WASHINGTON STATE Wl
BOARD orHEALTH
Date: November 19, 2025
To: Washington State Board of Health Members
From: Kelly Oshiro, Vice Chair

Subject: Rules Hearing — Newborn Screening Rulemaking for Ornithine
Transcarbamylase Deficiency (OTCD), Guanidinoacetate Methyltransferase Deficiency
(GAMT), and Arginase 1 Deficiency (ARG1-D) — Chapter 246-650 WAC

Background and Summary:

Newborn Screening is a program within the Department of Health (Department) that
tests all babies for rare but treatable conditions using a dried blood sample. Under RCW
70.83.050, the State Board of Health (Board) is responsible for establishing rules for the
program. The Board'’s rules are set forth in chapter 246-650 WAC and include the list of
conditions that all newborns must be screened for.

To determine which conditions to include in the newborn screening (NBS) panel, the
Board convenes a multi-disciplinary technical advisory committee (TAC). This
committee evaluates candidate conditions using the Board’s guiding principles and
established screening criteria.

At the Board’s direction, Board and Department staff convened TACs to review the
following conditions for possible inclusion in the NBS panel:

e Ornithine Transcarbamylase Deficiency (OTCD)
e Guanidinoacetate Methyltransferase (GAMT) Deficiency
e Arginase 1 Deficiency (ARG1-D)

The OTCD TAC met on June 16 and July 7, 2021, and recommended adding OTCD to
the NBS panel. The Board voted to add OTCD to the NBS panel in October 2021. A
CR-101 was filed on February 4, 2022, to begin rulemaking.

On September 8, 2023, TACs met to evaluate GAMT and ARG1-D. The TACs
recommended both conditions for inclusion in the NBS panel. The Board voted to add
GAMT and ARG1-D to the panel on October 9, 2023, and a CR-101 was filed on
November 28, 2023.

The Board voted to add OTCD, GAMT deficiency, and ARG1-D, as early detection of
these conditions is critical for saving lives and preventing irreversible harm. Prompt
identification through newborn screening allows for effective interventions, including
specialized diets, supplements, and nitrogen-scavenging medications, that prevent
neurological damage and support normal development. Expanding screening for these
conditions will improve survival, reduce long-term disability, and enhance quality of life
for affected families. Additionally, these conditions can be screened using existing
newborn screening lab technology (tandem mass spectrometry), making
implementation relatively low-cost.

(continued on the next page)


https://app.leg.wa.gov/wac/default.aspx?cite=246-650&full=true
https://app.leg.wa.gov/RCW/default.aspx?cite=70.83.050
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Before new conditions can be added and screening begins, the Department must
secure legislative approval to increase the newborn screening fee, which funds new
tests, follow-up, and related administrative costs. The Health Care Authority (HCA),
which covers over 40% of Washington births, must also adjust Medicaid managed care
rates to cover the increased fee.

During the 2025 legislative session, the Legislature approved the Department’s and
HCA'’s funding requests. Effective January 1, 2026, the NBS fee will increase by $4.02
to cover OTCD, GAMT, and ARG1-D testing. This increase will be paid through public
or private insurance or directly by families. With funding secured, the Department is
preparing to implement testing for these three conditions.

Staff filed a notice of proposed rulemaking, WSR 25-20-091, on September 30, 2025.
Today, the Board will hold a public hearing on the proposed rules. | have invited Molly
Dinardo, Board staff, and Megan McCirillis, Department staff, to provide background on
the Board’s previous decisions to add the conditions to the screening panel and to
present an overview of the proposed rule changes before the Board hears verbal
testimony and reviews written comments and any additional feedback received at the
hearing.

Recommended Board Actions:
The Board may wish to consider and amend, if necessary, one of the following motions:

The Board adopts the proposed updates to WAC 246-650-010 and WAC 246-650-020,
as published in WSR 25-20-091, with any revisions agreed upon at today’s meeting.
The Board directs staff to file a CR-103, Order of Adoption, and establish an effective
date of January 1, 2026.

OR

The Board continues discussion of the possible adoption of the proposed amendments
to WAC 246-650-010 and WAC 246-650-020, as published in WSR 25-20-091, to its
next meeting.

Staff
Molly Dinardo, Policy Advisor
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