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Laboratory Standards and Procedures Workgroup
Discussion Questions

 What information would be most helpful from newborn screening
laboratories related to the review of conditions on the RUSP? How
can we prepare newborn screening laboratories to collect and report

this data?

* Expected PPV and NPV should be determined for screening each condition.
States report whether they meet the NPV and PPV. Report and evaluate the
FPR and FNR. May demonstrate need for 2" tier test.

* Must start with good case definition, then examine what we’re screening for
and what else we’re finding. Note that the case definition could also change

over time.
e NewSTEPs could be used to collect the data.
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e Should there be more in-depth information regarding cost to labs for
adding a new condition to the panel. Or is there already enough
information provided?

* Cost of the overall system (Susan’s egg diagram), not just the reagents,
employees, instruments, second tier testing, LIMS, etc.

* Use a bucket approach (small/medium/large) — break cost down by
states that start at different levels of readiness to bring on a specific new
condition
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Discussion Questions

* Are there any other considerations for enhancing either the nomination
process or review of conditions on the RUSP?

* Better define the new conditions under review (like SMA)
* Evidence review has provided extensive and thorough information, will benefit

from the proposed enhancements

* Confusion over what the RUSP is.
 Many interpret intent is to screen for primary and secondary targets
* For those with RUSP in state law, then interpret as required to screen for

secondary targets
e Suggestion: education for everyone in the system about the secondary

targets. Revise wording/display of RUSP on ACHDNC website
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