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Executive Summary

The Washington State Department of Health (Department) screens all newborn babies in Washington
for rare but treatable conditions using a small blood spot sample collected from a baby’s foot. This
process is called newborn screening (NBS). Under Washington law, the State Board of Health (Board)
determines which conditions are included in the state’s mandatory newborn screening panel. This is
done through a structured review process that considers scientific evidence, public health impact,
implementation readiness, and family and community perspectives. For conditions that meet the Board'’s
qualifying assumption, the Board convenes a multidisciplinary Technical Advisory Committee (TAC) to
evaluate the evidence and provide recommendations to the Board which decides whether to add the
condition to the newborn screening panel.

From 2024 to 2026, the Board and the Department convened a TAC with two goals: to modernize the
Washington State condition review process and to review conditions for potential inclusion in the NBS
panel. During the biennium, the TAC met seven times, updated the screening criteria, reviewed five
candidate conditions, and recommended one condition for inclusion in the newborn screening panel.

At the request of the Department, in April 2026, the Board temporarily paused newborn screening
policy work through the 2027 legislative session due to budget constraints at the Department. This
report documents lessons learned from the 2024-2026 TAC to preserve institutional knowledge and
inform future advisory committees when the condition review process can resume.

Drawing on feedback from TAC member surveys, debrief discussions, and staff reflections, this report
summarizes lessons learned in seven areas: newborn screening background, TAC operations, the role of
TAC chairs, screening criteria, comparisons with other states, family and advocate participation, and
subject-matter expert participation. These findings are intended to strengthen future TAC reviews while
maintaining a rigorous, transparent, and evidence-informed review process.
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https://sboh.wa.gov/sites/default/files/2025-08/SBOH-NBSProcessDocument-NBSProcessandCriteriaAugustUpdates-Updated%208.20.25.pdf
https://sboh.wa.gov/sites/default/files/2026-04/Tab09b-DOH-Newborn%20Screening%20Request-April%202026.pdf
https://sboh.wa.gov/sites/default/files/2026-04/Tab09b-DOH-Newborn%20Screening%20Request-April%202026.pdf

Key Takeaways Importance of an Independent, State-Specific Review

Washington’s newborn screening process uses an
independent, evidence-informed review to evaluate each
candidate condition based on state-specific public health needs,
implementation considerations, and scientific evidence.

Evidence and Implementation Readiness

Decisions about newborn screening require both scientific
evidence and consideration of implementation readiness,
including public health capacity, access to follow-up care and
treatment, and health equity.

Continuous Process Improvement

The 2024-2026 TAC identified opportunities to strengthen
Washington'’s condition review process through ongoing
refinement of screening criteria, committee operations, and
interested party engagement.

TAC Supports Rigorous, Transparent Decision-Making

The multidisciplinary TAC provides an objective, evidence-
based, and transparent process for evaluating candidate
conditions and developing recommendations that support the
State Board of Health's decisions about Washington's universal
newborn screening panel.

Public Health Resources Must Be Used Strategically

As the number of candidate conditions continues to grow,
Washington'’s review process should ensure that
recommendations for universal newborn screening are
supported by meaningful population-level benefit,
implementation readiness, and equitable access to follow-up
care and treatment.
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Background

The Washington State Department of Health (Department) screens all newborn babies born in
Washington for rare but treatable conditions using a small blood spot sample collected from a baby’s
foot. Under Washington law (RCW 70.83.050), the State Board of Health (Board) adopts rules for
newborn screening, including the list of conditions that all babies are tested for after birth (WAC 246-
650-020).

To determine whether a condition should be added to the newborn screening panel, the Board and the
Department follow a well-established process to review conditions for Washington’s mandatory
newborn screening panel. This process prioritizes scientific evidence, ethics, equity, implementation
feasibility, and cost-effectiveness. Requests for the Board to consider adding a condition to the newborn
screening panel may come from several sources. Members of the public may submit a rule petition, the
Department may submit a formal memorandum requesting Board consideration, and the Legislature may
direct the Board to review a condition through legislation. Each of these pathways results in Board
review, but each pathway has distinct processes with different requirements.

For conditions that meet established qualifying assumptions?, the Board convenes a multidisciplinary
Technical Advisory Committee (TAC) to evaluate the evidence using guiding principles and
an established set of criteria (updated August 20, 2025).

Some states align their newborn screening panel with the federal Recommended Uniform Screening
Panel (RUSP). The RUSP is a list of disorders that the Secretary of the Department of Health and Human
Services (HHS) recommends states screen for as part of their state universal newborn screening (NBS)
programs. Although many states have aligned their NBS panels with the RUSP, Washington
independently determines which conditions to include in its newborn screening panel.

The RUSP was developed through a federal evidence-based review process and historically informed by
recommendations from the Advisory Committee on Heritable Disorders in Newborns and Children
(ACHDNC), which advised the HHS Secretary until the committee was terminated in March 2025. As a
result, Washington continues to rely on its own evidence-informed review process to evaluate
candidates based on the state’s public health priorities, implementation considerations, and population
needs.

From 2024 to 2026, The Board and the Department convened a TAC to modernize Washington’s
condition review process and evaluate candidate conditions for newborn screening. This work was made
possible by one-time legislative proviso funding for fiscal year 2025 (through SSB 5829, Chapter 96,
Laws of 2024), which expanded Board staff capacity to support the committee's meeting schedule and
evidence review. The creation of a newborn screening policy advisor position at the Department further
strengthened staff capacity to support this work. These investments provided the staffing needed to
support a rigorous review process on a regular cadence, including evidence synthesis, committee

1 Qualifying assumption: Before convening a TAC, the Board conducts a preliminary review to determine whether sufficient
scientific evidence is available to apply the newborn screening criteria. Conditions on the federal Recommended Uniform
Screening Panel (RUSP) generally satisfy this assumption; conditions under federal review or previously denied may require
additional evaluation before Board review.
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coordination, and engagement with community, advisory committee members, and subject-matter
experts.

The following report summarizes the work of the 2024-2026 TAC and the lessons learned from applying
Washington’s updated criteria for inclusion. Key lessons include refining the screening criteria,
improving committee onboarding and operations, and strengthening meaningful participation by families
and subject-matter experts while maintaining a rigorous, transparent, and evidence-informed review
process that considers public health impact, equity, implementation feasibility, ethical considerations,
and responsible stewardship of public resources. These insights are intended to inform future condition
reviews, support committees and staff, and promote the continued evolution of Washington’s approach
to newborn screening policy.

Technical Advisory Committee

Scope

When considering new conditions for the screening panel, The Board and the Department use a
structured review process that examines scientific evidence, family and community perspectives, ethics
and health equity, and the benefits and costs of screening. When a new condition is proposed, staff
complete a preliminary review to determine whether sufficient scientific evidence is available to apply
the criteria for inclusion. This is known as the qualifying assumption, and it is assumed to be met if a
condition is on the RUSP. If the qualifying assumption is met, the Board convenes a TAC to evaluate the
condition using established criteria and guiding principles. The TAC's assessment informs the Board'’s
decision on whether to add the condition to the state’s newborn screening panel.

In late 2024, the Board and the Department convened a TAC to identify strategies to streamline the
condition review request process, modernize the evaluation criteria (which had not been updated since
2015), and strengthen the overall process for evaluating an increasing number of candidate condition
requests. The TAC was also tasked with reviewing two legislatively directed conditions: BCKDK
deficiency and congenital cytomegalovirus.

During the 2024 legislative session, the Board received one-time proviso funding for fiscal year 2025 to
hire a temporary newborn screening Policy Advisor to support NBS-related projects from August 2024
through June 2025. This additional capacity, along with the creation of a newborn screening policy
advisor position at the Department, provided the staffing needed to support a rigorous review process,
including evidence synthesis, committee coordination, meeting facilitation, and engagement with
community members and advisory committee participants.

Key points shared at the start of the TAC were:

= Newborn screening programs across the U.S. are struggling to keep pace with rapid advancements
in technology and treatments, compounded by inadequate resources and infrastructure.

=  Washington, like many other states, is facing challenges with the growing number of requests to
add new conditions to its required newborn screening panel. Evaluating these conditions takes time
and resources.

The TAC was asked to consider several options related to convening:
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=  Ad hoc only (status quo)
= RUSP alignment (any condition added to the RUSP would be added to Washington’s panel)

=  RUSP meets qualifying assumption and ad hoc (any condition added to the RUSP would be assumed
to meet the Board’s qualifying assumption, and an ad hoc TAC would be formed to assess whether
the condition should be added to Washington'’s panel using the Board’s criteria)

After much discussion, including that there are differences in condition incidence by geography and
demographics, a majority of the TAC suggested that Washington should not automatically align to the
RUSP. Rather, they recommended that a TAC review conditions as they are added to the RUSP as well
as conditions that come through the other nomination pathways.

Discussions around the timeline for condition review and the time and expense involved led to a
decision to keep this TAC in place to review five conditions (see 2024-2026 Conditions Reviewed).
Consistency in the TAC would allow members to receive an introduction to the newborn screening
panel and TAC review process and criteria. The TAC could then apply those criteria to the five
conditions, which would allow them to assess their effectiveness.

Roles

State Board of Health (Board) - Per RCW 70.83.050, the Board has rulemaking authority for newborn
screening. Board staff partner with Department staff on meeting logistics and content.

Department of Health (Department) - Implements the newborn screening program at the Public Health
Laboratory in Shoreline, Washington, in accordance with rules adopted by the Board (RCW 70.83.020).
Department staff support the analysis and research necessary for TAC members to weigh conditions
against the criteria. Department staff prepare for and present to the TAC on the condition overview,
available screening technology, the cost-benefit analysis, and the public health infrastructure readiness.

Health Care Authority (HCA) - HCA, through Apple Health (Medicaid), covers approximately 40% of
births in Washington state. HCA sets managed care organization rates, and any increases to the
newborn screening fee impact those rates. HCA has a representative on the TAC.

TAC Members - Participants represent multiple disciplines including pediatric specialty care,
neonatology, genetic counseling, bioethics, naturopaths, private insurers, community care midwifery,
parents, families, and caregivers of individuals diagnosed with rare conditions, Washington State
Hospital Association, Office of the Insurance Commissioner, and the Commission on Hispanic Affairs.
Their role is to participate in the structured review process, share their perspectives, and ultimately vote
on whether to recommend to the Board that a condition be added to the newborn screening panel.

Subject Matter Experts. Present at meetings on the condition under review. Presentations cover the
natural history, diagnostic testing, and treatment of the condition. Subject matter experts typically
include researchers in biochemical genetics, clinicians and researchers with expertise on the condition
under review, and/or providers of specialty care and follow-up services for babies and children with rare
conditions.

Family members and condition advocates. Present at meetings on their personal experience as parents
or caregivers of children and/or as staff at an advocacy organization related to the condition under
review.
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Facilitator. Meetings were facilitated by a contract third-party facilitator.

Newborn Screening Criteria

The newborn screening criteria were first developed in 2001, and minor changes were made in 2015.
States that are not aligned with the federal RUSP tend to use variations of the Wilson and Jungner
screening criteria, and Washington is no exception. These criteria were developed in 1968 for the World
Health Organization and consist of 10 public health principles.

In late 2024, the Board convened the TAC to discuss updates to the screening criteria. Over three
meetings (October 2024, January 2025, and February 2025), the TAC discussed the criteria, and staff
made proposed changes between meetings, culminating in a vote at the February meeting. In addition to
discussing Washington's development process for the criteria, the TAC heard from the State of
Wisconsin's Newborn Screening Program, which uses nine criteria.

Through discussion and refinement, the TAC and staff updated the newborn screening criteria, which
included adding a sixth for Infrastructure Readiness (see original and proposed changes starting on page
21 of the Meeting Packet PDF at this link). The TAC noted that the criteria may need continued updates
due to rapidly advancing science, genetic testing, and medical trends.

Discussion highlighted the challenge of using criteria
that include terms such as reasonable, acceptable, and
available because these terms are difficult to define Five conditions reviewed
precisely and may make TAC members’ assessments
more subjective. However, the group noted that the
ambiguity prompts discussion, which is an important Four not approved
part of the TAC's role.

One approved

One review paused due to funding
After approval in February 2025, the TAC was able to constraints

test the updated criteria by reviewing the five
conditions. Feedback on how they worked is under
Lessons Learned.

2025-2026 Conditions Reviewed

The TAC reviewed five conditions in 2025 and 2026 and made recommendations to the Board. The TAC
was scheduled to review Krabbe disease (globoid cell leukodystrophy) on April 29, 2026. However, this
review was canceled by the Board after the Department of Health made a formal request to the Board
in April 2026 to pause certain newborn screening policy activities due to an NBS Program operational
budget shortfall of $5.1 million.

The date of the TAC meeting to determine the recommendation and the Board decision is included for
each condition below.

=  Branched-chain ketoacid dehydrogenase kinase (BCKDK) deficiency (January 14, 2025) - the Board
did not approve

=  Congenital Cytomegalovirus (cCMV) (February 11 and March 26, 2025) - the Board did not approve
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=  Wilson Disease (June 17, 2025) - the Board approved

=  3-methylcrotonyl-CoA carboxylase (3MCC) deficiency (December 9, 2025) - the Board did not
approve

= Mucopolysaccharidosis type Il (MPS II, or “Hunter Syndrome) (March 17, 2026) - Board did not
approve

Lessons Learned

Throughout this TAC process, the staff team held debrief meetings after each TAC meeting to discuss
what went well and where
improvement was needed. TAC
members were also invited to
provide their perspectives on the
process overall, both verbally and
through debrief surveys, with a
specific focus on the screening
criteria.

NBS Background. The initial TAC
presentations gave members who
joined the first meeting the

= New members need a standardized “NBS 101"
orientation

Reviewing multiple conditions with the same TAC

increased efficiency, consistency, and member
confidence across multiple condition reviews

In-person meetings strengthened discussions and
deliberations

background they needed to apply Members valued the structured process, diverse
the criteria in all five reviews. For expertise, and staff support, while identifying
members who joined later, a scheduling flexibility and in-person participation as

Newborn Screening Program opportunities for improvement.
orientation presentation with

supporting materials would help
ensure everyone is operating from the same foundation.

Consistent TAC. Having most TAC members review all five conditions increased efficiency. Each
meeting followed a similar structure, which helped members understand what to expect, when, and how
to contribute. In post-meeting surveys and during meetings, TAC members shared appreciation for the
diversity and expertise of members, the responsiveness and role of staff, and the structured process.
Clinician members noted that participation was challenging given their schedules. Other members said
they would have preferred to participate in person but needed more advance notice to adjust their
schedules or make travel plans. Early meetings of the TAC had more in-person participation, and
discussion was more robust, suggesting that future TAC cycles should encourage in-person attendance.

Role of TAC Chairs. In addition to participating as TAC members, Chairs serve as liaisons to the Board,
which ultimately decides whether to accept the TAC's recommendation. In this role, they should answer
questions related to the TAC's deliberations and remind Board members of the structured condition
review process that led to the recommendation.

Criteria. The TAC appreciated the structured condition review process and generally found the criteria
easy to apply. As noted above, terms like reasonable, acceptable, and available required discussion for
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Criteria worked reasonably well but were applied somewhat differently across

reviews
Ambiguous terms created some variability in application

Developing shared understanding of these ambiguous terms may ensure more
consistency in decision-making

Future reviews may need stronger attention to treatment access, affordability,
equity, and downstream care.

the TAC to reach consensus on how to define them for the specific condition under review. However,
this resulted in some variability in how the criteria were applied across condition reviews. There could
be an opportunity to create a shared understanding of the terms, retaining flexibility, while ensuring
consistency in decision-making. For example, for the purposes of TAC review, “reasonable” could relate
to expected health benefit at a population level, considering cost, feasibility, and competing health
priorities. Alternatively, “available” could refer to the availability of an FDA-approved treatment in
Washington State.

A few participants questioned whether all six criteria should be weighted equally.

There was some discussion that while criterion 2. Diagnostic Testing and Treatment Available is meant to
evaluate access to testing and treatment, it may not fully capture the range of factors that influence
whether Washingtonians can benefit from universal screening. Access to care is complex and extends
beyond whether people are covered by Medicaid, private insurance, or are uninsured. Many families do
not qualify for public coverage, cannot afford private insurance, or face cost-sharing requirements that
limit their ability to use available benefits. There is also insufficient understanding of treatment access,
insurance coverage, and out-of-pocket costs for affected families, including those with insurance. As a
result, inequities in diagnostic follow-up and treatment may persist despite universal screening. TAC
members and staff noted that these considerations may become increasingly important as newly
nominated conditions involve more complex and costly
therapies. The review process may need to give more

L&T Newborn screening is not attention to whether families can access and afford follow-

up care.
always the only pathway to early

. There was discussion about the need for a more robust
detection.

public health ethics framework, as advances in genetics,
Alternative approaches (e.g., technology, and medicine continue to expand the number
prenatal/carrier screening) should be of conditions that could be potentially identified through
discussed more explicitly. newborn screening. The ability to detect a condition does
not alone determine whether universal newborn screening
is appropriate. Future reviews should consider whether
early identification provides meaningful benefit during the
newborn period (within the first year of life), whether effective follow-up and treatment are available
and accessible statewide, and whether universal screening represents the best use of limited public
health resources.
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This could include giving more attention to equity and access related to ongoing follow-up for those
who screen positive. The cost-benefit analysis should also consider whether adding a condition for
screening is justified by the population-level benefit and considers whether it could divert resources
from other high-priority public health or covered services.

There was a suggestion to note when alternatives to newborn screening exist as it was often presented
as the only path to early detection. Clinicians noted that other approaches may detect some conditions
with fewer false positives or other adverse outcomes and may sometimes be more appropriate. This
could be addressed more explicitly under criterion 4. Public Health Rationale.

Specific feedback from individuals is included below:
2. Diagnostic Testing and Treatment Available

This might benefit from more nuance. Treatment may be available that is expensive and requires out-of-
state travel to specialists. It is hard to assess whether out-of-state medical providers could adequately
handle an increase in cases. The criterion covers treatment for the specific disease but not additional
specialists and treatments for the symptoms, such as nutritionists, orthopedists, and dental specialists.
Given that some diseases are complex and can impact the whole body, this criterion should expand
beyond the specific treatment and specialist for the disease.

3. Prevention Potential and Medical Rationale
The phrase “within the first year of life” was a recurring point of discussion.

One participant noted that criteria 2 and 3 had terms that were subjective and sometimes difficult to
evaluate.

One participant believed there was overlap between 4. Public Health Rationale and é. Public Health
Infrastructure Readiness and raised the question of whether they warrant separate votes.

5. Cost-benefit/Cost-effectiveness

If we adhered to this criterion, we would not treat several of the diseases we test for (like Spinal
Muscular Atrophy (SMA) and most of the Lysosomal Storage Disorders), where the cost of treatment is
very high.

6. Public Health Infrastructure Readiness

During TAC meetings, discussions typically focused on the staffing and resources needed to implement
universal screening within the NBS program itself. Future work could broaden consideration of
downstream treatment capacity, access, and resource implications beyond the initial screening process.
As one suggestion, the SME who presents on the natural history of the condition could also discuss
what the treatment plan looks like with respect to frequency, location, and the treatment itself.

Comparison to other states. When discussing adding a condition, TAC members want to understand the
experience of other states. As possible, Department/Board staff should reach out to any states with
recent experience with the condition to understand motivation for adding the condition and the nature
of the discussion.

Family member/advocate participation. TAC participants valued hearing from those directly affected by
the condition under review. However, it can be awkward to discuss topics such as the public health

:{Il BERK Consulting | June 22, 2026 | Newborn Screening Panel Technical Advisory Committee Summary H 10



rationale, a population perspective, alongside
people who are individually affected. Family
members/advocates should be invited to

participate as panelists (meaning they can //gy Staff should provide pre-meeting
participate in discussion whether on Zoom or in
the room) during their testimony and Q&A only.

orientation and expectation-setting

Staff should meet with family representatives Clear guidance is needed for handling
prior to TAC meetings to provide information photos, personal stories, and sensitive
about the meeting structure, participation information during meetings
eXpe_CtatiO”S’ and relevant public f“eeting Population-level policy discussions can
requirements (e.g., the Open Public Meetings be emotionally difficult when families

Act). This meeting should also prepare family are present
members/advocates for the nature of the
discussions and presentations. For example, the
TAC is charged with making decisions at a population level and not an individual level, the TAC can only
consider available published evidence-based research, and treatments that are not FDA-approved are
not discussed because insurers will not provide coverage.

Family member/advocate presentations often include family photos or sensitive testimony about their
experience with providers. Board policy and communications staff should develop standard processes or
guidance for handling personal information shared by community members during public meetings and
in related meeting materials. The Board also needs clarity on whether the Public Records Act (PRA)
allows the Board to protect sensitive health information provided to TACs during the Board'’s public
meetings.

Subject matter expert participation. All subject matter experts should disclose any actual, potential, or
perceived conflicts of interest. If possible, subject matter experts should not have a direct financial or
professional interest in the outcome of the review process. For example, researchers or organizations
that have developed a diagnostic solution that would be deployed if the state were to add the condition
to the newborn screening panel could be seen to be biased towards condition approval. If conflicts of
interest exist and the subject matter expertise is limited to one individual, Board staff should set clear
expectations around the role of the subject matter expert during presentations and discussion.

TAC Value

All TAC members were eligible to receive reimbursement for any travel or lodging expenses. Community
members who met the state criteria for compensation were reimbursed up to $200 per day, which
covered time spent preparing for and attending
meetings.

Sy

Clinicians, researchers, and public employees ﬁ\The value of the TAC lies not only in its
who were not eligible for community
compensation volunteered their time and
expertise. Depending on travel, members
contributed between 6 to 16 hours per
meeting. For many this meant working
additional hours that week.

recommendations, but in providing a

transparent, structured forum that seeks to
balance science, ethics, equity, implementation,
and lived experience before Washington
expands newborn screening.
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Travel reimbursement and compensated and uncompensated time for TAC members is far below the
value received through access to members’ expertise and experience. The structured review process
ensures that Washington State takes a measured, public health approach to adding conditions. The
stories and experiences of families affected by conditions are powerful and compelling and it is
important that the Board does not add conditions simply because they can be screened for. The full
range of impacts and implications must be considered, and the TAC allows for that to happen in a
deliberate and structured process.
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2024-2026 TAC Members

Members who participated in the 2024-2026 cycle are noted with an asterisk (*).

State Board of Health - Co-Chair
Department of Health - Co-Chair

Medicaid, Washington Health Care
Authority

Pediatric Specialty Care, Seattle
Children’s Hospital Biochemical
Genetics

Pediatric Specialty Care, Mary Bridge
Children’s Hospital Biochemical
Genetics

Neonatology and Washington Chapter
of the American Academy of Pediatrics

Pediatrics, Neonatal-Perinatal Medicine,
Sacred Heart Medical Center
Neonatology Intensive Care Unit

Pediatrics, Yakima Valley Farmworkers
Clinic

Provider, Population Health, Jefferson
Healthcare

Community Care, Perinatal, Midwifery,
and Postpartum Care

Naturopaths, Seattle Children’s Hospital,
and Washington Association of
Naturopathic Physicians

Genetic Counseling, MultiCare Yakima
Memorial

Bioethics, Department of Epidemiology,
University of Washington and Treuman
Katz Center for Pediatric Bioethics and

Palliative Care

Assistant Attorney General*
State Genetics Coordinator*

Nursing Consultant Advisor

Occupational Nurse Consultant*

Pediatrics, Medical Genetics
Medical Director, Biochemical Genetics

Pediatrics, Medical Genetics

Pediatric Nurse Practitioner, Medical Genetics*

Neonatologist*

Neonatologist*
Medical Director

Neonatologist*

Senior Director of Nursing*

Family Medicine Physician

Community Doula, Global Perinatal Services

Midwife

Naturopathic Pediatrics and Acupuncturist*

Certified Genetic Counselor*

Pediatrics, Public Health Bioethicist*
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Parent/Child Advocates

Private Insurers, Regence Health Plans

Washington State American Indian
Health Commission

Washington State Commission on
Hispanic Affairs

Washington State Hospital Association

Washington State Office of the
Insurance Commissioner

Parent Advocates
Save Babies Through Screening Foundation
Lewis County Autism Coalition

Swedish Medical Center, Volunteer Services
Senior Medical Policy Research Analyst*

Commission Chair

Executive Director*

Policy Director, Finance

Policy Analyst
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