STATE OF WASHINGTON
WASHINGTON STATE BOARD OF HEALTH

PO Box 47990 « Olympia, Washington 98504-7990

August 20, 2025

Dr. Sihoun Hahn, M.D, Ph.D.
Key Proteo

720 Broadway

Seattle, WA, 98122

Sent Via Email
Dear Dr. Hahn:

Thank you again for the rulemaking petition you submitted to the State Board of Health (Board)
on July 26, 2024, requesting to amend chapter 246-650 WAC to add Wilson Disease as a
condition for newborn screening. The purpose of this letter is to follow up on your petition and
provide an update on recent Board action.

As mentioned in your August 2024 petition denial letter, the Board directed staff to collaborate
with the Department of Health (Department) to convene a technical advisory committee (TAC)
to evaluate Wilson Disease using the Board’s process and criteria for evaluating conditions. The
TAC met on June 17, 2025, and reviewed information on the condition’s natural history,
diagnostic and treatment options, available screening technology, cost-effectiveness,

and public health system readiness. The TAC voted on each criterion and an overall
recommendation to the Board. Overall, there was strong support across the evaluation criteria,
and most members supported adding Wilson Disease to Washington’s newborn screening panel.

The Board reviewed the TAC’s findings at its August 20, 2025, meeting. During the Board’s
discussion of Wilson Disease, members:
e Asked for clarification on data related to liver transplants and neurologic cases.
e Noted potential cost savings from avoiding surgeries and other complications, which
could help offset screening costs.
e Raised concerns about the potential burden of added testing costs on families and
healthcare systems, especially given expected federal healthcare funding reductions.
e Highlighted that Washington could be a leader in screening for this condition, since
Wilson Disease has not yet been reviewed by the federal Recommended Uniform
Screening Panel (RUSP).
e Clarified that Wilson Disease is an autosomal recessive genetic condition, and that
family health history alone is an imperfect tool for presymptomatic diagnosis.



Members also acknowledged that the implementation of screening often depends on legislative
funding and that early diagnosis could result in overall system savings. However, the actual
number of undiagnosed cases remains uncertain.

The Board then voted on a motion to initiate the rulemaking process to add Wilson Disease to
the screening panel. Four members voted yes, three abstained, one was absent, and none
opposed. Because Board bylaws require a majority of members present to approve a motion, the
vote passed.

As a result, the Board directed staff to file a CR-101, Preproposal Statement of Inquiry, to begin
rulemaking for chapter 246-650 WAC. This filing, which announces the Board’s intent to
consider adding Wilson Disease, will occur once other pending work is complete.

Currently, chapter 246-650 WAC is open to add three additional conditions: Ornithine
Transcarbamylase Deficiency (OTCD), Guanidinoacetate Methyltransferase (GAMT)
Deficiency, and Arginase 1 Deficiency (ARG1-D). The CR-101 for Wilson Disease cannot be
filed until these are finalized. The Board expects to complete this work by the end of 2025, with
notice for Wilson Disease expected in early 2026.

In addition, before any new conditions can be added, the Department must obtain legislative
approval to increase its newborn screening fee, which funds laboratory testing, staff time, follow-
up, and administrative costs. Because the Washington State Health Care Authority (HCA) covers
more than 40% of state births, it must also approve adjustments to Medicaid managed care rates.
Based on cost-benefit findings for Wilson Disease, the Department and HCA will need to request
a fee increase to support adding the condition. The earliest this request could be submitted is the
2027 legislative session, with agency planning beginning in spring and summer 2026.

If you have questions or require further assistance, please don’t hesitate to contact Molly
Dinardo, Health Policy Advisor in our office, at (564) 669-3455 or at
molly.dinardo@sboh.wa.gov.

Sincerely,

Patty Hayes
Board Chair
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