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Meeting to Review Criteria to Evaluate Conditions for the Newborn Screening Panel

TAC Member Voting Summaries and Comments
The following is a compilation of comments from TAC members provided when voting on each individual criteria, and an overall
recommendation. Comments have been summarized and are organized by each criterion and then overall comments provided.

Criterion #1 - Available Screening Technology: Sensitive, specific and timely tests are available that can be adapted
to mass screening
Suggested edits Votes whether to approve proposed changes to criterion
The sensitivity of the screening test is
estimated to be 295%.

| am unsure or need more information

| would like to omit the proposed changes to the .
criterion or suggest edits

| approve of the proposed changes to the criterion _
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I would like to omit the
| approve of the proposed | am unsure or need more

o roposed changes to the . .
changes to the criterion P . P . & . information
criterion or suggest edits

= Votes 16 1 0

(continued on the next page)
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The specificity of the screening test is
considered acceptable based on the
estimated number of false positive
results and their potential impact on
families, the healthcare system,
and the newborn screening
program.

Note: original suggested update read

| am unsure or need more information

| would like to omit the proposed changes to the
criterion or suggest edits

| approve of the proposed changes to the criterion

| would like to omit the proposed
changes to the criterion or
suggest edits
= Votes 17 0 0

| approve of the proposed
changes to the criterion

| am unsure or need more
information

) A - 0 2 4 6 8 10 12 14 16 18
as “...their potential impact on the : _
healthcare system. the newborn | approve of the proposed I would like to omit the proposed | am unsure or need more
g y ’ T i h to th iteri changes to the criterion or inf ti
screening program, and families.” The changes to the criterion suggest edits information
TAC suggested the change in order to = Votes 17 0 0
reflect importance of the impact on
families.
A timely test is one that enables
intervention before irreversible harm
develops, within the current standard
timeframes for specimen collection, | am unsure or need more information
receipt, testing, and reporting.
| would like to omit the proposed changes to the
criterion or suggest edits
| approve of the proposed changes to the criterion _
0 2 4 6 8 10 12 14 16 18
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There is adequate peer reviewed

evidence to evaluate this criterion.

| am unsure or need more information

| would like to omit the proposed changes to the
criterion or suggest edits

O T e T e s 1 e

criterion

0 2 4 6 8 10 12 14 16

I would like to omit the
proposed changes to the
criterion or suggest edits

= Votes 17 0 0

| am unsure or need more
information

| approve of the proposed
changes to the criterion

18

Comments:

Appreciate the specific bullet points and elaboration of the original criterion.
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Criterion # 2 - Diagnostic Testing and Treatment Available: Accurate diagnostic tests, medical expertise, and
effective treatments are available for evaluation and care of all infants identified with the condition.

Suggested edits

Votes whether to approve proposed changes to criterion

A diagnostic test accurately identifies
who needs treatment and is readily
available to all newborns screened.

| am unsure or need more information

| would like to omit the proposed changes to the
criterion or suggest edits
| approve of the proposed changes to the

I would like to omit the
proposed changes to the
criterion or suggest edits

0 0

| am unsure or need more
information

| approve of the proposed
changes to the criterion

m Votes 17

criterion
0 2 4 6 8 10 12 14 16 18
| would like to omit the
| approve of the proposed | am unsure or need more
L proposed changes to the . .
changes to the criterion o . information
criterion or suggest edits
= \otes 17 0 0
The available treatment is effective in
reducing morbidity or mortality and
outweighs any risks or harms of the
treatment. | am unsure or need more information
| would like to omit the proposed changes to the
criterion or suggest edits
| approve of the proposed changes to the criterion [
0 2 4 6 8 10 12 14 16 18
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The medical expertise needed to
diagnose and care for those with a
positive newborn screen is
reasonably available to all newborns
screened.

| am unsure or need more information

| would like to omit the proposed changes to the
criterion or suggest edits

I approve of the proposed changes to the criterion [ EEEEEEE——

0 2 4 6 8 10 12 14 16 18
| would like to omit the
| approve of the proposed | am unsure or need more
o proposed changes to the . .
changes to the criterion o . information
criterion or suggest edits
= \otes 17 0 0
The appropriate consultants and
treatment centers have been
identified and have capacity for the
eXpeCted Increase In dlagnostlc | am unsure or need more information
testing and/or referrals.
| would like to omit the proposed changes to the
criterion or suggest edits
| approve of the proposed changes to the criterion [N
0 2 4 6 8 10 12 14 16 18

| would like to omit the
proposed changes to the
criterion or suggest edits
= Votes 17 0 0

| approve of the proposed
changes to the criterion

| am unsure or need more
information

Comments:

Appreciate the inclusion of “readily available’ and “reasonably available”
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diagnosis and intervention.

Criterion # 3 - Prevention Potential and Medical Rationale: The newborn identification of the condition allows early

Suggested edits

Votes whether to approve proposed changes to criterion

There is sufficient time
between birth and onset of
irreversible harm to allow for
diagnosis and intervention.

No proposed changes.

The condition must have an
onset form that occurs in
infancy (within the first year of
life); newborn screening is not
appropriate for conditions that
only present after the first year
of life.

| am unsure or need more information

| would like to omit the proposed changes to the
criterion or suggest edits

| approve of the proposed changes to the criterion

0 2 4 6 8 10 12 14 16 18

| would like to omit the proposed
changes to the criterion or suggest
edits

= Votes 17 0 0

| am unsure or need more
information

| approve of the proposed changes
to the criterion
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The benefits of detecting and
treating infantile-onset forms
of the condition (within one
year of life) balance the
impact of detecting later onset
forms of the condition.

| am unsure or need more information

| would like to omit the proposed changes to the
criterion or suggest edits

I approve of the proposed changes to the criterion [

| would like to omit the proposed
changes to the criterion or suggest
edits

= \Votes 14 3 0

| am unsure or need more
information

| approve of the proposed changes to
the criterion

0 2 4 6 8 10 12 14 16 18
| approve of the proposed changes | wouldlike to Or.mt Fhe proposed | am unsure or need more
o changes to the criterion or suggest . .
to the criterion . information
edits
= Votes 17 0 0
Newborn screening is not
appropriate for conditions that
only present in adulthood.
(Strike sub-criteria) | am unsure or need more information
. | would like to omit the proposed changes to the criterion
Note: see comments or suggest edits I
I approve of the proposed changes to the criterion [
0 2 4 6 8 10 12 14 16
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There is adequate evidence of
acceptable quality to evaluate
this criterion.

| am unsure or need more information

I would like to omit the proposed changes to the criterion
or suggest edits

| approve of the proposed changes to the criterion

0 2 4 6 8 10 12 14 16 18

| would like to omit the proposed
changes to the criterion or suggest
edits

= Votes 17 0 0

| approve of the proposed changes to

o | am unsure or need more information
the criterion

Comments:

‘Newborn screening not being appropriate for conditions that only present in adulthood’
should still be included in Criterion #3, just make sure points are not redundant.

After additional discussion, there may have been some confusion about what the TAC was
voting on for sub-criterion 3.
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Criterion # 4 — Public Health Rationale: Nature of the condition justifies population-based screening rather than risk
based screening or other approaches.

Suggested edits

Votes whether to approve proposed changes to criterion

All available risk-based
screening tools for the
condition have been
considered and are found to
be inferior to universal
newborn screening.

| am unsure or need more information

| would like to omit the proposed changes to the criterion
or suggest edits

| approve of the proposed changes to the criterion | EEEEEEEE—

0 2 4 6 8 10 12 14 16 18

| would like to omit the proposed
changes to the criterion or suggest | am unsure or need more information
edits

= Votes 17 0 0

| approve of the proposed changes to
the criterion

There is adequate evidence
of acceptable quality to
evaluate this criterion.

| am unsure or need more information

| would like to omit the proposed changes to the criterion
or suggest edits

| approve of the proposed changes to the criterion | IEEEEEEEEE—

0 2 4 6 8 10 12 14 16 18

| would like to omit the proposed
changes to the criterion or suggest | am unsure or need more information
edits

= Votes 17 0 0

| approve of the proposed changes to
the criterion

Comments:

Appreciate the addition of the first sub-criterion point.
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Criterion # 5 - Cost-benefit/Cost-effectiveness: The outcomes outweigh the costs of screening. All outcomes, both
positive and negative, need to be considered in the analysis.

Suggested edits

Votes whether to approve proposed changes to criterion

The economic analysis
considers:

The prevalence of the
condition among
newborns.

The positive and
negative predictive
values of the
screening and
diagnostic tests.
Variability of clinical
presentation by those
who have the
condition.

No proposed changes.

Dollar values for costs and
benefits of screening vs. no
screening.

| am unsure or need more information

| would like to omit the proposed changes to the criterion
or suggest edits

| approve of the proposed changes to the criterion

0 2 4 6 8 10 12 14 16 18

| would like to omit the proposed

changes to the criterion or suggest
edits

= Votes 17 0 0

| approve of the proposed changes to

L | am unsure or need more information
the criterion
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The impact of ambiguous
results, adverse effects, or
unintended consequences of
screening, such as
psychosocial or economic
impacts on the family and
medical system, must also
be considered.

| am unsure or need more information

| would like to omit the proposed changes to the criterion -
or suggest edits

| approve of the proposed changes to the criterion

0 2 4 6 8 10 12 14 16 18

| would like to omit the proposed
changes to the criterion or suggest
edits

= Votes 16 1 0

| approve of the proposed changes to

. | am unsure or need more information
the criterion

The results of the economic
analysis shows that the
outcomes, financial or
otherwise, outweigh the
costs of screening.

| am unsure or need more information [l

| would like to omit the proposed changes to the criterion
or suggest edits

| approve of the proposed changes to the criterion

0 2 4 6 8 10 12 14 16 18

| would like to omit the proposed
changes to the criterion or suggest
edits

= Votes 16 0 1

| approve of the proposed changes to

. | am unsure or need more information
the criterion
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There is adequate evidence
of acceptable quality to
evaluate this criterion.

| am unsure or need more information

| would like to omit the proposed changes to the criterion
or suggest edits

| approve of the proposed changes to the criterion

0 2 4 6

| would like to omit the proposed

changes to the criterion or suggest
edits

= Votes 17 0

| approve of the proposed changes to
the criterion

8

10 12 14 16 18

| am unsure or need more information

Comments:

No available comments
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Criterion # 6 (New)

Suggested edits

Votes whether to approve proposed changes to criterion

#6 - Public Health Readiness: The
Newborn Screening Program’s
capacity to implement screening
within a reasonable timeframe has
been considered.

| am unsure or need more information

| would like to omit the proposed changes to the...

| approve of the proposed changes to the criterion I

0 2 4 6 8 10 12 14 16 18
| would like to omit the proposed
| approve of the proposed L | am unsure or need more
L changes to the criterion or . .
changes to the criterion . information
suggest edits
m Votes 17 0 0
The systems and staffing necessary
to perform the test and report
screening results have been
identified. | am unsure or need more information
| would like to omit the proposed changes to the .
criterion or suggest edits
| approve of the proposed changes to the criterion [N NN Ul
0 2 4 6 8 10 12 14 16 18

| would like to omit the proposed
changes to the criterion or
suggest edits
= Votes 16 1

| approve of the proposed
changes to the criterion

| am unsure or need more

information

0
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Resources needed to implement
short/long term follow up protocols by
the newborn screening program have
been identified.

| am unsure or need more information

| would like to omit the proposed changes to the
criterion or suggest edits

| approve of the proposed changes to the criterion

0 2 4 6 8 10 12 14 16 18
| approve of the proposed changes | wouldlike to °mit Fhe proposed | am unsure or need more
o changes to the criterion or suggest . .
to the criterion . information
edits
= Votes 17 0 0
The availability to treatment for
anyone diagnosed with the condition
is considered acceptable based on
the frequency of treatment needed. I am unsure or need more information
| would like to omit the proposed changes to the ——
Note: this sub-criterion was originally criterion or suggest edits
a suggested edit under Criterion #2. | approve of the proposed changes to the criterion G
0 2 4 6 8 10 12 14 16

| would like to omit the proposed
changes to the criterion or suggest
edits
2

| am unsure or need more
information

| approve of the proposed changes
to the criterion

= Votes 15 0

Comments:

Suggested that sub-criterion #3 read as “the accessibility to treatment for anyone
diagnosed with the condition is considered acceptable...” instead of “the availability”.
This change has been reflected in the updated Process and Criteria document.

To request this document in an alternate format or a different language, please contact the State Board of Health at

360-236-4110 or by email at wsboh@sboh.wa.gov.
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