide information for care related to neurological diseases, heart failure,
COVID-19, and additional medical conditions.?

o There is not a complete and updated registry of all biomarker tests, and new
biomarker tests are being developed rapidly.?

o Biomarker research is expanding rapidly into additional non-cancer clinical
spaces, driven largely by advances in multi-omics technologies (i.e., crossover
application of multiple technologies from genomics, transcriptomics, proteomics,
etc.) and the integration of artificial intelligence (Al) into predictive modeling of

b Related to biomarker testing, “drug” or “drug product” includes both human drugs and biological products for
human use regulated by the FDA’s Center for Drug Evaluation and Research (CDER) and Center for Biologics
Evaluation and Research (CBER), respectively.! Regulated products include over-the-counter drugs, prescription
drugs, generic drugs, biosimilar drugs, blood and blood pressure products, cellular and gene therapies, tissue and
tissue-based products, vaccines, live biotherapeutic products, and xenotransplantation products.*>

¢ While the FDA-NIH Biomarker Working Group has sought to standardize definitions related to biomarkers, the
term “biomarker testing” is not used consistently and may refer to a broad array of services and tests. For example,
researchers have noted the literature uses multiple terms to refer to biomarker testing, including: “bio-marker testing,
tumor testing, tumor genetic testing, genomic testing or genomic profiling, molecular testing or molecular profiling,
somatic testing, and/or tumor subtyping.”’?* Key informants also used different terms to refer to biomarker testing
and disagreed whether certain tests (e.g., genetic testing) may fall under the definition of “biomarker testing”
(personal communications, March-April 2026). This Health Impact Review uses the terms “biomarker testing”
generally and, where appropriate, retains specific terms used in the literature for accuracy.
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biomarker utility, validity, and endpoints (personal communication, DOH, May
2026).
Generally, there are 3 types of biomarker tests.>

o Single-analyte tests (also referred to as single marker tests or single-gene
biomarker tests) are used to identify or measure 1 biomarker (e.g., 1 gene or 1
molecule).?

o Multiplex panel tests (also referred to as multiplex assays, multi-panel tests,
multi-gene panel tests [MGPT], or panel tests) are used to identify or measure
multiple biomarkers or a set of biomarkers.!* Depending on the panel, these tests
may be used to identify 2 to several hundred biomarkers in the same test.!* These
tests are often used to measure multicomponent biomarkers.!

o Whole genome sequencing is used to identify complete DNA sequences.
Some guidelines related to biomarker testing have been developed and used to inform
public and commercial health coverage.’

o For example, the National Comprehensive Cancer Network Clinical Practice
Guidelines in Oncology (NCCN Guidelines) recommend tests for diagnosis,
screening, monitoring, surveillance, prediction, and prognostication related to
cancer care.'” The NCCN Biomarkers Compendium provides further specification
to “support decision-making around the use of biomarker testing in patients with

cancer.”!?

= The U.S. Centers for Medicare & Medicaid Services (CMS) National
Coverage Determination (NCD), which applies to people enrolled in
Medicare, used the NCCN Guidelines to determine coverage of biomarker
testing.’

= A 2021 national evaluation of 38 commercial health insurance plans and
policies found that 55.3% of carriers “used a third party guideline to
manage or guide their MGPT coverage policies.” The majority of
coverage policies (92.1%) referenced the NCCN Guidelines.’

8

Insurance coverage in Washington State

There is currently no federal mandate for insurance coverage of broad biomarker
testing.!!

The Patient Protection and Affordable Care Act (ACA) requires certain benefits, items,
and services be covered by all individual and small employer health plans (i.e., Essential
Health Benefits [EHBs]).!? Each state must select its own “benchmark” health insurance
plan and use it to determine its EHBs.'?

o The ACA also requires health carriers to cover services that receive an “A” or “B”
recommendation by the United States Preventive Services Task Force
(USPSTF)."* The USPSTF has granted an “A” or “B” recommendation for some
biomarker tests, including some screening biomarker tests for certain types of
cancer (e.g., cervical cancer).!

o Washington State EHBs cover various types of biomarker testing.!' Biomarker
testing may be covered by the state’s “benchmark” health insurance plan under a
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wide range of categories (e.g., lab services, diagnostic procedures, preventive and
wellness services, chronic disease management, specialist visits, or another
category of covered services) (personal communications, March 2026).!!

e Current coverage of biomarker testing differs by insurance type, health carrier, and
health plan (personal communications, March 2026). Health carriers make coverage
determinations based on a range of factors including whether the test is considered to
have medical necessity and clinical utility (provides information that may influence the
ability to formulate a care strategy, shape clinical outcomes, etc.), whether the test is
considered investigational, and whether the test is deemed appropriate for the patient
(personal communications, March-April 2026).

e Washington State Health Care Authority (HCA) is responsible for administering the State
Medicaid Plan (Apple Health) and managing health benefits for public and school
employees. '

o Chapter 74.09 RCW relates to Apple Health plans offered by HCA.
= Apple Health coverage determinations are made using state and federal
guidance. A hierarchy of evidence (WAC 182-501-0165) is used to make
Medicaid coverage determinations. Apple Health must follow specific
federal guidance from CMS that outlines how coverage determinations are
made (personal communication, HCA, March 2026). For example,
Medicaid is required to cover services that are determined to be medically
necessary, unless that service is specifically identified in policy as not
covered (personal communication, HCA, March 2026). “Medically
necessary” is defined in WAC 182-500-0070. Carriers are less likely to
cover services considered to be investigational (personal communications,
March-April 2026). Apple Health rules define investigational as “[a] term
to describe a health care service that lacks sufficient scientific evidence of
safety and effectiveness for a particular condition” (WAC 182-532-0050).
o HCA convenes the Public Employees Benefit Board (PEBB) (RCW 41.05.055)
and School Employees Benefit Board (SEBB) (RCW 41.05.740), which are
responsible for designing, approving, and establishing eligibility criteria for health
insurance benefit plans for public employees and school employees, respectively.
= RCW 41.05.011 specifies that public employees include all employees of
the state; elected and appointed officials of the Executive Branch; justices
of the Washington State Supreme Court; judges of the court of appeals and
the superior courts; and members of the state legislature. School
employees include all employees of school districts, charter schools, and
educational service districts. Other groups of employees are eligible to be
considered as public employees or school employees for the purposes of
PEBB and SEBB insurance coverage upon approval by HCA.

4 A “health carrier” is also called a health insurance provider, health insurance company, health insurer, or payer.
This Health Impact Review will use the term “health carrier” for consistency with language in HB 1062.
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= Chapter 48.43 RCW “governs the fully-insured health plans offered by the
PEBB and SEBB programs,” and Chapter 41.05 RCW “governs the self-
insured Uniform Medical Plans (UMP) [...] offered by the PEBB and
SEBB programs.”!®

= No central medical policy guides PEBB and SEBB coverage
determinations; rather, determinations are made by health carriers
(personal communication, HCA, March 2026). Individual PEBB and
SEBB health carriers have medical policies to determine coverage for
certain biomarker testing (personal communication, HCA, March 2026).
Different health carriers may use different criteria to determine biomarker
testing coverage (personal communication, HCA, April 2026).

Chapter 48.43 RCW relates to individual health plans offered through the Washington

Health Benefit Exchange (HBE), including Cascade Care and Cascade Select plans,

individual health plans offered outside of the HBE, and fully-insured group health plans.
o All HBE carriers must offer standard plans that meet specific criteria intended to

create a low-cost, affordable option for health insurance in Washington State (i.e.
“Cascade Plans) (personal communication, HBE, May 2026). SB 5526 (Chapter
364, Laws of 2019) directed HBE to establish up to 3 standardized health plans
that meet certain criteria (Cascade Care plans). The law also directed HCA to
contract with one or more health carriers to offer standardized qualified health
plans on Washington Healthplanfinder.® Health carriers who chose to bid and are
selected by HCA through a competitive procurement process can offer plans with
an aggregate rate cap requirement of 160% of Medicare rates (Cascade Select
plans or “public option” plans) (personal communication, HBE, May 2026).
Fully-insured health plans are employer-sponsored group health plans offered
through an employer who purchases health insurance coverage for employees
from a private commercial health carrier or individual health plans where an
individual purchases health insurance from a private commercial health carrier.!”
Most health plans are purchased through the HBE (personal communication,
Washington State Office of the Insurance Commissioner [OIC], May 2026).

OIC regulates fully-insured health plans.'® To offer a fully-insured health plan in
Washington State, health carriers must submit insurance policy forms and
proposed rates to OIC for approval.'®

Generally, private insurance carriers use their own “medical necessity” criteria to
make coverage determinations (personal communication, OIC, March 2026)."
However, their criteria must meet the standards outlined in the Washington
Benchmark Plan and other provisions of state law (e.g., RCW 48.43.766, RCW
48.43.535, RCW 48.43.761) (personal communication, OIC, May 2026). The
Washington Benchmark Plan Benefits for Health Care Coverage defines “medical
necessity” or “medically necessary” as health care services or supplies that a

¢ HBE operates Washington Healthplanfinder, the online platform where people may enroll in individual health
insurance plans, including Cascade Care and Cascade Select plans.

11
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physician or other health care provider, exercising prudent clinical judgement,
would provide to a patient for the purpose of preventing, evaluating, diagnosing,
or treating an illness, injury, disease, or its symptoms when certain conditions are
met."?

» The Washington Benchmark Plan Benefits for Health Care Coverage
considers a health intervention as investigational (and therefore not
medically necessary) if it does not meet a list of criteria (e.g., certain
approval from the FDA, standards for scientific literature and reference
compendia, improvement of health outcomes, equally as beneficial as
other interventions).'” The definition states, “the health intervention must
include [a] net health outcome”; otherwise it is considered
investigational.!

A Mandated Benefit Review (MBR) assesses the social and financial impact as well as
the health care service efficacy of proposed mandated benefits (RCW 48.47.030). MBRs
are completed at the request of chairs of legislative committees.
o In December 2024, Washington State Department of Health (DOH) completed an
MBR on biomarker testing.!! The MBR was conducted on SB 5074/HB 1450
(2023 Legislative Session), which had similar provisions to HB 1062.!!

= The MBR found that “biomarker testing is a covered benefit for
individual, small group, and [ Apple Health] health plans in Washington
[S]tate when supported by medical necessity and scientific evidence.”!!
The MBR found similar coverage available for health plans offered
through PEBB and SEBB.!! The MBR did not determine coverage for
fully-insured large group plans.'!

= The MBR also found the proposal language would expand coverage
requirements to include additional tests, but it was not possible to identify
and assess the availability of tests that would be included.!!

Chapter 70.14 RCW establishes the Health Technology Clinical Committee (HTCC) and
requires HCA, in consultation with the Washington State Departments of Social and
Health Services (DSHS) and Labor and Industries (L&I), and the HTCC, to select health
technologies for review to determine under what circumstances the technology should be
included as a covered benefit in a state purchased health plan (e.g., Apple Health, PEBB,
and SEBB).
o Health technology means medical and surgical devices and procedures, medical
equipment, and diagnostic tests (RCW 70.14.080).
o In 2026, the Washington State Legislature passed SB 5915 (Chapter 70, Laws of
2026). Among other changes, SB 5915 modified how HCA, DSHS, L&I, and the
HTCC must prioritize health technologies for review. SB 5915 specified health
technologies must be prioritized for review when patient access is established or
recommended for a patient population under the federal Medicare program,
including local coverage determinations (LCDs) or national coverage
determinations (NCDs), or in nationally recognized expert treatment guidelines,
including guidelines developed by specialty physician organizations or patient
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advocacy organizations. In addition, health technologies must also be prioritized
for review if: 1) there are concerns about safety, efficacy, or cost-effectiveness; 2)
actual or expected state expenditures are high due to the technology’s demand,
cost, or both; and 3) there is adequate evidence to conduct a review.

o RCW 71.14.110 requires that, for each health technology selected for review, the
HTCC determine: 1) the conditions, if any, under which the health technology
will be included as a covered benefit in health programs administered by HCA,
DSHS, and L&I; and 2) the criteria agencies must use to decide whether the
technology is medically necessary, or proper and necessary treatment.

In 2026, Washington State passed SB 5395 (Chapter 157, Laws of 2026), which requires
that determination of medical necessity by a health carrier be made only by a licensed
physician or a licensed health professional working within their scope of practice and that
artificial intelligence shall not be the single means used to deny, delay, or modify health
care services.?’

Other jurisdictions

13

Many countries, including the U.S., have promoted the use of personalized medicine in
health care services “through the use of biomarker-guided therapies—that is, those drugs
for which response can be predicted by a biomarker test.”

o In 2015, the U.S. federal administration launched the Precision Medicine
Initiative with a goal to “enable health care providers to tailor treatment and
prevention strategies to people’s unique characteristics, including their genome
sequence, microbiome composition, health history, lifestyle, and diet.”?!

In 2023, the National Council of Insurance Legislators (NCOIL) released model
legislation for states related to mandating insurance coverage of biomarker testing.?? This
model legislation includes standards for clinical utility and excludes coverage of
screening tests.?? Versions of this legislation have been introduced and passed in
numerous states.??

The American Cancer Society Cancer Action Network (ACS CAN) has also released
legislation for states related to mandating insurance coverage of biomarker testing
(personal communications, March-April 2026). Versions of this legislation have been
introduced and passed in numerous states (personal communications, March-April 2026).
HB 1062 is an example of this legislation.

A review and analysis of biomarker testing laws and proposed bills in all 50 states and
Washington, D.C., through March 19, 2025, found that 21 states had legislation
mandating coverage of biomarker testing. Of these states:

o 20 states included criteria related to FDA approval, or clearing of a test, or have
indicated tests for drugs approved by the FDA.?? Eleven states have warnings and
precautions on FDA-approved drug labels.?? Twenty states included CMS NCDs,
19 states included Medicare Administrative Contractor (MAC) LCDs, 20 states
included clinical practice guidelines, and 14 states included criteria related to
consensus statements.?? In addition, 4 states included other categories such as
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peer-reviewed literature and the National Academy of Medicine (NAM)
standards.?

o 8 states include a provision that explicitly excludes screening purposes from the
coverage requirement.

o 17 states have provisions that apply to Medicaid.

o 19 states have provisions that apply to all health conditions, while 2 states have
provisions that only apply to cancer, and 1 state has provisions that only apply to
pediatric rare disease.

o Some states include provisions related to clinical utility, medical necessity, and
prior authorization, while many do not.?

Summary of HB 1062

e Requires specified health carriers and health plans to provide coverage for biomarker
testing under certain circumstances for plans issued or renewed on or after the effective
date, including:

o Health carriers providing health plans under Chapter 48.43 RCW.

o Health plans offered to public employees and their dependents under Chapter
41.05 RCW, including plans offered through PEBB (RCW 41.05.055) and SEBB
(RCW 41.05.740).

o Apple Health plans offered by HCA under Chapter 74.09 RCW.

= Requires HCA to seek any available federal financial participation under
the Medical Assistance Program (Title XIX of the federal Social Security
Act [SSA]) or any other federal funding source.

e States that biomarker testing must be covered for the purposes of diagnosis, treatment,
appropriate management, or ongoing monitoring of a disease or condition when the test is
supported by medical and scientific evidence.

o Specifies that medical and scientific evidence includes, but is not limited to:

= Labeled indications for tests approved or cleared by the FDA or indicated
tests for a drug approved by the FDA;
= CMS NCDs;
= MAC LCDs;
= Nationally recognized clinical practice guidelines; or
= (Consensus statements.
e Defines “consensus statement” and “nationally recognized clinical
practice guidelines.”

e Requires that coverage be provided in a way that limits disruptions in care, including the
need for multiple biopsies or biospecimen samples.

e Defines:

o “Biomarker” to mean a characteristic that is objectively measured and evaluated
as an indicator of normal biological processes, pathogenic processes, or
pharmacologic responses to a specific therapeutic intervention. Biomarkers
include, but are not limited to, gene mutations or protein expression.
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o “Biomarker testing” to mean the analysis of a patient’s tissue, blood, or other
biospecimen for the presence of a biomarker. Biomarker testing includes, but is
not limited to, single-analyte tests, multiplex panel tests, and whole genome
sequencing.

o “Consensus statements” to mean statements that are: i) developed by an
independent, multidisciplinary panel of experts using a transparent methodology
and reporting structure and with a conflict-of-interest policy; ii) aimed at specific
clinical circumstances; and iii) based on the best available evidence for the
purpose of optimizing the outcomes of clinical care.

o “Nationally recognized clinical practice guidelines” to mean evidence-based
clinical practice guidelines that: i) are developed by independent organizations or
medical professional societies using a transparent methodology and reporting
structure and with a conflict of interest policy; ii) establish standards of care
informed by a systematic review of evidence and an assessment of the benefits
and costs of alternative care options; and ii1) include recommendations intended
to optimize patient care.

Health impact of HB 1062

Evidence indicates that HB 1062 would likely lead to expanded coverage determination criteria
for biomarker testing, which may increase access to certain biomarker testing for some people
enrolled in PEBB, SEBB and fully-insured plans. There is unclear evidence how provisions may
affect health outcomes and unclear evidence how provisions may affect coverage determinations
made by Apple Health.

Pathway to health impacts

The potential pathway leading from provisions of HB 1062 to health and equity are depicted in
Figure 1. We have made the informed assumption that requiring specified health carriers and
health plans to provide coverage for biomarker testing under certain circumstances would likely
expand coverage determination criteria. This assumption is based on bill provisions and
information from key informants, the MBR on biomarker testing, and other states that have
passed similar legislation. There is unclear evidence how provisions may affect coverage
determinations made by Apple Health. Since there is unclear evidence how provisions may affect
coverage determinations made by Apple Health, the pathway to health and equity could not be
completed.

We have made the informed assumption that expanding coverage determination criteria for
biomarker testing may lead to increased access to certain biomarker testing for some people
enrolled in PEBB, SEBB and fully-insured plans. This assumption is based on available evidence
related to barriers to accessing biomarker testing?>-2° and evidence from other states with similar
legislation.?” There is unclear evidence how provisions may affect health outcomes.®!!:13-23:24.28.29
Since there is unclear evidence how provisions may impact health outcomes, the pathway to
equity could not be completed.
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Scope

Due to time limitations, we only researched the most linear connections between provisions of
the proposal and health and equity and did not explore the evidence for all possible pathways.
For example, we did not evaluate potential impacts related to:

e Medicare, Tricare, and self-insured plans. Provisions of HB 1062 would not apply to
people enrolled in Medicare, Tricare (i.e., health coverage for active-duty military
members, Veterans, and their families), or self-insured plans (i.e., a group health plan
offered through an employer who pays for employees’ health services directly, rather
than purchasing health insurance from a health carrier'’) (personal communication, HBE,
March 2026). As of December 1, 2025, 1,567,217 people in Washington State were
enrolled in Medicare.*® Approximately 323,678 people in Washington State were
enrolled in Tricare in Federal Fiscal Year 2024, the most recent data available.>'? About
60-65% of people who have employer-sponsored health coverage in Washington State
are enrolled in a self-insured group health plan (personal communication, OIC, April
2026). Self-insured plans are generally offered by large employers (i.e., 300 or more
employees) (personal communications, March-April 2026). OIC estimated approximately
2 million people in Washington State are enrolled in self-insured plans (personal
communication, OIC, April 2026).

Medicare, Tricare, and self-insured plans are required to meet federal requirements, and
do not have to follow state regulations (personal communications, March-April 2026).
Additionally, self-insured health plans are regulated by the U.S. Department of Labor,
and are not regulated by OIC.'® A 2024 review of state legislation mandating coverage
for biomarker testing noted “approximately 50% of [people with health insurance] would
not be covered by mandates because state insurance benefit mandate laws do not apply to
Medicare or [self-insured] Employee Retirement Income Security Act [ERISA] plans.”?®
Key informants also estimated provisions of HB 1062 would not apply to about 50% of
people in Washington State (personal communications, March-April 2026). Similarly, in
the fiscal note for HB 1062, HCA stated bill provisions would not apply to Medicare
eligible PEBB retirees.!® In March 2026, 112,356 retirees enrolled in PEBB were
Medicare eligible.*> HCA explained that, since “state laws are pre-empted by federal laws
for [Medicare Advantage plans] and [Medicare] Part D offerings, the benefit
requirements [proposed in HB 1062] do not apply to fully insured Medicare Advantage
[...] plans offered to Medicare eligible PEBB retirees.”'® Since provisions of HB 1062
only apply to state-regulated health plans, this Health Impact Review did not evaluate
potential impacts to people enrolled in Medicare, Tricare, or self-insured plans.

e State funding. Since HB 1062 would impact state-regulated health plans, bill provisions
may affect state funding. In the fiscal note for HB 1062, HCA stated it is challenging to
determine the potential fiscal impact of the bill “without a more specific list of covered
services and how an updated benefit would impact member utilization.”'® For example,
based on previous estimates of expanding health insurance coverage for a subset of
cancer biomarker tests, HCA estimated that health care liability could increase annually
by $1.2 million to $5.6 million across UMP plans in the PEBB and SEBB programs.'®
HCA noted “[a]s the bill’s scope [would] extend beyond cancer-related biomarker
coverage, actual fiscal impact is assumed to exceed this estimate.”! Increases in claims
liability could increase state expenditures (e.g., related to employer medical
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contribution).'® Similarly, since some biomarker tests are not currently covered under
Apple Health “and given the high cost of these tests, the proposed change is expected to
have significant fiscal impact” to the Apple Health program.'® Using the same subset of
cancer biomarker tests, HCA estimated an annual cost of at least $8 million to the Apple
Health program, assuming a 56% federal funding match.'® However, HCA stated actual
expenditures and costs to the PEBB, SEBB, and Apple Health plans may vary based on
the number of people who access biomarker testing, the tests used, and the average
number of tests used per person.'®

In December 2025, Washington State faced an estimated $4.3 billion budget shortfall
over the next 4 years.>* The state budget shortfall is exacerbated by the federal “reduction
in Medicaid funding to [Washington State which] will cause legislators to look to reduce
spending to balance the state budget.”*> In April 2026, one of the top credit rating
agencies revised its outlook for the Washington State’s finances from stable to negative,
indicating “reliance on reserves and one-time maneuvers to balance the budget endangers
the state’s strong credit rating, which could worsen financial challenges.”>¢

Maryland passed legislation similar to HB 1062 in 2023, and a report from the Maryland
Health Care Commission included projected costs for calendar years 2026 to 2029.?” The
report stated, “Medicaid is projected to incur substantially higher costs ($359 million)
than the commercial large group market ($148 million) and the state employee market
($92.5 million) over the four-year period. This likely reflects the broader population
served by Medicaid.”?” For example, “cardiovascular and behavioral health conditions
account for the largest share of estimated costs [in Medicaid]. In contrast, cancer testing
is the dominant cost driver in the commercial markets.”” In addition, changes in federal
law may affect state funding. For example, CMS recently published a final rule that may
require Washington State to cover (i.e., defray) costs of certain mandated benefits
(personal communication, OIC, March 2026). The rule explains that the state is required
to defray the cost of any mandated benefit that was enacted by the legislature after
December 31, 2011, and is not necessary to comply with federal law (personal
communication, OIC, May 2026). If the state mandates coverage of biomarker testing
beyond what is already covered under the Washington Benchmark plan, the state would
be required to defray the cost of this benefit (personal communication, OIC, May 2026).
This Health Impact Review did not evaluate how bill provisions may impact state
expenditures or how state funding may impact implementation of HB 1062.

Federal financial participation. HB 1062 would require HCA to seek any available
federal financial participation under the Medical Assistance Program (Title XIX of the
federal SSA) or any other federal funding source. Title XIX of the SSA is administered
by CMS and includes Medicaid and the Children’s Health Insurance Program (CHIP). As
part of a recent Health Impact Review related to Medicaid coverage, key informants
stated that funding requests to CMS are receiving greater scrutiny under the current
federal administration (personal communication, HCA, January 2026). This Health
Impact Review did not evaluate how federal financial participation may impact
implementation of HB 1062.

Costs of biomarker tests. Costs of biomarker tests vary depending on the type of test and
complexity of test.!® In 2021, the National Conference of State Legislatures reported the
national average cost for biomarker testing was $1,700 per individual test, with costs
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ranging from $50 to $10,000 per individual test based on complexity.'® This Health
Impact Review did not include a cost analysis of biomarker testing or how cost may
affect health carriers or people with health insurance.

Patient costs. Patient costs for biomarker testing “vary substantially by patient health
insurance coverage type and required deductibles and cost-sharing.”? HB 1062 does not
specify or prohibit patient cost-sharing (personal communications, March-April 2026).
Therefore, if HB 1062 were to mandate health carriers provide coverage for biomarker
testing, health carriers may require people to cover a large percentage of the cost out-of-
pocket (personal communication, HBE, March 2026). Without provisions limiting cost-
sharing, the overall costs of biomarker testing could increase for some patients or could
limit access to services for patients with limited financial resources or based on their
insurance plan (personal communication, HBE, March 2026). Researchers have also
noted that biomarker testing is expensive and can “result in substantial patient [out-of-
pocket] costs, even if covered by a patient’s health insurance.”* Overall, there is a need
for “[fluture research examining patient out-of-pocket costs for [biomarker testing] due to
variations in commercial coverage policies [...] to further understand the financial burden
on patients.””

Additionally, key informants stated HB 1062 may impact health insurance premiums
(personal communications, March-April 2026). When health carriers are required to
cover costs of new mandated benefits, costs may result in increased premiums for
enrollees (personal communications, March-April 2026). However, without provisions
related to cost-sharing, HB 1062 may or may not affect health insurance premiums
(personal communication, HBE, March 2026). The fiscal note for HB 1062 states that
“In]lew mandated benefits typically increase premiums.”'® HCA stated provisions “could
result in significant increases to claims and premium costs [...] if there are increases in
benefit [use] or if the coverage change [includes] tests not previously covered.”!® For
example, if HB 1062 were to increase premiums, employee contributions could increase
for fully-insured medical plans offered by the PEBB and SEBB programs.'® This Health
Impact Review did not evaluate how HB 1062 may impact patient costs.

Longer term impacts on health insurance coverage. Key informants expressed several
concerns related to ways HB 1062 may affect health insurance coverage and costs in the
long-term. For example, key informants stated HB 1062 would likely require coverage of
biomarker testing that is not considered medically necessary (personal communications,
March-April 2026). See “Summaries of Findings” for further discussion of expanded
coverage. Key informants stated that requiring health carriers to cover non-medically
necessary services may lead to health carriers reducing the availability of other services
or providing coverage to fewer people overall to balance costs (personal communication,
Oregon Health Sciences University [OHSU], April 2026). Key informants also stated that
potential increases in costs may result in some employer groups shifting from fully-
insured plans to self-funded plans to balance costs (personal communications, April
2026). This Health Impact Review did not evaluate the impacts HB 1062 may have on
health insurance coverage or costs in the long-term.

HCA policy development. If HB 1062 were to pass, HCA would need to develop policies
for biomarker tests not currently covered.16 Key informants from HCA stated they would
develop revised Apple Health billing guides for providers and create guidance documents
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for both patients and providers to clarify coverage details (personal communication,
HCA, March 2026). HCA would work with communications staff for each Apple Health
carrier to standardize external-facing documentation (personal communication, HCA,
March 2026). This Health Impact Review did not evaluate HCA policy development
processes or outcomes.

OIC policy development and plan reviews. Key informants from OIC stated they prepare
documents that track all federal and state laws related to health insurance (personal
communication, OIC, March 2026). If HB 1062 were to pass, OIC stated they would
need to revise existing review checklists and certain tools to include coverage for
biomarker testing.'® Key informants stated these updates would ensure agency
documentation reflects any requirements of HB 1062 (personal communication, OIC,
March 2026). Additionally, in the fiscal note for HB 1062, OIC noted implementation of
the bill would likely result in additional time and resources needed to review annual
health plan filings to ensure compliance.'® Key informants from OIC stated the agency
does not anticipate needing to conduct rulemaking if HB 1062 were to pass (personal
communication, OIC, March 2026). This Health Impact Review did not evaluate OIC
policy development or plan review processes or outcomes.

Consumer calls, complaints, and inquiries. Key informants stated there have been a small
set of denials of insurance coverage of certain biomarker testing in Washington State
(personal communication, HCA, March 2026). Denial and denial appeal data on
biomarker testing were not readily available due to the broadness of the category of
biomarker testing as defined in the bill (personal communications, March-April 2026). In
the fiscal note for HB 1062, OIC “anticipated [HB 1062] to generate a minor increase in
consumer calls, complaints, and written inquiries,” especially for plans not affected by
bill provisions.!® Additional key informants indicated there may be an increase in appeals
and requests for independent medical reviews if HB 1062 were to pass (personal
communications, March-April 2026). For example, if someone disagrees with a health
carrier’s decision to deny coverage for a biomarker test, the person may file an appeal
with the health carrier.’” If a health carrier does not change their decision in response to
an appeal, the person may request an Independent Review Organization (IRO) review the
decision (Chapter 284-43A WAC).*” IROs are registered with and certified by OIC and
do not have a financial interest in the outcome of the case.?” An IRO can either uphold or
overturn the insurer’s decision.>” Once an IRO reviews an appeal, its decision is binding
and the insurer must follow the IRO’s decision.’’

Evidence from other states and key informants stated certain enforcement actions may
arise if HB 1062 were to pass (personal communication, March-April 2026).3® Key
informants stated if HB 1062 were to pass, OIC may receive complaints about biomarker
testing coverage denials (personal communications, April 2026). Complaints are
generally filed in instances when someone thinks a health carrier has violated the law or
treated the person or their claim unfairly.>” An appeal with a carrier and a complaint to
OIC may be filed at the same time.>” When OIC receives complaints from patients or
providers about coverage denials, a letter is sent to the health carrier (personal
communication, OIC, March 2026). From that point, OIC may determine that the carrier
has justification for their denial of coverage or that the denial is inappropriate (personal
communication, OIC, March 2026). If the denial is inappropriate, the carrier may be
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required to cover the claim, as well as additional patient claims for the same service
(personal communication, OIC, March 2026). Additional enforcement action may then be
conducted by OIC (personal communication, OIC, March 2026). Key informants stated
other states that have passed similar legislation have seen increases in test coverage
requests and appeals from laboratories (personal communication, OHSU, April 2026).
Key informants stated enforcement actions may affect how people access newly
mandated biomarker testing (personal communication, OIC, March 2026). This Health
Impact Review did not evaluate how potential calls, complaints, and inquiries may affect
OIC or implementation of the bill.

Policies and programs to increase access to biomarker testing. Researchers noted “policy
strategies in addition to or instead of insurance mandates, including nonlegislative
programs or federal legislation” are needed to increase access to biomarker testing.?®
Researchers have cited numerous barriers to accessing biomarker testing, including lack
of health insurance (i.e., being uninsured), affordability of biomarker testing, potential
provider bias in offering testing, and additional barriers related to the social determinants
of health.”® See “Summaries of Findings” for additional discussion of barriers to
accessing biomarker testing. This Health Impact Review did not evaluate current or
potential policies and programs to increase access to biomarker testing.

Limited disruptions. HB 1062 would require applicable health carriers to ensure coverage
is provided in a way that limits disruptions in care, including the need for multiple
biopsies or biospecimen samples. Key informants provided mixed interpretations of this
provision. Key informants stated certain biopsy procedures are particularly invasive, and
this provision is meant to limit multiple invasive procedures (personal communication,
ACS CAN, April 2026). Some key informants stated this provision may relate to
scenarios where a patient’s care may be delayed or may stop due to needing prior
authorization to continue treatment (personal communication, HCA, March 2026). Key
informants representing health carriers stated carriers are already invested in non-
duplicative testing, and this provision would likely not change the way carriers currently
operate (personal communication, Premera, April 2026). This Health Impact Review did
not evaluate the bill provision related to limited disruptions.

Prior authorization. HB 1062 does not change prior authorization processes (i.e., approval
from a health carrier before a service, procedure, or medication is covered) (personal
communications, March-April 2026). RCWs 48.43.830 and 74.09.840 relate to prior
authorization standards. In addition to other standards, current laws require prior
authorization requirements be based on peer-reviewed clinical review criteria, which
must be evidence-based criteria and accommodate new and emerging information related
to the appropriateness of clinical criteria with respect to Black and Indigenous people,
people of color, gender, and underserved populations. WAC 284-43-2050 further
specifies a health carrier must use their evidence-based clinical review criteria and
medical necessity definition to make coverage determinations as part of a prior
authorization program and must have a method for reviewing and updating clinical
review criteria. Additionally, a carrier must accept any evidence-based information from
a provider or facility that will assist in the prior authorization process. Further, beginning
in 2023, RCW 48.43.810 exempts a patient from prior authorization requirements for
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coverage of biomarker testing for stage 3 or 4 cancer, or recurrent, relapsed, refractory, or
metastatic cancer.

Key informants stated if HB 1062 were to pass, prior authorization processes would
continue to be required for some biomarker testing (personal communications, March
2026). In the fiscal note for HB 1062, HCA assumed that prior authorization to ensure
medical necessity for biomarker testing would still be permitted and would continue to
occur if HB 1062 were to pass.'® Key informants stated since HB 1062 does not address
prior authorization, access to testing may be limited to people who have resources to
navigate the health care system (personal communication, HBE, March 2026). For
example, certain biomarker testing may be provided by a specialist, meaning a patient
may need to obtain a referral, get to specific lab sites, or appeal a denial for coverage
before receiving authorization to complete testing (personal communication, HBE, March
2026). Research has also suggested that health literacy and patient advocacy may
influence access to biomarker testing and personalized therapies.*” Further, prior
authorization processes may lead to delays in getting tested (personal communication,
University of California, San Francisco [UCSF], April 2026). In addition, prior
authorization processes are not always consistently updated to reflect the most recent
evidence-based guidelines (personal communication, UCSF, April 2026). Key informants
stated these factors may prevent patients with a range of access barriers from receiving
testing (personal communication, HBE, March 2026). See “Summaries of Findings” for
additional discussion of barriers to accessing biomarker testing.

Some states that have passed legislation similar to HB 1062 have included language

regarding prior authorization.”” For example:
Arizona requires [prior authorization] for biomarker testing. Meanwhile, California
prohibits [prior authorization] for enrollees with advanced or metastatic stage 3 or 4
cancer. [Some other state] statutes largely focus on timelines to execute requests. For
example, like the Nevada law, Oklahoma requires that the contracted entity approve or
deny a [prior authorization] request within 24 or 72 hours, depending on the urgency of
the request. Minnesota noted that nothing in the state law prevents health plans from
requiring [prior authorization] or establishing utilization controls.?’

This Health Impact Review did not evaluate how health carriers currently implement

prior authorization programs, which evidence health carriers use to make coverage

determinations, or how existing prior authorization processes and standards may interact

with HB 1062 if the bill were to pass.

Impacts on laboratories. Key informants stated HB 1062 may lead to increases in
providers prescribing lab tests and labs seeking coverage of tests that were not previously
covered (personal communications, April 2026). Many lab tests may require review of
the evidence base to determine whether they would be covered by health insurance,
which may lead to a backlog of lab coverage requests, particularly within state Medicaid
agencies (personal communication, OHSU, April 2026). This Health Impact Review did
not evaluate the impacts HB 1062 may have on laboratories.

Coding and operational considerations. Researchers have noted that not all biomarker
tests have specific codes in electronic health records.*® For example, Medicaid agencies
are required to evaluate lab testing and have appropriate documentation indicating
coverage determinations (personal communication, OHSU, April 2026). Key informants
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stated lab tests sometimes have a corresponding Proprietary Lab Analysis (PLA) code
(personal communications, April 2026). However, Apple Health does not currently
typically provide reimbursement for PLA codes on the state fee schedule, suggesting
passage of HB 1062 may create certain challenges within the HCA tracking system if the
agency receives more test coverage requests (personal communication, OHSU, April
2026). Key informants from HCA stated requiring coverage of biomarker testing may
require system and billing problem-solving to identify and monitor when certain
biomarker tests could be reimbursed (personal communication, HCA, June 2026). When
implementing similar legislation in Texas, PLA tests were not included in the initial
implementation due to the vastness of the field of biomarkers and time constraints.?
Arizona found an increase in requests for coverage from proprietary labs early in
implementation, then saw a decline, “perhaps due to Arizona’s stringent approval and
documentation requirements.”?° This Health Impact Review did not evaluate impacts
associated with coding and operational considerations.

Magnitude of impact

HB 1062 has the potential to affect some people in Washington State who have certain types of
health insurance or who may access certain types of health insurance. Specifically, provisions of
HB 1062 may impact people who have health insurance coverage under an Apple Health plan; a
PEBB or SEBB plan; or a fully-insured plan (i.e., an individual health plan or a health plan
offered through an employer who purchases health insurance coverage for employees from a
private commercial health carrier!”). Key informants from OIC estimated that half of the
population of Washington State has one of these types of health insurance and would likely be
impacted by HB 1062 (personal communication, OIC, March 2026).

Apple Health

HCA is responsible for administering the Apple Health program.'® Chapter 74.09 RCW relates to
Apple Health plans offered by HCA. Apple Health provides free or low-cost health insurance
coverage to nearly 2 million people across Washington State.*® As of February 2026, 1,930,654
people were enrolled in an Apple Health plan.*! Apple Health plans provide coverage for eligible
children, adults, people with disabilities, people aged 65 years and older, and pregnant or post-
partum people.** Most (85%) people enrolled in Apple Health get care through a managed care
plan or a single health plan (personal communication, HCA, March 2026).%* Washington State
has 5 managed care plans: Community Health Plan of Washington (CHPW), Coordinated Care
of Washington (CC), Molina Healthcare of Washington (MHW), UnitedHealthcare Community
Plan (UHC), and Wellpoint Washington (WLP; formerly Amerigroup).*’ In addition, some
services (i.e., dental care, maternity support, and inpatient psychiatric care) are covered directly
by Apple Health instead of a managed care plan (i.e., “fee-for-service”).** MHW provides
coverage for the largest share of people enrolled in an Apple Health plan (40.72%) followed by
CHPW (14.15%), CC (11.24%), UHC (9.47%), and WLP (7.38%).4!

Provisions of HB 1062 would apply to all Apple Health plans. Key informants from HCA also
stated HB 1062 would likely apply to the Apple Health Expansion program, which is designed to
provide health care coverage to people age 19 years or older with certain immigration statuses
(personal communication, HCA, March 2026).
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PEBB and SEBB

HCA also manages health benefits for public and school employees.!> HCA convenes PEBB
(RCW 41.05.055) and SEBB (RCW 41.05.740), which are responsible for designing, approving,
and establishing eligibly criteria for health insurance benefit plans for public employees and
school employees, respectively. PEBB plans provide health insurance coverage to public
employees,* including all employees of the state; elected and appointed officials of the
Executive Branch; justices of the Washington State Supreme Court; judges of the court of
appeals and the superior courts; and members of the state legislature (RCW 41.05.011). SEBB
plans provide health insurance coverage to all employees of school districts, charter schools, and
education service districts (RCW 41.05.011).%

PEBB and SEBB plans include fully-insured plans offered by Kaiser Permanente NW, Kaiser
Permanente WA, and Premera.** Chapter 48.43 RCW “governs the fully-insured health plans
offered by the PEBB and SEBB programs,” and Chapter 41.05 RCW “governs the self-insured
UMP [... (administered by Regence and ArrayRx)] offered by the PEBB and SEBB programs.”'®
In March 2026, 418,905 people were enrolled in PEBB, including 298,424 active members,
119,670 member retirees, and 811 members insured under the Consolidated Omnibus Budget
Reconciliation Act (COBRA), leave without pay (LWOP), or Reduction in Force (RIF).* In
March 2026, 285,469 people were enrolled in SEBB, including 284,358 active members and
1,111 members insured under COBRA, LWOP, or RIF.*> While SEBB does not offer retiree
coverage,* employees enrolled in SEBB transition to PEBB for retiree coverage (personal
communication, HCA, April 2026).

Provisions of HB 1062 would apply to all PEBB and SEBB plans.

Fully-insured plans

Chapter 48.43 RCW relates to individual health plans offered through HBE, including Cascade
Care and Cascade Select plans, individual health plans offered outside of the HBE, and fully-
insured group health plans. To offer an individual health plan or fully-insured group health plan
in Washington State, health carriers must submit insurance policy forms and proposed rates to
OIC for approval.'® Approximately 1.2 million people are enrolled in an individual health plan or
an employer-sponsored, fully-insured group health plan (personal communication, OIC, April
2026). As of December 2025, there were 252,748 people insured through individual plans,
256,329 people insured through small group plans, and 671,490 people insured through large
group plans (personal communication, OIC, April 2026).

In May 2026, HBE published a spring enrollment report that showed as of March 31, 2026,
about 250,000 people in Washington State either selected or were automatically reenrolled in a
qualified individual health plan offered through HBE during open enrollment.*® The report stated
these data show about 13% fewer people enrolled compared to 2025, which is the largest drop in
coverage in HBE’s history.*® The report also stated, “[f]ederal policy changes have created a
health care affordability crisis in Washington State” and “[w]ith the passage of H.R. 1 and the
expiration of federal enhanced premium tax credits, many customers with incomes under 100%
and over 400% [of the federal poverty level] experienced a doubling or tripling of their net
premiums this year and faced hard decisions about whether or not to stay covered.”*® In July
2025, the passage of H.R. 1 (Public Law No: 119-21) included policy and funding changes that
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impact states, including changes to Medicaid.** Additionally, 2026 data showed 90% of people
enrolled in a plan offered through HBE are enrolled in a standard plan (i.e., Cascade Care plan),
which is an 11% increase from 2025.4

Fully-insured health plans are employer-sponsored health group health plans offered through an
employer who purchases health insurance coverage for employees from a private commercial
health carrier or individual health plans where an individual purchases health insurance from a
private commercial health carrier.!” About 1/3 of people who have employer-sponsored health
coverage in Washington State are enrolled in a fully-insured group health plan (personal
communication, OIC, April 2026).

Provisions of HB 1062 would apply to all individual health plans offered through HBE,
including Cascade Care and Cascade Select plans, and all fully-insured group health plans.

Therefore, HB 1062 has the potential to affect some people in Washington State who have
certain types of health insurance or who may access certain types of health insurance.
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Summaries of Findings

Would requiring specified health carriers and health plans to provide coverage for
biomarker testing under certain circumstances expand coverage determination criteria for
biomarker testing?

We have made the informed assumption that requiring specified health carriers and health plans
to provide coverage for biomarker testing under certain circumstances would likely expand
coverage determination criteria for biomarker testing. This assumption is based on bill provisions
and information from key informants, the Washington State Department of Health (DOH)
Mandated Benefit Review (MBR) on biomarker testing, and states that have passed similar
legislation.

HB 1062 would require specified health carriers and health plans to provide coverage for
biomarker testing under certain circumstances. Provisions of HB 1062 may impact people who
have health insurance coverage under an Apple Health plan; a Public Employees Benefits Board
(PEBB) or School Employees Benefits Board (SEBB) plan; or a fully-insured plan (i.e., an
individual health plan offered through the Health Benefit Exchange [HBE] or a health plan
offered through an employer who purchases health insurance coverage for employees from a
private commercial health carrier).!”

The bill would require coverage of biomarker testing for diagnosis, treatment, appropriate
management, or ongoing monitoring of a disease or condition if the test is supported by medical
and scientific evidence. The bill states that medical and scientific evidence includes, but is not
limited to: labeled indications for tests approved or cleared by the U.S. Food and Drug
Administration (FDA) or indicated tests for a drug approved by the FDA; Centers for Medicare
and Medicaid Services (CMS) National Coverage Determinations (NCDs) or Medicare
Administrative Contractor (MAC) Local Coverage Determinations (LCDs); nationally
recognized clinical practice guidelines; or consensus statements. While the bill provides these
examples, HB 1062 would not define medical and scientific evidence and would not limit
medical and scientific evidence to these examples (personal communications, March-April
2026).

The bill would define “consensus statements” as statements that are developed by an
independent, multidisciplinary panel of experts utilizing a transparent methodology and reporting
structure and with a conflict-of-interest policy; aimed at specific clinical circumstances; and
based on the best available evidence for the purpose of optimizing the outcomes of clinical care.
The bill would also define “nationally recognized clinical practice guidelines” as evidence-based
clinical practice guidelines that are developed by independent organizations or medical
professional societies utilizing a transparent methodology and reporting structure and with a
conflict of interest policy; establish standards of care informed by a systematic review of
evidence and an assessment of the benefits and costs of alternative care options; and include
recommendations intended to optimize patient care.

HB 1062 would also define “biomarker” as a characteristic that is objectively measured and

evaluated as an indicator of normal biological processes, pathogenic processes, or pharmacologic
responses to a specific therapeutic intervention. The bill would also clarify that biomarkers
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include but are not limited to gene mutations or protein expression. The bill would also define
“biomarker testing” as the analysis of a patient’s tissue, blood, or other biospecimen for the
presence of a biomarker. The bill would specify that biomarker testing includes but is not limited
to single-analyte tests, multiplex panel tests, and whole genome sequencing. HB 1062 would not
limit which health conditions are included, suggesting biomarker testing may be covered for all
health conditions if the bill were to pass (personal communication, Oregon Health Sciences
University [OHSU], April 2026).

Biomarker testing is not a single or specific service but rather a category of services, and data are
not available on the category as a whole.!! Moreover, there is not a comprehensive list of all
biomarker tests, and new tests are being developed rapidly (personal communications, March
2026). Key informants representing health carriers stated the definitions of “biomarker” and
“biomarker testing” provided in the bill are broad, and “biomarker testing” as defined in HB
1062 could include any lab test (personal communications, April 2026).

There is currently no federal mandate for insurance coverage of broad biomarker testing.!! As of
March 19, 2025, 21 states had passed legislation requiring health insurance coverage of
biomarker testing.?* The criteria outlined in HB 1062 align with criteria in laws from states that
currently mandate coverage of biomarker testing. The Center for Evidence Based Policy
conducted a review and analysis of biomarker testing laws and proposed bills in all 50 states and
Washington, D.C., through March 19, 2025.2> The concepts, standards, and language used to
create coverage requirements vary by state.?? Of the 21 states with legislation mandating
coverage of biomarker testing, 20 states included criteria related to FDA approval or clearing of
a test or have indicated tests for drugs approved by the FDA.?? Eleven states have warnings and
precautions on FDA-approved drug labels.?? Further, 20 states included CMS NCDs, 19 states
included MAC LCDs, 20 states included clinical practice guidelines, and 14 states included
criteria related to consensus statements.?? Also, 4 states included other categories such as peet-
reviewed literature and the National Academy of Medicine (NAM) standards.?? In addition, some
states include provisions related to clinical utility (provides information that may influence the
ability to formulate a care strategy, shape clinical outcomes, etc.), medical necessity, and prior
authorization, while many do not.??

Evidence indicates provisions of HB 1062 would likely expand coverage requirements and
change how health carriers make coverage determinations for biomarker testing by broadening
the criteria used to make coverage determinations. For example, DOH’s MBR and key
informants stated bill provisions would expand coverage requirements to include biomarker
testing that is not currently covered by some health carriers and plans (personal communications,
March-April 2026).'! In addition, key informants stated and evidence indicates that several
private health carriers and Medicaid programs in states that have passed legislation similar to HB
1062 resulted in expanded coverage of biomarker testing (personal communications, April
2026).7

In Washington State, some biomarker testing is currently covered by certain health carriers and
plans. In 2024, DOH completed a MBR on a proposal to require coverage of biomarker testing.!!
The MBR was conducted on SB 5074/HB 1450 (2023 Legislative Session), which had similar
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provisions to HB 1062.!! The MBR found “that biomarker tests are generally covered in
Washington [S]tate by health plans subject to state-mandated benefits.”!! Specifically:
[ulnder Washington [S]tate’s current coverage requirements, biomarker testing is a covered
benefit when supported by typically utilized standards for medical necessity and scientific
evidence. Current requirements incorporate clinical utility, meaning that a biomarker test must
demonstrate the ability to influence clinical decision-making and impact health outcomes to
receive coverage.'!
In addition, prior authorization (i.e., approval from a health carrier before a service, procedure, or
medication is covered) may be required for some biomarker testing (personal communications,
March 2026). Current law specifies a health carrier must use their evidence-based clinical review
criteria and medical necessity definition to make coverage determinations as part of a prior
authorization program (WAC 284-43-2050). See “Scope” for additional discussion of prior
authorization.

Across Apple Health, PEBB, SEBB, and private health plans, coverage determinations are
generally made by each health carrier (personal communications, March 2026). Coverage of
biomarker testing may be managed differently for Apple Health, PEBB and SEBB, and private
plans (personal communications, March 2026). Further, health carriers may have a large body of
internal policies used to guide coverage determination for biomarker testing (personal
communication, Premera, April 2026). For example, some carriers may have a specific policy for
different biomarker tests, resulting in numerous policies related to biomarker testing coverage
(personal communication, Premera, April 2026).

Key informants representing statewide public and private health carriers stated that a wide range
of variables are considered when determining whether biomarker testing should be covered
(personal communications, March 2026). For example, coverage may be health condition-
specific and determined on a case-by-case basis for individual patients (personal
communications, March 2026). For biomarker testing requiring a medical necessity review,
licensed clinical staff review documentation and compare it to the carrier’s medical policies
(personal communications, April-May 2026). During this process, health carriers may review
medical records and documentation provided by the patient’s provider (personal communication,
Premera, April 2026). If the health carrier determines coverage will not be provided, or if
additional clarification is needed, the case is escalated to a medical doctor at the health carrier
who will work with the patient’s provider to determine appropriate coverage (personal
communications, April-May 2026).

Due to the variability across health carriers, providers, and individual patients, it is not possible
to determine which health carriers or plans currently cover which types of biomarker testing
(personal communications, March 2026). However, certain guidelines, rules, and policies are
used to make coverage determinations.

Apple Health

Key informants from HCA stated coverage determinations about whether certain biomarker
testing is covered by Apple Health are made by referring to both federal and state rules and
regulations (personal communication, HCA, March 2026). Staff at managed care plan carriers
make determinations for patients on a managed care plan, while HCA staff make determinations
for patients on a fee-for-service plan (personal communication, HCA, March 2026).
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Apple Health must follow specific guidance from CMS that outlines how Medicaid coverage
determinations are made (personal communication, HCA, March 2026). For example, Medicaid
is required to cover services that are determined to be medically necessary, unless that service is
specifically identified in policy as not covered (personal communication, HCA, March 2026). If
a service is potentially medically necessary but there is no explicit policy on that service, staff
review prior authorization lists and the patient’s individual medical records and may collect
additional information to determine whether the service is considered medically necessary (and
therefore should be covered by Medicaid) (personal communication, HCA, March 2026). During
this process, a provider may attest that the service meets the medical necessity criteria (personal
communication, HCA, March 2026).

Apple Health must also follow state rules and regulations. Washington State’s Medicaid scope of
coverage for physician-related and health care professional services is outlined in WAC 182-
531-0100 and requires that services be covered by Apple Health when medically necessary.
WAC 182-500-0070 defines “medically necessary” as a term for describing requested service
which is reasonably calculated to prevent, diagnose, correct, cure, alleviate, or prevent worsening
of conditions in the client that endanger life, cause suffering or pain, result in an illness or
infirmity, threaten to cause or aggravate a handicap, or cause physical deformity or malfunction.
To qualify as medically necessary, there must also be no other equally effective, more
conservative, or substantially less costly course of treatment available or suitable for the patient
requesting the service (WAC 182-500-0070).

In addition, a hierarchy of evidence (WAC 182-501-0165) is used to make Medicaid coverage
determinations. Using this hierarchy, the weight of the available medical evidence on the specific
service is evaluated. The weight of medical evidence depends on objective indicators of validity
(i.e., how accurately a service measures what it is intended to measure) and reliability (i.e., how
consistently a service measures what it is intended to measure), including the nature and source
of the evidence, the empirical characteristics (i.e., what is measured or observed) of the studies
or trials upon which the evidence is based, and the consistency of the outcome with comparable
studies (WAC 182-501-0165). Based on the quality of available evidence, each health carrier
determines if the requested service is effective and safe for the patient, then makes approval and
denial determinations (WAC 182-501-0165). Key informants from HCA stated national
guidelines may also be referenced when they are available for certain biomarker tests (personal
communication, HCA, March 2026). For example, CMS NCDs, which apply to people enrolled
in Medicare, used the National Comprehensive Cancer Network Clinical Practice Guidelines in
Oncology (NCCN Guidelines) to determine coverage of some biomarker tests.’

Apple Health carriers provide some coverage for certain biomarker testing (personal
communications, March-April 2026). Key informants representing Apple Health carriers stated
clinical utility is an important consideration when making coverage determinations and a test
result is expected to impact diagnosis and/or treatment, manage the condition, or monitor
progress (personal communication, Community Health Plans of WA, May 2026). It is not
possible to determine which Apple Health carriers provide coverage for which types of tests,
since each health carrier may have their own process for determining coverage and since many
types of tests are considered biomarker tests. HB 1062 would more explicitly add broad
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biomarker testing as an Apple Health mandated benefit, meaning health carriers would be
required to provide coverage as specified.

PEBB and SEBB

Insurance coverage through PEBB and SEBB is provided through several health carriers
contracted by HCA (personal communication, HCA, March 2026). Key informants stated there
is not a central medical policy for PEBB and SEBB coverage determinations; rather,
determinations are made at the health carrier level (personal communication, HCA, March
2026). Individual PEBB and SEBB health carriers have medical policies to determine certain
biomarker testing coverage (personal communication, HCA, March 2026). Different health
carriers may use different criteria to determine biomarker testing coverage (personal
communication, HCA, April 2026). Determinations also include consideration of whether the
test demonstrates clinical utility (personal communication, HCA, March 2026). For example,
health carriers consider whether results from the test could change outcomes for a patient
(change a treatment regimen, help to understand risk of treatment, etc.) (personal
communication, HCA, March 2026).

Related to Apple Health, PEBB, and SEBB plans, Chapter 70.14 RCW establishes the Health
Technology Clinical Committee (HTCC) and requires HCA, in consultation with the Washington
State Departments of Social and Health Services (DSHS) and Labor and Industries (L&I), and
the HTCC, to select health technologies (e.g., diagnostic tests) for review to determine under
what circumstances the technology should be included as a covered benefit in a state purchased
health plan (e.g., Apple Health, PEBB, and SEBB).*’ The HTCC has been involved in review of
some biomarker tests (personal communication, HCA, March 2026).

RCW 71.14.110 requires that, for each health technology selected for review, the HTCC
determine: 1) the conditions, if any, under which the health technology will be included as a
covered benefit in health programs administered by HCA, DSHS, and L&I; and 2) the criteria
agencies must use to decide whether the technology is medically necessary, or proper and
necessary treatment. Some key informants stated that, since RCW 71.14.110 requires
consideration of whether a technology is medically necessary, provisions of HB 1062 may
conflict with current state law (personal communication, OHSU, April 2026). Key informants
from HCA stated HB 1062 would mandate coverage of broad biomarker testing and provisions
would likely supersede biomarker coverage decisions made by the HTCC (personal
communication, HCA, April 2026). Therefore, the HTCC may no longer prioritize biomarker
tests for review if HB 1062 were to pass (personal communication, HCA, April 2026).

Key informants from HCA stated all PEBB and SEBB plans cover some biomarker testing and,
while each health carrier may have their own internal policies to guide decision-making, specific
health carriers do not have notable differences in approaches to coverage (personal
communication, HCA, April 2026). It is not possible to determine which PEBB and SEBB health
carriers provide coverage for which types of tests, since each health carrier may have their own
process for determining coverage and since many types of tests are considered biomarker tests.
HB 1062 would more explicitly add broad biomarker testing as a PEBB and SEBB mandated
benefit, meaning health carriers would be required to provide coverage as specified.
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Fully-insured plans

The Patient Protection and Affordable Care Act (ACA) requires certain benefits, items, and
services be covered by all individual and small employer health plans (i.e., Essential Health
Benefits [EHBs]).!? Each state must select and have approved by the federal government a
“benchmark’ health insurance plan that meets coverage requirements for EHBs.!? In addition to
EHBs required under the ACA, states may mandate additional health benefits. If state mandated
benefits are not included in the state’s “benchmark’ health insurance plan, the state must defray
(i.e., cover) the cost of the benefit (personal communication, OIC, March 2026). See “Scope” for
additional discussion of state funding and cost.

Key informants from OIC stated that whether a covered health service will be approved for a
particular patient is determined at the health carrier level, and carriers use their own “medical
necessity” criteria to make coverage determinations (personal communication, OIC, March
2026). However, their criteria must meet the standards outlined in the Washington Benchmark
Plan and other provisions of state law (e.g., RCW 48.43.766, RCW 48.43.535, RCW 48.43.761)
(personal communication, OIC, May 2026). The Washington Benchmark Plan Benefits for
Health Care Coverage defines “medical necessity” or “medically necessary” as health care
services or supplies that a physician or other health care provider, exercising prudent clinical
judgment, would provide to a patient for the purpose of preventing, evaluating, diagnosing or
treating an illness, injury, disease or its symptoms when certain conditions are met.!> DOH’s
MBR stated:
Washington State EHB standards for medical necessity rely on peer-reviewed studies and
[clinical practice guidelines] recommended by physician specialty societies. Coverage is required
for interventions when there is scientific evidence that they can improve health outcomes and that
these improvements are possible outside of a research setting. That is, they must have clinical
utility."!
Various types of biomarker testing are covered under Washington State EHBs.!! Key informants
and DOH’s MBR stated biomarker testing may be covered by the state’s “benchmark’ health
insurance plan under a wide range of categories (e.g., lab services, diagnostic procedures,
preventive and wellness services, chronic disease management, specialist visits, or another
category of covered services) (personal communications, March 2026).!! In addition, health
carriers may set their own guidelines and criteria for medical necessity, which may vary by type
of biomarker test (personal communication, OIC, March 2026).

Private health carriers currently provide coverage of certain biomarker testing (personal
communications, March-April 2026). It is not possible to determine which private insurance
health carriers provide coverage for which types of tests, since each health carrier may have their
own process for determining coverage and since many types of tests are considered biomarker
tests. HB 1062 would more explicitly add broad biomarker testing as a state mandated benefit,
meaning health carriers would be required to provide coverage as specified.

However, if HB 1062 were to pass, coverage determinations would continue to be made by each
health carrier for Apple Health, PEBB, SEBB, and fully-insured plans (personal
communications, March- April 2026). It is not possible to determine how each health carrier may
determine coverage if HB 1062 were to pass, given the breadth of the definitions of “biomarker”
and “biomarker testing,” the range of policies used to guide coverage determinations, and that
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decisions are made on a case-by-case basis for individual patients (personal communications,
March-April 2026).

Challenges and Limitations

Evidence has identified and key informants discussed several additional challenges related to the
broad language proposed in HB 1062. Key informants stated that discussing insurance coverage
of biomarker testing is challenging, since biomarker testing is a large category with many
subcategories of tests, and tests have varying degrees of validity and clinical utility (personal
communications, March-April 2026). For example, one study found that almost 90% of
oncologists surveyed were aware of circulating tumor DNA (ctDNA) testing for patients with
melanoma, but only 38.9% reported ordering ctDNA testing.*® Among barriers reported,
oncologists cited concerns related to lack of data, lack of test sensitivity, and lack of evidence
about the impact of the test on clinical outcomes for patients with melanoma.*® Overall, the
definition of “biomarker” and changes to evidence criteria proposed in HB 1062 may introduce
implementation challenges and allow for wide-ranging interpretations of what biomarker testing
may be covered.

Definition of biomarker

Key informants stated that the broad definition of “biomarker” in the bill may be challenging
during bill implementation (personal communications, March-April 2026). For example, health
carriers stated, as defined, a biomarker test could include any lab test (personal communications,
March-April 2026).

Some implementation information is available from other states. The Maryland Health Care
Commission completed a mandate study in accordance with Maryland SB 805 (Chapter 322)/HB
1217 (Chapter 323) - Maryland Medical Assistance Program and Health Insurance - Required
Coverage of Biomarker Testing, which passed in 2023 and had similar provisions to HB 1062.%
The 2025 study was completed after the bill passed into law and is based on one year of data.?’
The study noted that a broad definition of “biomarker” in legislation mandating coverage of
biomarker testing can lead to inclusion of routine laboratory tests, which can create challenges
with forecasting data on health coverage of biomarker testing.?” The study authors also stated a
broad definition:
may create challenges with implementation, as different insurers may interpret the definition of
biomarker differently. For example, one insurer surveyed reported that [after bill passage,] they
did not receive any biomarker testing claims, while another insurer reported receiving over
150,000 biomarker testing claims.?’
Overall, the Maryland Health Care Commission study found that a broad definition of biomarker
testing in law “may be subject to interpretation by insurance carriers.”?’

Reports from Washington State, California, and Nevada regarding HB 1062 and similar
legislation have stated the broad definition of biomarkers may make bill implementation
challenging. MBRs completed by DOH and the California Health Business Review stated, and
key informants agreed, it is not possible to identify and assess the availability of specific
biomarker tests that may be included if HB 1062 were to pass (personal communications, March
2026).!'* The breadth of biomarker testing that may be supported by medical and scientific
evidence is not quantifiable, especially given the rapid market development of new biomarker
tests (personal communications, March-April 2026). In the fiscal note for HB 1062, HCA stated
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that a more specific list of covered services would be necessary to understand “how an updated
benefit could impact member utilization.”'® In a Nevada study evaluating biomarker testing laws,
one recommendation included the need for establishing “a formalized process for labs and/or
pharmaceutical companies to submit biomarker tests for consideration.””

Key informants also provided conflicting information on whether genetic and genomic testing
may be included in the covered benefit if HB 1062 were to pass. The bill would specify that
biomarker testing includes but is not limited to single-analyte tests, multiplex panel tests, and
whole genome sequencing. Some key informants stated the bill language is not intended to
include mandated coverage of genetic screening or genetic testing in asymptomatic people
(personal communication, ACS CAN, April 2026). However, many key informants stated the bill
language could be interpreted to cover genetic and genomic tests (personal communications,
March-April 2026).

Evidence criteria

Researchers and key informants also noted limitations and challenges with evidence criteria
proposed in HB 1062. Bill provisions would require coverage if the test is supported by medical
and scientific evidence. While the bill provides examples of medical and scientific evidence
(e.g., labeled indications for tests approved or cleared by the FDA; CMS NCDs, MAC LCDs,
nationally recognized clinical practice guidelines, consensus statements), it does not define
medical and scientific evidence or limit evidence criteria to the examples provided. Moreover,
HB 1062 does not directly address medical necessity or clinical utility (personal
communications, March-April 2026).

The Center for Evidence Based Policy conducted a 2025 review of state laws related to coverage
of biomarker testing and noted several limitations with evidence criteria.?” For example, FDA
clearance or approval does not review for clinical utility; consensus statements introduce
concerns about conflicts of interest, evidence standards, and transparency; and other clinical
practice guidelines can conflict with and lag behind new clinical standards.?**® Key informants
elaborated, stating LCDs are policies designed for the Medicare population, which is markedly
different from those who access Medicaid or commercial insurance (nonelderly adults, children,
etc.) which may introduce incongruencies (personal communication, OHSU, May 2026).
Further, LCDs are issued by many MACs and there may be differences between various LCDs
(personal communication, OHSU, May 2026). As HB 1062 is written, one source of medical and
scientific evidence may be in conflict with another, which may lead to confusion if the bill were
to pass (personal communication, OHSU, April 2026). For example, guidance from an LCD may
state a different recommendation than a nationally recognized clinical guideline (personal
communication, OHSU, April 2026). Further, biomarker testing laws that base coverage on
medical and scientific evidence may allow for a single source of evidence to serve as
justification for coverage.?

A separate 2024 review of state laws related to coverage of biomarker testing found that
language in current state legislation has created implementation challenges, including “a lack of
specifics on which tests will be considered to have clinical utility.”*® For example:
FDA approval of a test is listed as one of the criteria for determining whether insurers must cover
the test. However, the FDA currently focuses on safety and efficacy rather than clinical utility,
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bringing up the question of whether [insurers] will be required to cover FDA-approved biomarker

tests when clinical utility has yet to be established.?®
Researchers also noted that that the inclusion of consensus guidelines may “contribute to
variation in [health insurance] coverage because there may be differences in an individual
[insurers’] interpretation of the evidence” and consensus guidelines “may be less rigorous and
transparent.”?® Further, LCDs are established in certain national-level Medicare regions.’® Key
informants stated HB 1062 may allow for any LCD across the U.S. to be used to justify
coverage, even when Washington State context and population groups may be different (personal
communication, Kaiser Permanente, April 2026).

Key informants also shared a range of concerns regarding a broad interpretation of medical and
scientific evidence if HB 1062 were to pass (personal communications, March-April 2026). Key
informants agreed that HB 1062 allows for coverage of a wider range of tests and less rigorously
evaluated tests than what is currently required to be covered in Washington State (personal
communications, March 2026). For example, key informants representing health carriers stated
that any one of the evidence criteria outlined in HB 1062, individually, would not meet the level
of scientific and clinical evidence currently used to consider whether a test is medically
necessary (personal communication, Premera, April 2026). Further, in a study that interviewed
other state Medicaid agencies after implementation of legislation similar to HB 1062, results
indicated a “lack of evidence [was] the key reason behind decisions not to cover certain
biomarker tests.”?

Additionally, current coverage requirements account for medical necessity and clinical utility;
however, HB 1062 does not address these requirements, which may allow for coverage of tests
that may not demonstrate the criteria for medical necessity or clinical utility. While some key
informants stated HB 1062 may not be intended to require coverage of tests that are not
medically necessary or do not provide clinical utility (personal communication, American
Cancer Society Cancer Action Network [ACS CAN], April 2026), almost all key informants
stated the bill language has the potential to eliminate these standard requirements (personal
communications, March-April 2026). In addition, some key informants stated the bill language
may supersede the clinical guidelines currently used to determine medical necessity and, if
implemented as written, HB 1062 may prevent health carriers from continuing to complete
medical necessity reviews as they are currently completed (personal communications, March-
April 2026). Key informants also stated that broadening the requirements for coverage may no
longer require standard utilization review processes, which look at effectiveness and other
alternative or equally effective testing options (personal communication, HCA, April 2026).

Key informants stated that some states that have passed similar legislation have considered
amending laws to more explicitly include medical necessity language (personal communication,
OHSU, April 2026). Some key informants suggested that implementing HB 1062 may require
involvement from legal teams to interpret changes to medical necessity review processes
(personal communication, OHSU, April 2026). In contrast, some states have passed model
legislation from the National Council of Insurance Legislators (NCOIL), which includes a
provision stating biomarker testing must demonstrate clinical utility (personal communication,
OHSU, April 2026). Some states have also explicitly included medical necessity as a required
criterion (personal communication, OHSU, April 2026).
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Key informants also stated the bill language may expand coverage to include screening and
investigational tests (personal communications, March-April 2026). In the fiscal note for HB
1062, HCA stated the bill would expand coverage to include “biomarker tests supported by
consensus statements, which have a lower threshold for evidence-based practice than clinical
guidelines” and would include “coverage of biomarker tests currently considered investigational
or experimental in nature or those that may not have substantial evidence for improved [...]
outcomes.”'® DOH’s MBR also stated, “[u]nder the proposed benefit’s criteria for medical and
scientific support, the proposed benefit would expand coverage to include biomarker tests that
are considered investigational [...].”!!

Apple Health rules define investigational as “[a] term to describe a health care service that lacks
sufficient scientific evidence of safety and effectiveness for a particular condition” (WAC 182-
532-0050). Key informants from HCA stated that each Apple Health, PEBB, and SEBB plans
likely have definitions of investigational (personal communication, HCA, March 2026). For
PEBB and SEBB coverage, when a service is considered investigational, a medical necessity
review is not needed (personal communication, HCA, April 2026). Health carriers agreed that
HB 1062 may require coverage of biomarker testing that is considered investigational (personal
communications, March-April 2026).

With regard to private insurance, the Washington Benchmark Plan Benefits for Health Care
Coverage defines investigational.' A health intervention is considered investigational if it does
not meet a list of criteria (e.g., certain approval from the FDA, standards for scientific literature
and reference compendia, improvement of health outcomes, equally as beneficial as other
interventions).!® The definition states, “the health intervention must include [a] net health
outcome” otherwise, it is considered investigational.' Since HB 1062 would require coverage of
biomarker testing that may not meet these lists of criteria, bill provisions may require fully-
insured plans cover biomarker testing considered investigational (personal communications,
April 2026).

In addition, some key informants stated the bill provision indicating testing “must be covered for
the purposes of diagnosis, treatment, appropriate management, or ongoing monitoring of an
enrollee’s disease or condition” may limit which biomarker tests might be eligible for coverage
(personal communication, ACS CAN, April 2026). Some key informants stated the intention of
this language may be to allow only biomarker testing for patients who are already ill and where
diagnosis and specialized treatment is the next step in their care plan (personal communication,
ACS CAN, April 2026). Many key informants stated this language could allow for a broader
interpretation of what types of testing may be covered and may include screening and
investigational tests (personal communications, March-April 2026). Key informants representing
health carriers stated this provision could be interpreted to require coverage of any lab test
(personal communications, April 2026). In contrast, the model legislation from NCOIL includes
a provision prohibiting coverage of biomarker testing for screening purposes.??> HB 1062 does
not include this language, which may allow for inconsistent interpretation of which tests may be
covered (personal communications, March-April 2026). Some key informants also expressed
concern that the broad coverage expansion may lead to overuse and overprescribing of
biomarker tests (personal communications, March-April 2026).
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Key informants also questioned which entity may be responsible for compiling and reviewing
evidence associated with certain biomarker testing (personal communications, April 2026). In
general, other states have indicated “that determining coverage for these tests is time consuming
given the clinical nature of these decisions and the expertise needed to make evidence-based
decisions.” Arizona passed similar legislation and:
requires requests for coverage to be accompanied by all supporting documents and copies of any
evidence-based clinical or peer-reviewed documentation. The responsibility falls on the
requestor—typically manufacturers or labs—to compile the necessary information to support the
case for coverage or a [prior authorization] request. This includes demonstrating how the request
specifically applies to the [patient’s] condition, rather than relying on the state to provide this
justification for coverage or [prior authorization].?’
See “Scope” for additional discussion on prior authorization. Texas has also passed similar
legislation, and has developed a governance committee process to formally evaluate biomarker
tests, which includes state staff and non-clinicians, and takes up to 12 to 18 months for review.?
A Nevada study evaluating biomarker testing laws recommended convening “a specialized
committee with clinical expertise to review evidence submissions.”” HB 1062 does not specify
responsibility for compiling or reviewing evidence for biomarker testing coverage. Key
informants questioned which Washington State entity may be responsible for clarifying language
and different interpretations of language, if HB 1062 were to pass (personal communications,
March-April 2026). In several states that have passed similar legislation, state insurance
departments have published guidance bulletins to carriers, clarifying language and outlining
enforcement actions.*® See “Scope” for additional discussion about HCA policy development
and OIC policy development and plan reviews.

Overall, key informants emphasized that the broadness and ambiguity of provisions in HB 1062
may result in varied interpretations if the bill were to pass (personal communications, March-
April 2026). Key informants stated that patients, providers, health carriers, laboratories,
biomarker test vendors, and state agencies may interpret provisions differently, which may lead
to differences in coverage determinations and changes in rates of denials and appeals of denials
of biomarker testing (personal communications, March-April 2026). See “Scope” for additional
discussion on consumer calls, complaints, and inquiries. Key informants also stated other states
that have passed similar legislation have interpreted the same bill language in different ways
(personal communication, OHSU, April 2026). Evidence from other states has found
“implementing and addressing requests for additional [biomarker testing] coverage is
challenging and time consuming” and states have identified a “need for a forum to support
ongoing cross-state learning and information sharing” regarding biomarker testing laws.?’
Several states have also indicated a need to either make legislative changes and/or “develop,
supplement, or revise policy guidance related to biomarker testing” after passing similar
legislation.?

In summary, Apple Health, PEBB, SEBB, and fully-insured plans currently provide coverage of
certain biomarker testing (personal communications, March-April 2026). HB 1062 would more
explicitly add broad biomarker testing as a state mandated benefit, meaning health carriers would
be required to provide coverage as specified. Key informants agreed that if HB 1062 were to
pass, interpretation of bill language may introduce several implementation challenges (personal
communications, March-April 2026). However, since HB 1062 would likely expand the types of
biomarker testing covered and change how health carriers make biomarker testing coverage
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determinations, we have made the informed assumption that the bill would likely expand
coverage determination criteria for biomarker testing.

Would expanded coverage determination criteria for biomarker testing impact coverage
determinations made by Apple Health?

There is unclear evidence how expanded coverage determination criteria for biomarker testing
may impact coverage determinations made by Apple Health. HB 1062 may conflict with federal
guidance, key informants questioned how the bill may change current operations, and
information from other states is limited.

In general, federal law supersedes state law where the two conflict (i.e., preemption).”! Key
informants from HCA stated that, if passed, HB 1062 may conflict with federal CMS guidance
that specifies Medicaid may only cover services that are medically necessary (personal
communication, HCA, March 2026). Key informants stated they are required to follow federal
CMS guidance, and a state mandate of broad biomarker coverage without agency authority to
manage which services are covered could risk federal Medicaid funding (personal
communication, HCA, April 2026).

Evidence also indicates conflicting federal and state guidance may be challenging for health
carriers to interpret and implement. Key informants representing Apple Health carriers stated, if
HB 1062 passed, they may review and update existing policies used to make coverage
determinations (personal communication, Community Health Plans of WA, May 2026).
However, while non-Apple Health carriers stated they would expect HB 1062 to require broad
biomarker testing coverage (i.c., any lab test for any condition), key informants representing an
Apple Health carrier stated they would not expect the bill to require coverage of tests that are not
medically necessary and do not have clinical utility or to automatically cover screening and
investigational tests (personal communication, Community Health Plans of WA, May 2026).
Interpretation of bill language and implementation may vary across health carriers, including
across Apple Health carriers. Key informants stated, if HB 1062 were to pass, HCA would
consult legal expertise to best implement provisions without violating federal law (personal
communication, HCA April 2026).

As of December 2024, New Mexico was the only state to submit a State Plan Amendment (SPA)
to incorporate its biomarker coverage benefit.?’ Each U.S. state and territory is required to have a
Medicaid and CHIP state plan (i.e., state plan).>? The state plan is an agreement between a state
and the Federal government, which describes how the state administers its Medicaid and CHIP
programs.> It documents who is eligible, what services are covered, and how the state will
reimburse providers.>? The state plan gives an assurance that the state “will abide by Federal
rules and may claim Federal matching funds for its program activities.”>> When a state is
planning to make a change to its program policies or operational approach, states send a SPA to
CMS for review and approval.>? Factors that can prompt a SPA submission include changes to
state law, changes to federal law, and updates to state operations for items like reimbursement
changes.>*

A New Mexico study report found:
[t]his SPA ties reimbursement rates to the annual Medicare fee schedule. Where there is not a
Medicare fee schedule amount, the fee schedule is established by the state agency with
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consideration given to payment practices of other third-party payors, comments from providers
and appropriate professional societies, typical invoice costs from providers, comparison of fee
schedule amounts for similar services and items, and/or the usual charges of the providers for
services to non-Medicaid patients.”
In 2025, New Mexico’s Health Care Authority distributed guidelines to all practitioners to
provide guidance and clarification to providers on coverage, implementation, and reimbursement
of biomarker testing.’> The guidelines clarify that New Mexico Medical Assistance Division
pays for medically necessary health care services provided by specific providers.>®> The guidance
also states biomarker testing should be covered if the biomarker is clinically meaningful and not
investigational.>> The guidelines also include a list of covered biomarker tests and states the list
will be reviewed and updated annually.>

Overall, key informants questioned how HB 1062 may conflict with federal CMS guidance and
how the bill may change current Apple Health processes. Information from other states regarding
interaction of similar state biomarker testing laws with federal law is limited. Taken together,
there is unclear evidence how expanded coverage determination criteria for biomarker testing
may impact coverage determinations made by Apple Health.

Would expanded coverage determination criteria for biomarker testing increase access to
certain biomarker testing for some people?

We have made the informed assumption that expanded coverage determination criteria for
biomarker testing may increase access to certain biomarker testing for some people enrolled in
PEBB, SEBB, and fully-insured plans. This assumption is based on available evidence related to
barriers to accessing biomarker testing and evidence from other states with similar legislation.

Researchers have noted that, generally, state legislatures have mandated coverage for biomarker
testing in response to perceived access barriers.”® While insurers generally cover medically-
necessary biomarker testing, some research shows “[c]ost and lack of insurance coverage are
common barriers to [biomarker] testing because insurance coverage varies across commercial
payers, Medicare, and Medicaid.”?®

There is a body of evidence evaluating barriers to accessing biomarker testing. There is a fair
amount of evidence that insurance coverage may be a barrier for some providers to recommend
or order (i.e., prescribe) biomarker testing and for some patients to access biomarker testing.?>-2
However, we have downgraded the body of evidence to “informed assumption” for 2 reasons.
First, most research has focused on access barriers to a particular biomarker test or for a
particular health condition (e.g., biomarker testing for non-small cell lung cancer), which reduces
the generalizability of the body of evidence to biomarker testing broadly. Second, researchers
have stated that, while there is evidence documenting and examining barriers to biomarker
testing, there are few studies examining solutions or implementation efforts to increase access to
biomarker testing.2® We did not identify any research on how expanding coverage of biomarker
testing may affect access to biomarker testing. In addition, evidence from states with similar
legislation suggests expanding coverage may have little impact on use of biomarker testing in the
first year following implementation.?’-?* However, since HB 1062 may decrease a barrier to
biomarker testing by expanding coverage for certain biomarker testing, we have made the
informed assumption that expanding coverage for biomarker testing may increase access to
certain biomarker testing for some people enrolled in PEBB, SEBB, and fully-insured plans.
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Generally, clinical use of biomarker testing has lagged behind treatment guidelines.?® For
example, researchers noted, “despite advancements in diagnostic technologies and clinical
practice guidelines recommending widespread use, the adoption of biomarker testing [for non-
small cell lung cancer] in routine practice remains inconsistent.”*® One study found that
biomarker testing for non-small cell lung cancer has “rates ranging from 28[%] to 70% [of
eligible patients] depending on practice setting, and many eligible patients never receive matched
[personalized] therapies.” The authors stated these findings suggest challenges related to
provider education and knowledge, adherence to guidelines, and “system level inequities that
limit patient access” to biomarker testing.>

Barriers to biomarker testing generally fall into 3 categories: operational challenges;
communication and knowledge gaps; and access and financial constraints.?® A review specific to
biomarker testing for non-small cell lung cancer found that, among additional barriers, the most
frequently reported barriers to biomarker testing were operational barriers, including time-related
constraints (e.g., administrative burden, lengthy processes for reporting and documenting results,
lab turnaround time) and insufficient tissue samples.?® Additional research suggests that barriers
to accessing biomarker testing for various types of cancer care range from lack of health
insurance (i.e., being uninsured), affordability of biomarker testing, potential provider bias in
offering testing, and additional barriers related to the social determinants and drivers of health
(e.g., proximity to specialists or clinics that provide biomarker testing).?*® Overall, available
research has examined barriers health care providers may experience in recommending or
ordering biomarker testing and barriers patients may experience in accessing biomarker testing.

In 2021, ACS CAN conducted a nationwide survey with 315 cancer care providers, which
examined current use and challenges of biomarker testing.?* Cancer care providers reported that
the majority (more than 75%) of patients who were appropriate for biomarker testing received a
biomarker test.”> When asked about barriers to biomarker testing, 41% of cancer care providers
reported lab turnaround time was a significant barrier, followed by 39% who reported patient
concerns about out-of-pocket costs, 37% who reported patient insurer coverage, 31% who
reported CMS Billing Policy, and 29% who reported inadequate reimbursement to providers
were significant barriers.>* Cancer care providers noted additional barriers to biomarker testing
included ensuring tissue sample quantity and quality, staying current with guidelines, assessing
quality of different tests, and requiring prior authorization.”> About 43% of cancer care providers
stated that changes to health insurance coverage policies for biomarker tests would be needed to
improve their ability to test patients for biomarkers.>* Another study found that about 55% of
oncologists surveyed who treat patients with melanoma reported that a biomarker test not being
covered by the patient’s health carrier was a barrier to ordering the test.*®

A systematic review identified 77 studies published between 2009 and 2024 evaluating factors
associated with implementation and clinical use of biomarker testing for cancer care.>* The
authors found 7 main barriers cited by clinicians (i.e., oncologists) for clinical use of biomarker
testing, including: 1) limited knowledge related to ordering biomarker testing, interpreting
biomarker testing results, and making treatment recommendations based on biomarker testing
results; 2) limited knowledge about the safety and efficacy of immuno-oncology agents; 3)
limited knowledge about information sources to share with patients about biomarker testing; 4)
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low self-efficacy about deciding whether to use biomarker testing, interpreting and
communicating results to patients, explaining uncertain findings, and making treatment
recommendations based on biomarker testing results; 5) low confidence that patients understand
biomarker testing and implications; 6) limited skills in assessing patient knowledge, counseling
and educating patients, setting patient expectations, and communicating with patients about
biomarker testing; and 7) uncertainty about using biomarker testing due to a lack of expert
consensus, professional recommendations, clinical guidelines, and protocols.?* Clinicians also
reported barriers related to long lab turnaround times for testing results, administrative
requirements, lack of funding, lack of staffing, high costs related to infrastructure and
technology, lack of insurance coverage, and concerns about privacy and confidentiality.?*
Despite barriers, the authors found that “[c]linicians were intent on testing for biomarkers on the
basis of clinical utility, that is, if it was likely to add value to the clinical decision-making
process and was part of treatment guidelines, and if they had access to appropriate training and

resources.”>*

The same review found that patients also reported barriers associated with biomarker testing,
including: 1) lack of knowledge about biomarkers, biomarker testing, how biomarker testing may
relate to treatment, and the research processes; 2) low self-efficacy to explain biomarker testing
to relatives; 3) low self-efficacy to understand biomarker testing results since “results were
cognitively complex to understand, and it was therefore difficult to make decisions and hence
could create unnecessary confusion and worry;” 4) limited communication from providers about
biomarker testing; 5) uncertainty about results and treatment recommendations; and 6) high
expectations about biomarker testing which “raised concerns around emotional burden associated
with nonactionable or uncertain test results and their prognosis in the absence of targetable
treatment options.”?* Despite barriers, patients stated that biomarker testing is useful, contributes
to advancing research, and offered more control in treatment options.>* Patients were generally
willing to have biomarker testing if it was covered by health insurance.?*

Further, DOH’s MBR found that where there was a lack of availability of biomarker testing,
insurance coverage was either ambiguous or not a factor in limiting access.!' The MBR found
barriers to biomarker testing included: provider knowledge of available tests, provider bias, prior
authorization requirements, limited access to providers, and limited overall patient access to
health care.!!

Research also suggests that patient health insurance coverage may affect health care providers’
decisions to use biomarker testing.?> For example, in a survey of 1,049 oncologists, researchers
found that over 80% of oncologists rated patient insurance coverage and out-of-pocket costs as
very or somewhat important in deciding whether to order certain biomarker tests (i.e., multi-
marker tumor panels) for cancer therapies, including 47.3% who reported that patient insurance
coverage was very important and 56.9% who reported that patient out-of-pocket costs were very
important in treatment decisions.?> Only 14.3% of oncologists reported not ordering biomarker
testing due to lack of patient health insurance coverage.”®> While HB 1062 would mandate
coverage of biomarker testing, provisions do not address cost-sharing or out-of-pocket costs for
patients. See “Scope” for discussion of patient costs.
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Evidence indicates that mandating coverage of biomarker testing may not address access issues.
For example, researchers stated that while “[i]ncreasing insurance coverage could potentially
improve the [clinical] uptake [of biomarker testing for cancer care] [...] mitigation of
confounding variables, specifically the complex interplay between race, ethnicity, and insurance
needs to be explored further.”** In addition, remote areas may lack testing infrastructure and
treatment options and future research should explore “opportunities to create infrastructure to
integrate biomarker testing in remote and rural health care systems.”?* Similarly, key informants
stated that some biomarker tests are specific and require special labs and specially trained
technicians to run the tests (personal communication, UCSF, April 2026). Key informants stated
people in rural areas, people with limited transportation, and people with low income have less
access to these types of tests (personal communication, UCSF, April 2026). Key informants
stated that, since HB 1062 does not address prior authorization, access to biomarker testing may
be limited to people who have resources to navigate the health care system (personal
communication, HBE, March 2026).3° See “Scope” for discussion of prior authorization
processes.

Some evidence is available from states that have expanded coverage determination criteria. In
general, “the availability of utilization [...] data for biomarker coverage remains limited in most
states due to the relatively recent implementation of such policies.”” However, the Maryland
Health Care Commission study on similar legislation found that uptake of biomarker testing was
low in the first year of expanded coverage.?’ Based on one year of data after coverage expansion,
the study found:
[i]n 2024, only 3.8% of eligible large group enrollees received a biomarker test, with notable
differences by disease category and demographic group. Cancer patients had the highest testing
rates (2576.7%), while metabolic and behavioral health categories saw minimal uptake (both
<1%).
Results also show that 23.3% of claims received were denied.?” The most common reasons for
denial were lack of medical necessity, incomplete documentation, and out-of-network
providers.?’

The study also found differences in which groups of people were more likely to use biomarker
testing.?’ For example, “[f]lemales and adults aged 40-64 [years were] overrepresented among
test utilizers and [accounted] for the majority of associated costs.”?’ Race and ethnicity data for
the state’s large group market “was highly missing or unknown race (47%), which limits the
ability to draw definitive conclusions about utilization patterns by race.”>” However, the study
also found in both the commercial and state employee markets, “[w]hite enrollees [were]
overrepresented among biomarker test utilizers relative to their share of the insured population,
[and] Asian enrollees incurred the highest average costs.”?” While the Maryland study identified
inequities, the study reported that data are not sufficient to determine the root causes of the
inequities.?’” Nevada published similar demographic data after passage of the state’s biomarker
testing coverage law.?’

Research also suggests some groups of patients may be more likely to have biomarker testing.*
Analyses of a nationwide dataset found that patients who had a disability and patients who were
not retired had significantly higher odds of having biomarker testing for non-small cell lung

39 .-, . . . . .
cancer.”” Additionally, patients who had any college education and patients who were not retired
were more likely to receive personalized therapy based on biomarker testing.>® For example,
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patients with any college education had more than twice the odds of receiving personalized
therapy, “indicating that health literacy and patient advocacy may influence treatment access.”’
Key informants stated patients with PEBB, SEBB, and fully-insured plans currently receive
health insurance coverage for medically necessary biomarker testing (personal communications,
March-April 2026). Key informants representing health carriers in Washington State stated HB
1062 may lead to increased prescribing of and access to biomarker testing that is not medically
necessary, does not demonstrate clinical utility, or is considered investigational, screening,
and/or genetic or genomic testing (personal communications, April 2026). Therefore, some
people enrolled in PEBB, SEBB, and fully-insured plans may have expanded access to certain
biomarker testing if the bill were to pass.

Overall, researchers have stated additional research is needed to understand strategies to reduce
barriers and improve access to biomarker testing.>**¢ Based on evidence related to barriers to
accessing biomarker testing and evidence from other states, expanding coverage determination
criteria may not address all barriers to biomarker testing. We did not identify any research on
how expanding coverage of biomarker testing may affect access to biomarker testing. However,
since evidence suggests that insurance coverage is a barrier for some providers to recommend or
order biomarker testing and a barrier for some patients to access biomarker testing, and since HB
1062 would expand coverage determination criteria, we have made the informed assumption that
the bill may increase access to certain biomarker testing for some people enrolled in PEBB,
SEBB, and fully-insured plans.

Would increased access to certain biomarker testing for some people impact health
outcomes?

There is unclear evidence how increasing access to certain biomarker testing for some people
may impact health outcomes. Overall, research is not available for all types of biomarkers or
biomarker tests that may be included if HB 1062 were to pass, HB 1062 may expand coverage to
biomarker tests that may not demonstrate medical necessity or clinical utility, and treatment
options may not be available or accessible for all biomarker tests.

Biomarker testing is not a single or specific service but rather a category of services, and data
and research are not available on the category as a whole.!' Generally, researchers have stated
that biomarker testing “has the potential to reduce adverse drug reactions and over-treatment, and
hence may improve the health and quality of life of patients [and] potentially limit the
expenditure on ineffective therapies and create more sustainable health care systems.”® A 2021
nationwide survey with 315 cancer care providers found that 89% of respondents agreed with the
statement “biomarker testing can help me make informed treatment recommendations for my
patients.”?’

However, researchers have also noted “the complexity of the science and imprecision of
biomarker prediction.”® Researchers have stated, “[d]espite the progress in biomarker-informed
treatment, therapeutic benefit is not always guaranteed.”** Further, there may be potential
unintended consequences from mandating coverage for biomarker testing as “there is the
potential for overuse of biomarker tests with questionable accuracy and clinical utility, which
could harm patients both clinically and financially.”*® With the rapid development of biomarker
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tests, particularly genetic tests, health care providers are not always equipped to accurately
interpret results and may interpret results differently.!!

Key informants stated being denied for insurance coverage of a biomarker test that has clinical
utility has clear negative outcomes; however, outcomes are less clear when someone is denied
coverage for a test that does not demonstrate medical necessity or clinical utility (personal
communication, UCSF, April 2026). HB 1062 does not include medical necessity or clinical
utility as criteria for determining coverage.

Researchers have found challenges in the role and value of biomarker testing:
in informing personalized prognosis and treatment. Although patients and physicians share
similar priorities regarding clinical outcomes, there are often differences in their expectations and
the potential results from biomarker-driven treatment may not align with patient-anticipated
outcomes. For example, patients might have disproportionate expectations of extending life,
reducing symptoms, avoiding toxicities associated with therapy or cure and might not be
cognizant of the fact that personalized actionable targets are still in the exploratory phase of
clinical research.?*

In addition, researchers have stated there may be limitations in treatment options, even when

biomarker testing is completed. For example, “while biomarker testing may potentially help to

identify patients who will benefit the most from a treatment; [...] it does not guarantee treatment

benefit nor necessarily mean that the patients without the biomarker will not receive treatment

benefits.”*

There is some research available related to specific types of biomarker testing and patient
outcomes.® Key informants stated the availability of evidence varies based on the condition or
biological factor being tested and the type of test being administered (personal communication,
DOH, March 2026). Most available evidence is related to cancer care since biomarker tests
related to cancer care have been available longer and biomarker testing is used more routinely
for cancer care diagnosis and treatment (personal communication, DOH, March 2026). However,
the definitions of “biomarker” and “biomarker testing” in HB 1062 are broader than cancer
conditions. A 2024 review of biomarker testing laws completed by Nevada found, “there is
generally support, although with several caveats and stipulations, for biomarker testing for most
major cancers. [...] When it comes to non-cancer conditions, however, the clinical
recommendations are more nuanced as the research is still underway.”?’

Prior research found it is “unclear whether the use of biomarker tests for cancer therapies has
improved health outcomes for [patients with cancer].”® Based on data from 2000 to 2016,
researchers in Norway conducted a study of the effect of the availability of biomarker testing on
premature mortality (i.e., potential years of life lost before ages 75 or 65 years) and 3-year
survival (i.e., probability of being alive 3 years after diagnosis) for patients age 30 years to 75
years diagnosed with one type of cancer (instead of multiple types).® The authors found that the
availability of “testing for biomarkers [was] associated with an average decrease of premature
mortality before age 75 and 65 by 14.9% and 19.2%, respectively” for patients diagnosed with
cancer.® When the authors limited their analysis to only drugs that require biomarker testing
before prescribing, they found that the availability of 1 “additional biomarker-guided therapy
[was] associated with a 4.1% decrease in potential years of life lost before age 75 and a 5.6%
decrease in potential years of life lost before age 65.”° However, the authors found that the
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availability of biomarker testing was not significantly associated with the probability of
survival.® They hypothesized this may be due to the length of time it takes to test and receive
results from biomarker testing; provider preference for older therapies; and the growing
complexity of treatment options as more tests become available.

Among states that have implemented similar legislation, Texas and Arizona have highlighted
implementation challenges, “noting the lack of evidence on whether these tests change patient
outcomes or clinical decision-making.”* Texas has stated under their biomarker testing law, the
tests under review “often fail to have a significant impact on clinical decision-making. This
includes whether the tests lead to different treatment decisions or improved patient outcomes.
In Texas, the lack of evidence showing patient outcomes is the main reason the state does not
provide coverage for certain biomarker tests.?’

9929

Moreover, key informants stated biomarker testing does not directly influence health outcomes
(personal communication, DOH, March 2026). For example, once results from a biomarker test
are obtained, a patient and/or provider must take some sort of action to then influence health
outcomes (personal communication, DOH, March 2026). If a test result shows that a patient has
a certain condition or a certain risk, they may then decide to participate in treatment for that
condition, if a treatment is available and accessible (personal communication, DOH, March
2026). Key informants pointed out that some biomarker tests deliver information to a patient and
there may not be an available or accessible treatment option or any action available to take
(personal communication, DOH, March 2026). For example, there are some conditions in which
biomarker testing may indicate a health anomaly or need, but where treatment is not available or
not accessible. Moreover, insurance coverage may be challenging to obtain for certain diseases
and conditions (e.g., rare diseases and genetic conditions), since evidence on management and
treatment of these conditions is limited (personal communication, DOH, March 2026). Key
informants also stated health inequities and access issues may be left unaddressed if testing for a
certain condition is covered by insurance, but treatment is not covered (personal communication,
DOH, March 2026).

Key informants stated biomarker testing that does not demonstrate medical necessity or clinical
utility is not likely to improve health outcomes (personal communications, March-April 2026).
Key informants stated some biomarker testing may provide incorrect information (i.e., false
positive results) which can lead to misdiagnosis and/or inappropriate medical treatment, which
may lead to negative health outcomes (personal communications, March 2026). Patients may
also be exposed to harmful side effects of testing such as anxiety due to ambiguous test results or
unnecessary exposure to invasive procedures, radiation, or other unnecessary testing (personal
communication, UCSF, April 2026).

In contrast, some key informants also stated some testing that does not demonstrate medical
necessity or clinical utility may provide useful information to patients (personal communication,
UCSF, April 2026). For example, researchers have noted that blood-based biomarker testing for
Alzheimer’s disease is more accessible to patients than current testing options, which often
require a specialist and can be more invasive.!® Researchers stated “[a]t least [5] blood-based
biomarker tests for [Alzheimer’s disease] are on the market in the U.S.; however, none are
currently recommended in clinical practice guidelines, nor do private or public payers cover
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them” since health carriers “require evidence of clinical validity and utility [...] as part of their
coverage determinations.”!® Results from biomarker testing for Alzheimer’s disease could
provide earlier diagnosis and treatment, which could delay disease progression, or allow patients
to plan for a future with the disease (personal communication, UCSF, April 2026)."3

Overall, there is some evidence suggesting that some biomarker testing for cancer care may
improve treatment and health outcomes for patients with cancer. However, research is not
available for all types of biomarkers or biomarker tests that may be included if HB 1062 were to
pass, HB 1062 may expand coverage to biomarker tests that may not demonstrate medical
necessity or clinical utility, and treatment options may not be available or accessible for all tests.
Therefore, there is unclear evidence how HB 1062 may impact health outcomes.
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years of life lost before ages 75 or 65 years) and 3-year survival (i.e., probability of being alive 3
years after diagnosis) for patients age 30 years to 75 years diagnosed with one type of cancer
(instead of multiple types) in Norway from 2000 to 2016. The authors noted that multiple
countries have encouraged the use of personalized medicine in health care services “through the
use of biomarker-guided therapies—that is, those drugs for which response can be predicted by a
biomarker test.” The authors also presented background information stating that biomarker
testing “has the potential to reduce adverse drug reactions and over-treatment, and hence may
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improve the health and quality of life of patients [and] potentially limit the expenditure on
ineffective therapies and create more sustainable health care systems.” However, there has been
limited progress in the use of personalized medicine due to “the lack of appropriate economic
incentives for pharmaceutical firms, the differences in regulatory approval between countries,
and the complexity of the science and imprecision of biomarker prediction.” The authors stated
that previous research has shown it is “unclear whether the use of biomarker tests for cancer
therapies has improve health outcomes for [patients with cancer].” Norway provides universal
health care and the authors assumed that all people in Norway were able to access biomarker
testing. The authors noted results are not generalizable to countries with low health insurance
coverage or access, since biomarker tests have a high cost. The U.S. Food and Drug
Administration (FDA) and PharmGKB have information on drugs that require biomarker testing
before prescribing. Some drugs may require one biomarker test, and some drugs may require
multiple biomarker tests before prescribing. The authors used data from federal agencies and
registries in Norway to determine whether patient access to at least 1 biomarker test improved
health outcomes. However, the authors used drug sales data as a proxy for drug use although
“health outcomes are more strongly related to drugs actually used to treat the patient than drugs
that could be used.” Overall, the authors found a stronger relationship between biomarker-guided
therapies and premature mortality than survival. They found that “having at least one biomarker
test available decreases premature mortality on average. Specifically, the authors found that
“testing for biomarkers is associated with an average decrease of premature mortality before age
75 and 65 by 14.9% and 19.2%, respectively.” When the authors limited their analysis to only
drugs that require biomarker testing before prescribing, they found that “one additional
biomarker-guided therapy is associated with a 4.1% decrease in potential years of life lost before
age 75 and a 5.6% decrease in potential years of life lost before age 65.” They also found the
difference between the impact of biomarker-guided therapies and non-guided therapies was
statistically significant, suggesting the decrease in premature mortality was associated with
biomarker-guided therapies. However, the authors found that therapies that do not require
biomarker testing increased the probability of being alive 3 years after diagnosis, but the effect of
biomarker-guided therapies on survival was not statistically significant. They stated, “the total
effect of biomarker testing on survival decreases as the number of cancer drugs available
increases. This result suggests that biomarker tests improve health by better matching patients to
treatment, but that matching is better when fewer drugs are available.” The authors hypothesized
this may be due to the length of time it takes to test and receive results of biomarker testing;
provider preference for older therapies; and the growing complexity of treatment options as more
tests become available. Lastly, based on estimates of the cost per life-year gained before ages 75
years and 65 years, the authors found that therapies requiring biomarker-testing were “below the
threshold values used in the literature at which an intervention is considered cost-effective.”

7. Table of Pharmacogenomic Biomarkers in Drug Labeling. 2026; Available at:
https://www.fda.gov/drugs/science-and-research-drugs/table-pharmacogenomic-
biomarkers-drug-labeling. Accessed 3/27/2026.

The U.S. Food and Drug Administration (FDA) maintains a list of therapeutic products with
pharmacogenomic information included in the drug labeling. Labeling for "some, but not all of
the products includes specific actions to be taken based on biomarker information."

47 June 2026 — Health Impact Review of HB 1062


https://www.fda.gov/drugs/science-and-research-drugs/table-pharmacogenomic-biomarkers-drug-labeling
https://www.fda.gov/drugs/science-and-research-drugs/table-pharmacogenomic-biomarkers-drug-labeling

8. What is Genomic Sequencing? 2024; Available at: https://www.cdc.gov/advanced-
molecular-detection/about/what-is-genomic-sequencing.html. Accessed 4/17/2026.
This CDC webpage provides an overview of genomic sequencing.

9. Wong W., Anina D., Lin C.W,, et al. Alignment of health plan coverage polcies for
somatic multigene panel testing with clinical guidelines in select solid tumors. Personalized
Medicine. 2022;19(3):171-180.

Wong et al. evaluated 38 commercial health insurance plans and policies (available in 2021) to
“characterize the alignment of multigene panel tests coverage polices to that of clinical
guidelines.” The authors collected publicly available information from the largest or second
largest commercial payers in each state to determine if plans and policies included coverage for
multigene panel tests for cancer care and if coverage was more restrictive or consistent with the
National Comprehensive Cancer Network Clinical Practice Guidelines in Oncology (NCCN
Guidelines). NCCN Guidelines include clinical guidelines related to multigene panel tests for
cancer care and “are frequently utilized by oncologists to direct care, and also often cited in
biomarker testing coverage policies.” The authors found that coverage and availability differed
depending on geographic location and the nature of the commercial insurance market. Overall,
the majority of coverage policies (71%) were more restrictive than the NCCN clinical guidelines,
meaning they either considered multigene panel tests as investigational or provided coverage for
“fewer genes in each test, a different set of genes in each test or restricted [coverage] to certain
types of cancer.” The authors found that 92.1% of coverage policies referenced the NCCN
Guideline, with 88.9% more restrictive. About 55% of plans “used a third party guideline to
manage or guide their molecular testing coverage policies.” Of health plans classified as more
restrictive, 51.9% had restrictions on panel size and 63.0% had restrictions based on tumor type.
For example, “[m]ost panel size coverage restrictions limited coverage to certain biomarkers of
the [multigene panel test], such as those which had proven clinical utility or were recommended
by the guidelines.” Additionally, about 25% of plans considered multigene panel testing to be
investigational, suggesting “other factors beyond guideline recommendations also appear to be
driving coverage decisions.” The authors concluded “this study suggests insurance coverage may
remain a barrier for commercially insured patients” and “may have health equity implications
through the creation of [inequities] in patient access based on insurance plan or type” or
geographic location. The authors also classified coverage based on the number of lives covered
by a plan. They found that restrictive policies varied by state, with a greater percentage of lives
covered by a restrictive policy located in Southern states. The authors did not evaluate whether
states had legislation mandating biomarker testing coverage in commercial health plans.

10. Biomarkers Compendium. 2026; Available at: https://www.nccn.org/compendia-
templates/compendia/biomarkers-compendium. Accessed 3/27/2026.

The National Comprehensive Cancer Network (NCCN) Clinical Practice Guidelines In
Oncology (NCCN Guidelines) recommend tests for diagnosis, screening, monitoring,
surveillance, prediction, and prognostication related to cancer care. The NCCN Biomarkers
Compendium provides further specification to “support decision-making around the use of
biomarker testing in patients with cancer.”

1. Kelsey Anna. Mandated Benefit Review: Biomarker Testing. Washington State
Department of Health December 2024 2024.
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The Washington State Department of Health conducted this Mandatory Benefit Review (MBR)
of SB 5074/HB 1450 (2023). The legislation would require insurance coverage of biomarker
testing when specific medical and scientific criteria are met. The Department reviewed the
applicant organization’s report, conducted a review of the scientific literature, and held an ad hoc
review panel to solicit public comment. Currently, biomarker testing is a covered benefit when
supported by typically utilized standards for medical necessity and scientific evidence. Overall,
the department did not recommend adoption of the proposed benefit. The report stated, the
benefit is broadly defined, which prevented the department from meaningfully assessing it
against MBR criteria. There is a large volume of biomarker tests available and controlled trials
cannot speak to the proposed benefits of the entire category of biomarker testing. Further the
report stated that investigational tests would be covered which could lead to misdiagnosis and
inappropriate medical treatment. The department also recommended research into barriers to
accessing biomarker testing.

12. Essential health benefits benchmark plan. Available at:
https://www.insurance.wa.gov/laws-rules/legislation-and-rulemaking/legislative-
committees-and-work-groups/essential-health-benefits-benchmark-plan. Accessed, 2026.
The Washington State Office of the Insurance Commissioner published this webpage outlining
Washington's essential health benefits benchmark plan. The Affordable Care Act requires certain
benefits, items and services be covered by all individual and small employer health plans (i.e.
Essential Health Benefits).

13. Deverka P.A., J..J. Arias, Lin G.A., et al. Alzheimer's disease blood-based
biomarker testing: A stakeholder-informed assessment of coverage considerations. Journal
of Alzheimer's Disease. 2025;105(2):433—442.

Deverka et al. conducted a literature review and 12 interviews with providers related to blood-
based biomarker tests for Alzheimer’s disease. They stated that “[a]t least [5] blood-based
biomarker tests for Alzheimer’s disease] are on the market in the U.S.; however, none are
currently recommended in clinical practice guidelines, nor do private or public payers cover
them. Public and private payers typically base coverage decisions for new tests on an evaluation
of the validity of the test [...] and evidence of clinical utility.” Interviewees stated that health
carriers “will require evidence of clinical validity and utility of [blood-based biomarker tests] as
part of their coverage determinations.” Interviews “agreed that patients with mild cognitive
impairment or early-stage [Alzheimer’s disease] could benefit from earlier diagnosis to avoid
progressing to moderate disease.”

14. (USPSTF) United States Preventive Services Task Force. Final Recommendation
Statement--Cervical Cancer: Screening.2018.

This USPSTF Final Recommendation Statement summarizes the evidence used to provide an
"A" recommendation related to human papillomavirus (HPV) testing (i.e., a biomarker test) to
screen for cervical cancer.

15. About the Health Care Authority (HCA). 2026; Available at:
https://www.hca.wa.gov/about-hca. Accessed 4/3/2026.
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Washington State Health Care Authority (HCA) is responsible for administering the State
Medicaid Plan (Apple Health). HCA is also responsible for health benefits for public and school
employees and behavioral health and recovery.

16. Management Washington State Office of Financial. Multiple Agency Fiscal Note
Summary: HB 1062, Biomarker testing coverage. 2025.

The Washington State Office of Financial Management (OFM) published a multi-agency fiscal
note for HB 1062 on February 14, 2025. Fiscal Notes were submitted by the Washington State
Health Care Authority (HCA) and the Office of the Insurance Commissioner (OIC). Fiscal
impact information was also provided by the Washington Health Benefit Exchange (HBE).

17.  Foundation Kaiser Family. Employer Health Benefits: 2025 Annual Survey.2025.
In this report, Kaiser Family Foundation reports results of their annual survey of Employer
Health Benefits. The report includes information about employer-sponsored health insurance,
including fully-insured and self-insured health plans.

18. Commissioner Washington State Office of the Insurance. Office of the Insurance
Commissioner Annual Report: 2024 Insurance Regulation Overview.2025.

The Washington State Office of the Insurance Commissioner (OIC) publishes an annual report.
The 2024 Annual Report (the most recent annual report available) provides an overview of OIC's
authority related to insurance regulation, including health insurance regulation, in Washington
State.

19. Commissioner Washington State Office of the Insurance. Benefits for Health
Coverage: Washington Benchmark Plan. 2024.

The Washington State Office of the Insurance Commissioner published this document outlining
benefits for health care coverage in Washington State. The document is a summary of covered
services and supplies in major medical health insurance coverage in Washington beginning in
Plan Year 2026.

20.  Final Bill Report: E2SSB 5395. 2026.

The Washington State Legislature prepared this bill report of E2SSB 5395, Making
improvements to transparency and accountability in the prior authorization determination
process. The bill specified prior authorization requirements, clarified use of artificial intelligence
in determining medical necessity, and prohibited carriers from retrospectively denying coverage
in certain circumstances.

21. The Precision Medicine Initiative 2015; Available at:
https://obamawhitehouse.archives.gov/precision-medicine. Accessed 3/27/2026.

In 2015, the U.S. federal administration launched the Precision Medicine Initiative with a goal to
“enable health care providers to tailor treatment and prevention strategies to people’s unique
characteristics, including their genome sequence, microbiome composition, health history,
lifestyle, and diet.”

22. Policy Center for Evidence Based. Profiling State Biomarker Testing Legislation in
Medicaid. In: Baumgartner J, Zetzsche, L. , ed. Evidence Synthesis Series 2025.
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The Center for Evidence Based Policy conducted an evidence review of biomarker legislation
across the U.S. This webinar shares background information on the policy and uses a 50-state
review to explain the structure of these laws and their potential impact on Medicaid programs
and their coverage policies.

23. Network American Cancer Society Cancer Action. Survey Findings Summary:
Understanding Provider Utilization of Cancer Biomarker Testing Across Cancers.2021.

In 2021, the American Cancer Society Cancer Action Network (ACS CAN) conducted a survey
with cancer care providers related to biomarker testing. The nationwide survey was conducted
online from July 22, 2021, to October 8, 2021, with 315 cancer care providers, including
oncologists (81% of respondents), registered nurses and advanced practice providers (10% of
respondents), surgeons (5% of respondents), pathologists (2% of respondents), and additional
specialists (e.g., urologists, pulmonologists) (2% of respondents). The survey examined current
use of biomarker testing, challenges in using biomarker testing, and “areas for improvement to
optimize the potential of biomarking testing to impact patient care.” Overall, 89% of providers
agreed with the statement “biomarker testing can help me make informed treatment
recommendations for my patients.” Providers reported that the majority (more than 75%) of
patients who are appropriate for biomarker testing receive a biomarker test. Providers reported
that 88% of biomarker testing “conducted at the initial diagnosis of or progression to
advanced/metastatic [cancer].” CAN stated that “[t]his timing aligns with the primary reason
cited for biomarker testing, which is to inform the immediate line of therapy.” Providers also
reported ordering biomarking testing to inform future lines of therapy, to avoid therapies that
may be less effective or that a tumor may be resistant to, and to inform clinical trial eligibility.
About 90% of providers stated that their decision to recommend or order a test is based on
clinical practice guidelines. Additionally, providers also reported consulting the National
Comprehensive Cancer Network (NCCN) guidelines (87%), American Society of Clinical
Oncology (ASCO) guidelines (72%), peer-reviewed literature (66%), and guidelines or protocols
established by the providers practice, health system, or academic institution (49%). Providers
reported that the top 5 significant barriers to biomarker testing included, turnaround time from
the lab (41% reported as a significant barrier), patient concerns about out-of-pocket costs (39%,
patient insurer coverage (37%), CMS Billing Policy (31%), and inadequate reimbursement to
providers (29%). Providers also reported challenges related to tissue sample quantity and quality
as barriers to biomarking testing. Results also suggest that provider knowledge and education
may be a barrier, with 26% of providers stating that staying current with biomarker testing
guidelines for cancer care was a significant barrier and 20% stating that assessing the quality of
different biomarker testing was a significant barrier. Additionally, 78% of providers stated that
prior authorization was required “at least some of the time” and 46% stated prior authorization is
required “most of the time or always” for biomarking testing. About43% of providers stated that
better coverage policies for biomarker tests are needed to improve their ability to test patients for
biomarkers.

24. Salam R.A., Dunlop K.L.A., Gide T.N., et al. Factors associated with
implementation of biomarker testing and strategies to improve its clinical uptake in cancer
care: Systematic review using theoretical domains framework. JCO Precision Oncology.
2025;9.
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Salam et al. conducted a review of 77 studies between 2009 and 2024 evaluating factors
associated with implementation and clinical use of biomarker testing for cancer care. Of the 77
studies, 47 reported factors from the perspective of health care providers; 33 reported factors
from the perspective of patients; 23 reported implementation strategies; and 7 evaluated the
effectiveness of interventions to facilitate implementation and clinical uptake. The majority of
studies (56%) occurred in the U.S. The majority of studies were rated to have a low-risk of bias.
Clinicians (i.e., oncologists) reported many barriers to clinical use of biomarker testing,
including : 1) limited knowledge related to ordering biomarker testing, interpreting biomarker
testing results, and making treatment recommendations based on biomarker testing results; 2)
limited knowledge about the safety and efficacy of immuno-oncology agents; 3) limited
knowledge about information sources to share with patients about biomarker testing; 4) low self-
efficacy about deciding whether to use biomarker testing, interpreting and communicating results
to patients, explaining uncertain findings, and making treatment recommendations based on
biomarker testing results; 5) low confidence that patients understand biomarker testing and
implications; 6) limited skills in assessing patient knowledge, counseling and educating patients,
setting patient expectations, and communicating with patients about biomarker testing; and 7)
uncertainty about using biomarker testing due to a lack of expert consensus, professional
recommendations, clinical guidelines, and protocols. Clinicians also reported barriers related to
long turnaround times for testing results, administrative requirements, lack of funding, lack of
staffing, high costs related to infrastructure and technology, lack of insurance coverage, and
concerns about privacy and confidentiality. For example, clinicians identified a lack of ethnical,
legal, or social frameworks related to patient privacy and confidentiality, which “may lead to
patients being discriminated [against] based on genomic information.” Despite barriers, the
authors found that “[c]linicians were intent on testing for biomarkers on the basis of clinical
utility, that is, if it was likely to add value to the clinical decision-making process and was part of
treatment guidelines, and if they had access to appropriate training and resources.” Lastly, some
studies reported that clinicians were hesitant to use biomarker testing “when precision treatments
were either not available or they did not have access to corresponding clinical trials, and hence,
the results did not affect patients’ treatment options.” Patients also reported barriers associated
with biomarker testing, including: 1) lack of knowledge about biomarkers, biomarker testing,
how biomarker testing may relate to treatment, and the research processes; 2) low self-efficacy to
explain biomarker testing to relatives; 3) low self-efficacy to understand biomarker testing
results since “results were cognitively complex to understand, and it was therefore difficult to
make decisions and hence could create unnecessary confusion and worry;” 4) limited
communication from providers about biomarker testing; 5) uncertainty about results and
treatment recommendations; 5) high expectations about biomarker testing which “raised
concerns around emotional burden associated with nonactionable or uncertain test results and
their prognosis in the absence of targetable treatment options.” However, patients reported
“knowing the test results was [...] more important than not knowing regardless of the potential
anxiety and relieved treatment uncertainty to some degree.” Despite barriers, patients stated that
biomarker testing is useful, contributes to advancing research, and offered them more control.
Patients were generally willing to have biomarker testing if it was covered by health insurance,
but reported concerns around privacy and potential discrimination based on test results. Among
additional strategies, the authors found strategies to improve clinical implementation of
biomarker testing for cancer care should include formal and ongoing training and education for
clinicians; providing genetic literacy resources to patients; and having institutional guidelines.
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The authors stated that additional research is needed to understand strategies to reduce barriers
and improve access. They stated, “[i]ncreasing insurance coverage could potentially improve the
[clinical] uptake [of biomarker testing for cancer care]; however, mitigation of confounding
variables, specifically the complex interplay between race, ethnicity, and insurance needs to be
explored further.” The authors also noted that remote areas may lack tertiary care testing and
treatment options and future research should explore “opportunities to create infrastructure to
integrate biomarker testing in remote and rural health care systems.”

25. Yabroff K.R., Shi K.S., Zhao J., et al. Importance of Patient Health Insurance
Coverage and Out-of-Pocket Costs for Genomic Testing in Oncologists' Treatment
Decisions. JCO Oncology Practice. 2024;20:429-437.

Yarbroff et al. used data from a nationally-representative survey of 1,049 oncologists who used
multi-marker tumor panels to evaluate the importance of patient insurance coverage and out-of-
pocket costs in their cancer treatment decisions. Data were from the 2017 National Survey of
Precision Medicine in Cancer Treatment, which is sponsored by the National Cancer Institute,
the National Human Genomic Research Initiative, and the American Cancer Society. The authors
also evaluated multiple oncologist characteristics (e.g., age, year since medical school
graduation), practice characteristics (e.g., metropolitan location, geographic region), and patient
characteristics (e.g., health insurance type). The authors found that over 80% of oncologists rated
patient insurance coverage and out-of-patient costs as very or somewhat important in treatment
decisions, including 47.3% who reported that patient insurance coverage was very important in
treatment decisions and 56.9% who reported that patient out-of-pocket costs were very important
in treatment decisions. Importance varied significantly by type of cancers treated. Oncologists
who were female; oncologists of color, and oncologists with more years since medical school
graduation were more likely to rate patient health insurance as important compared to
oncologists who were male, white, or had graduated medical school within the previous 15 years.
Additionally, oncologists with a higher percentage of patients enrolled in Medicaid, self-pay
plans, or uninsured or practicing in areas with lower median rents (i.e., a proxy for area-level
economic conditions) were more likely to rate the importance of health coverage as very
important. However, “[o]nly 14.3% of oncologists reported often not ordering a multimarker
panel test because of lack of patient health insurance coverage.”

26. Salazar A.S., J. Noy., Reynolds J.M., et al. Strategies for improving biomarker
testing rates in non-small cell lung cancer in North America: A scoping review. Journal of
Thoracic Disease. 2025;17(10):9225-9239.

Salazar et al. conducted a review of 14 studies published between 2010 and 2024 examining
barriers or proposed solutions to biomarker testing for non-small cell lung cancer in the U.S. and
Canada. The authors stated that “despite advancements in diagnostic technologies and clinical
practice guidelines recommending widespread use, the adoption of biomarker testing [for non-
small cell lung cancer] in routine practice remains inconsistent.” The authors identified 3
categories of barriers to biomarker testing: operational challenges; communication and
knowledge gaps; and access and financial constraints. The most frequently reported barriers were
operational barriers, including time-related constraints (e.g., administrative burden, lengthy
processes for reporting and documenting results, lab turnaround time) and insufficient tissue
samples. Communication and knowledge barriers included challenges in care coordination (e.g.,
between providers, laboratories, and patients); challenges in communication with patients;
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limited patient understanding of biomarker testing due to lack of clear, comprehensive
information; and gaps in provider knowledge and awareness (e.g., insufficient awareness about
current guidelines and best practices). The authors noted, “[a] persistent knowledge gap
contributes to significant variation in the understanding and adoption of targeted therapies, with
biomarker testing rates often lagging FDA approvals.” Financial barriers included inadequate
funding, insurance coverage and financial constraints, and lack of infrastructure. Studies also
reported limited access to biomarker testing due to geographic (e.g., rural communities,
communities far from academic institutions), financial, and infrastructure (e.g., essential
technologies, specialist expertise) limitations. Overall, the authors concluded, “operational
challenge and inadequate funding [emerged] as the most significant barriers, while being
accompanied by the fewest proposed solutions. In contracts, communication and knowledge
deficits were well-addressed, presenting opportunities for immediate interventions, such as
enhancing education and multidisciplinary collaboration.” The authors also stated that, while
there has been evidence to document and examine barriers to biomarker testing, there are few
studies examining solutions or implementation efforts. They stated “[t]hese gaps highlight the
need for more equity-focused, implementation-oriented research that can inform sustainable and
scalable improvements in biomarker testing across diverse care settings.”

27. Switzer T., Barger, C., Aul, D., Spicer, L., Smirnow, A., Tan, B, Nemec, N. .
Required coverage for biomarker testing. In: Commission MHC, ed. Baltimore, MD: The
Hilltop Institute, UMBC; 2025.

The Maryland Health Care Commission (MHCC) submitted this mandate study in accordance
with Senate Bill (SB) 805 (Chapter 322)/House Bill (HB) 1217 (Chapter 323) - Maryland
Medical Assistance Program and Health Insurance- Required Coverage of Biomarker Testing.
The legislation required insurers, nonprofit health service plans, and health maintenance
organizations to provide coverage for biomarker testing for the purpose of diagnosis, treatment,
appropriate management, or ongoing monitoring of a disease or condition that is supported by
medical and scientific evidence beginning January 1, 2024. Coverage requirements for Medicaid
were phased in, with expanded coverage effective July 1, 2025. The legislation also required
MHCC to report on the impact of providing coverage of biomarker testing, including an analysis
of the impact of providing access to individuals based on race, gender, age, and public or private
insurance. This report estimated the costs of this expanded coverage and examined utilization
patterns. The report is based on one year of data and findings are based on several assumptions
regarding uptake, cost trends, and coding practices.

28. Lin G.A., Coffman J.M., Phillips K.A. The State of State Biomarker Testing
Insurance Coverage Laws. JAMA. 2024;331(22).

Lin et al. provided a summary of state laws mandating health insurance coverage of biomarker
testing. The authors noted that many states have enacted legislation mandating coverage in
response to perceived access barriers. While insurers cover medically-necessary biomarker
testing, “[c]ost and lack of insurance coverage are common barriers to [biomarker] testing
because insurance coverage varies across commercial payers, Medicare, and Medicaid.” Based
on their review, the authors found that 15 states have passed legislation related to biomarker
testing since 2021. All 15 states passed legislation related to commercial health insurance, and 12
states passed legislation related to Medicaid. Fourteen states mandated health coverage of
biomarker testing for diagnosis, management, and monitoring, and no states mandated coverage
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for biomarker testing for screening. Eleven states required broad coverage regardless of health
condition, with 4 states specifying coverage for cancer biomarker testing. The authors found that
“no types of biomarker tests are explicitly excluded” from state laws. All 15 states set standards
and criteria for mandatory coverage of biomarker testing. Fourteen states included criteria related
to “Food and Drug Administration (FDA) approval of a test or use with an FDA-approved drug
requiring testing for treatment decisions and monitoring, Medicare national coverage
determinations, and clinical practice guidelines”; 13 states included Medicare local coverage
determinations; and 11 states included consensus statements. However, the authors found that
broad wording of existing state legislation “provides little guidance and may cause difficulties
with implementation. For example, FDA approval of a test is listed as one of the criteria for
determining whether insurers must cover the test. However, the FDA currently focuses on safety
and efficacy rather than clinical utility, bringing up the question of whether [insurers] will be
required to cover FDA-approved biomarker tests when clinical utility has yet to be established.”
The authors also noted that the inclusion of consensus guidelines may “contribute to variation in
[health insurance] coverage because there may be differences in an individual [insurers’]
interpretation of the evidence” and consensus guidelines “may be less rigorous and transparent.”
The authors stated that existing laws also have limitations, including “a lack of specifics on
which tests will be considered to have clinical utility.” Additionally, they stated that
“approximately 50% of [people with health insurance] would not be covered by mandates
because state insurance benefit mandate laws do not apply to Medicare or self-funded Employee
Retirement Income Security Act plans.” The authors stated “policy strategies in addition to or
instead of insurance mandates, including nonlegislative programs or federal legislation” are
needed to increase access to biomarker testing. The authors cited numerous additional barriers to
accessing biomarker testing, including lack of health insurance, affordability of biomarker
testing, potential provider bias in offering testing, and additional social determinants of health.
Lastly, the authors stated there may be potential unintended consequences for mandating
coverage for biomarker testing as “there is the potential for overuse of biomarker tests with
questionable accuracy and clinical utility, which could harm patients both clinically and
financially.”

29. Dorsey Sellers. Nevada Biomarker Testing Study Report In: Services NDoHaH,
ed2024.

This report was prepared by the Nevada Joint Interim Standing Committee on Health and Human
Services, in coordination with the Department of Health and Human Services. Pursuant to
Section 29.5 of Assembly Bill 155 of the 82nd Legislative Session (2023), these entities were
required to conduct a study on the cost-effectiveness of biomarker testing. The report includes
the cost-effectiveness of biomarker testing: (a) For the diagnosis, treatment, management or
ongoing monitoring of specific diseases or conditions; and (b) To screen for specific diseases or
conditions or traits associated with specific diseases or conditions. The Department of Health and
Human Services, Division of Health Care Financing and Policy (DHCFP) contracted with
Sellers-Dorsey to conduct the required study under RFP 40DHHS-S2340.

30. Medicare Enrollment Dashboard. 2026; Available at:
https://data.cms.gov/tools/medicare-enrollment-dashboard. Accessed 4/9/2026.

This CMS Medicare Enrollment Dashboard provides the most current counts of Medicare
beneficiaries with hospital/medical coverage and prescription drug coverage. Data are available
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nationally as well as at the state/territory and county levels. Based on data available December 1,
2025, a total of 1,567,217 Washingtonians were enrolled in Medicare. Of those, 774,579 had
Medicare Advantage and 792,638 were enrolled in its Fee-for-Service plan.

31. The Defense Health Agency. TRICARE by the Numbers. Available at:
https://www.dha.mil/About-DHA/TRICARE-Numbers. Accessed 4/8/2026, 2026.

This Defense Health Agency webpage provides a brief overview of the annual Evaluation of the
TRICARE Program. It reports the number of TRICARE beneficiaries in fiscal year 2024 by
state, including 323,678 in Washington State. The Fiscal Year 2024 TRICARE Program
Evaluation Report to the U.S. Congress was published in September 2025 and was available
through this webpage.

32. (DHA) Defense Health Agency. Fiscal Year 2024 TRICARE Program Evaluation
Report. In: Defense Do, ed. Falls Church, VA: The Defense Health Agency; 2025.

The annual TRICARE Program Evaluation Report is produced by the Chief Data and Analytics
Office of the Defense Health Agency and presented to the U.S. Congress. The report provides an
overview of and evaluates the TRICARE Program, the worldwide health care program of the
Department of Defense which serves unifored service members on active duty and their families
as well as retirees, their families, survivors, certain members of the selected/retired reserve and
certain former spouses. This report provides data for fiscal year 2024 and includes enrollee
populations by state.

33. Authority Washington State Health Care. PEBB Enrollment for Mar 2026
Coverage.Olympia, WA 3/24/2026 2026.

This series of 7 data reports from the Washington State Health Care Authority details the Public
Employees Benefits Board (PEBB) Program health insurance enrollment for March 2026. The
document also includes data reports for dental enrollment and vision enrollment.

34. Munroe Mary. 2026 Session Budget Preview: House Appropriations Committee,
December 4, 2026. Office of Program Research, Washington State House of
Representatives;2025.

On December 4, 2025, the Washington State House of Representatives, Office of Program
Research provided an overview of the state budget to members of the House Appropriations
Committee. The presentation included information and context for legislators developing the
2026 Supplemental State Budget.

35. Work Session: Impact of House Resolution 1 on Medicaid relating to the intellectual
and developmental disability community and the Supplemental Nutrition Assistance Program
2025.

The Washington State Senate Human Services Committee met on December 5, 2025. As part of
a public Work Session, the Committee heard from various speakers about potential impacts of
H.R.1 on Medicaid and people who have an intellectual or developmental disability. Speakers
provided an overview of current services and discussed potential changes to services resulting
from H.R. 1.
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36. Cornfield J. . Top credit rating agency puts Washington on notice. Washington State
Standard 2026.

The Washington State Standard published this article outlining that one of the top credit rating
agencies revised its outlook for Washington State finances from stable to negative.

37. Office of the Insurance Commissioner. How to appeal a health insurance denial.
Available at: https://www.insurance.wa.gov/insurance-resources/health-
insurance/appealing-health-insurance-denial/how-appeal-health-insurance-denial.
Accessed 4/10/2026.

This Washington State Office of the Insurance Commissioner webpage provides an overview of
how to appeal a health insurance denial. It details a person's rights in Washington State, how to
file an appeal, how to request a review if the appeal is denied, how to file a complaint, as well as
information about policies that are not considered health plans and may have a different appeal
process (e.g., long-term care insurance, workers' compensation coverage).

38. Quinn B. . Evolving Importance of State Biomarker Laws: Guidance from AZ, GA,
LA, OK. Discoveries in Health Policy. Vol 20262026.

This web log, written by Bruce Quinn, MD, PhD, highlights how Arizona, Georgia, Louisiana,
and Oklahoma have issued guidance to insurers after passing laws mandating insurance coverage
of biomarker testing. Each state published a bulletin, and language provides clarification and
enforcement pathways.

39. Kiel P.J., Skaar T.C., Foster D.R., et al. Educational and Equity Implications of
Biomarker Testing and Targeted Therapy Access in NSCLC: Insights from the NIH All of
Us Research Program. Journal of Cancer Education. 2025.

Kiel et al. cited previous research suggesting that, despite being recommended by the National
Comprehensive Cancer Network (NCCN) and American Society of Clinical Oncology (ASCO),
biomarker testing for non-small cell lung cancer is consistent, “with rates ranging from 28[%] to
70% depending on practice setting, and many eligible patients never [receiving] matched
targeted therapies.” The authors stated these findings suggest challenges related to provider
education and knowledge, adherence to guidelines, and “system level inequities that limit patient
access” to biomarker testing. To examine these challenges, the authors used data from the
National Institutes of Health (NIH) All of Us Research Program to examine biomarker testing
and treatment for non-small cell lung cancer among patients by education, employment,
disability, and retirement status. The All of Us dataset includes information collected from 2017-
2022 for more than 400,000 participants nationwide, including information from electronic
health records, surveys, genomic testing, physical measurements, and biospecimens. The authors
identified 287 patients who met inclusion criteria (e.g., advanced non-small cell lung cancer).
The authors found that less than 20% of patients with advanced non-small cell lung cancer
received biomarker testing. However, authors noted this may be an underestimate as not all
biomarker tests have specific codes in electronic health records. Patients who had a disability and
patients who were not retired had significantly higher odds of having biomarker testing. Patients
who had any college education and patients who were not retired were more likely to receive
targeted therapy. For example, patients with any college education had more than twice the odds
of receiving targeted therapy, “indicating that health literacy and patient advocacy may influence
treatment access.” The authors stated that income was not significantly associated with
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biomarker testing or targeted therapy. However, the All of Us dataset does not include
information about insurance status or coverage and “we cannot exclude that cost and coverage
considerations may contribute to the low overall testing rates observed.”

40. Apple Health is Medicaid: What you need to know. 2025; Available at:
https://connections.hca.wa.gov/apple-health/2025/april/apple-health-is-medicaid-what-you-
need-to-
know#:~:text=Why%?20Washington%20Apple%20Health%20(Medicaid) %20matters&tex
t=Even%20if%20you%20don't.difference%20when%20you%20need %20it. Accessed,
2026.

The Washington State Health Care Authority published this webpage on Apple Health
(Medicaid). The page includes information on what the program provides, how many people
receive coverage, how to apply, and more.

41. Apple Health client eligibility dashboard. 2026; Available at: https://hca-
tableau.watech.wa.gov/t/51/views/ClientDashboard-
Externalversion/AppleHealthClientDashboard?%3AisGuestRedirectFromVizportal=y& %
3Aembed=y. Accessed 4/10/2026.

This Washington State Health Care Authority dashboard presents Apple Health client eligibility.
Data is available for March 2023 thorugh February 2026. In February 2026, a total of 1,930,654
people were eligible for Apple Health coverage. Of those, 43.82% were age 18 years or younger
(845,925 clients). Additionally, 8.91% (171,971 clients) were age 65 years or older.

42.  Public Employees Benefits Board (PEBB) Program. 2025; Available at:
https://www.hca.wa.gov/about-hca/programs-and-initiatives/public-employees-benefits-
board-pebb-program. Accessed, 2026.

The Washington State Health Care Authority published this webpage on the Public Employees
Benefits Board (PEBB) Program. The page includes general information such as how many
people receive coverage, program goals, and additional links to information.

43. School Employees Benefits Board (SEBB) Program. 2025; Available at:
https://www.hca.wa.gov/about-hca/programs-and-initiatives/school-employees-benefits-
board-sebb-

program#:~:text=The%20School%20Employees%20Benefits%20Board %20(SEB)%20is.i
nformation%20and % 20resources%20t0%20support®%20employee%20wellness. Accessed,
2026.

The Washington State Health Care Authority published this webpage of information about the
School Employees Benefits Board (SEBB) Program. The page includes general information
including the number of people with coverage, program goals, and additional links to
information.

44.  Medical plans and benefits. 2026; Available at: https://www.hca.wa.gov/employee-
retiree-benefits/public-employees/medical-plans-and-benefits. Accessed, 2026.

The Washington State Health Care Authority published this webpage on medical plans and
benefits for public employees. The page includes medical plan options available to PEBB
employee subscribers.
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45. Authority Washington State Health Care. SEBB Enrollment for Mar 2026
Coverage.2026.

This series of data reports from the Washington State Health Care Authority details the School
Employees Benefits Board (SEBB) Program health insurance enrollment for March 2026. The
document also includes data reports for dental enrollment and vision enrollment.

46. Exchange Washington Health Benefit. 2026 Spring Enrollment Report. May 2026
2026.

The Washington Health Benefit Exchange published this report, which includes a snapshot of
Washington Healthplanfinder enrollment data as of March 31, 2026. The report includes data
and statistics about enrollment counts and demographics for all Washington Healthplanfinder
customers — both those in Washington Apple Health (Medicaid) and qualified health plans

(QHPs).

47. Health Technology Clinical Committee. 2026; Available at:
https://www.hca.wa.gov/about-hca/programs-and-initiatives/health-technology-
assessment/health-technology-clinical-committee. Accessed.

This webpage published by the Washington State Health Care Authority provides information
about the Health Technology Clinical Committee. The page provides an overview, purpose,
committee selection, and selection criteria.

48. Fischer R.A., Ryan 1., De La Torre K., et al. U.S. physician perspective on the use of
biomarker and ctDNA testing in patients with melanoma. Critical Reviews in
Oncology/Hematology. 2024;196.

Fischer et al. conducted a survey between May 16, 2022, and August 1, 2022, with 44
oncologists (none in Washington State) at academic cancer centers to understand their
preferences, practices, and understanding of melanoma biomarkers. Specifically, the authors
examined use of circulating tumor DNA (ctDNA) testing, which is a predictive and prognostic
biomarker for melanoma that allows for “real time, non-invasive monitoring of a patient’s
disease status.” When the study was published (2024), ctDNA biomarker testing was undergoing
clinical trials. Almost all oncologists surveyed were aware of ctDNA biomarker testing for
melanoma (89.5%). Approximately 39% of oncologists reported ordering ctDNA testing for their
patients with melanoma. Oncologists stated that the ctDNA biomarker testing could be helpful to
identify risk level, assess changes in tumor burden, monitor response to therapy, decide to
change treatment, and monitor patients who have completed treatment. Findings “suggest high
levels of awareness of ctDNA testing but somewhat lower levels of routine use of ctDNA
testing.” Oncologists stated that use of “[next-generation sequencing] in melanoma remains a
research tool rather than an option in routine clinical practice.” Oncologists reported barriers to
use of ctDNA biomarker testing, including a lack of data, low negative predictive value, lack of
sensitivity, high costs or lack of health insurance, lack of impact on clinical outcomes, need for a
high quantity of tissue for samples, and lack of clinical guidelines for ctDNA testing in patients
with melanoma. About 55% of oncologists stated that the test not being covered by the patient’s
health insurance carrier was a barrier to ordering the test. While oncologists stated that ctDNA
testing could be helpful, the authors noted one study found that “compared to standard imaging,
ctDNA was detected in approximately half to less than [2/3] of patients with metastatic
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melanoma upon disease progression, indicating low sensitivity” of the test to detect the
biomarker.

49. Program California Health Benefits Review. California Senate Bill 912: Biomarker
Testing. In: Program CHBR, ed2022.

This report was prepared by the California Health Benefits Review Program (CHBRP) by
request of the California Senate Committee on Health. The report is an evidence-based
assessment of California Senate Bill (SB) 912, Biomarker Testing. SB 912 would require
coverage for biomarker testing for the purposes of diagnosis, treatment, appropriate
management, or ongoing monitoring of a disease or condition if the test is supported by medical
and scientific evidence.

50. Local Coverage Determinations. 2026; Available at:
https://www.cms.gov/medicare/coverage/determination-process/local. Accessed, 2026.

The Centers for Medicare and Medicaid Services published this webpage about Local Coverage
Determinations. The page includes general information, common questions and answers,
manuals, and reports.

51. Preemption. Available at: https://www.law.cornell.edu/wex/preemption. Accessed,
2026.

This webpage outlines the definition and doctrine of preemption. When state law and federal law
conflict, federal law displaces, or preempts, state law, due to the Supremacy Clause of the
Constitution. U.S. Const. Art. VL., § 2.

52. (CMS) Centers for Medicare & Medicaid Services. State Plan Amendment
Submission and Processing for State Medicaid Agencies. 2025.

This CMS presentation provides an overview of the processing of Medicaid State Plan
Amendments (SPAS).

53. U.S. Department of Health and Human Services. Medicaid State Plan Amendments.
2026; Available at: https://www.medicaid.gov/medicaid/medicaid-state-plan-

amendments ?q=&filter%5Bfield approval date%5SD%5Bgte% SD=&filter%5Bfield appr
oval date%5D%5Blte%5D=&filter % SBfield effective date%SD%5Bgte% SD=&filter%5
Bfield effective date%5D % 5Blte%5D=&limit=100&sort=field approval date%3Adesc.
Accessed 1/29/2026.

This Medicaid.gov webpage provides an overview of Medicaid State Plan Amendments and
includes a running list of approvals.

54. Medicaid State Plan Amendment (SPA) Training for State Staff. Atlanta, Georgia:
U.S. Department of Health and Human Services; 2025.

This Centers for Medicare & Medicaid Services training gives an overview of the processing of
Medicaid State Plan Amendments (SPAs). It was developed to assist staff of State Medicaid
agencies in understanding the rules, procedures, and systems that CMS use to process Medicaid
SPAs.
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55. Authority New Mexico Health Care. Billing and Reimbursement Guidelines for
Biomarkers. In: Division MA, ed2025.

In the 2023 legislative session, the New Mexico legislature passed House Bill 73 which
pertained to coverage of biomarker testing. These guidelines were created to provide guidance
and clarification to providers on coverage, implementation and reimbursement of biomarker
testing.
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