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Sources Sought — Newborn Screening Pilot Studies

Requirements:

To be deemed capable of performing this requirement, the offeror
must submit a written capability statement that clearly demonstrates
their experience and ability to provide the following capabilities:

¢ Technical expertise and high throughput capacity to test a large
number of samples (~50,000) for disorders using newborn dried blood
spots with appropriate screening technology either immediately or
with a short set up period (less than 3 months).

¢ Ability to provide efficient confirmatory testing procedures for
presumed positive results.

¢ The capacity and resources needed for tracking positive cases.

¢ The ability to arrange appropriate follow up care and referral of
identified newborns in a time frame comparable to other currently
used newborn screening assays.

¢ An administrative structure that is conducive to prospective, rather
than retrospective, pilot testing (including documentation of ability to
obtain human subjects approval within 6 months of being presented
with an NICHD nominated condition).

e Documented quality assurance and quality control procedures in
place for accurate assessment of findings.
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Synopsis:

This 15 a Small Busmess Sources Sought notice. This 15 NOT a solicitation for
propesals, proposal abstracts,
mformation regardmg: (1) the availability and capability of qualified small busmess

or quotations. The purpose of this notice is to cbtam

sourees; (2) whether they are small businesses; service-disabled, veteran-cwned
sz B(a) small busmesses, veteran owned small busmeszes; HUBZone
small busmesses; or small disadvantaged
their size classification relative te the North American Industry
ssification System (NAICS) code for the proposed acquisition. Your responses
to the mformation requested will assist the Government m determmmg the
appropriate acquisition method. mcluding whether a set-aside is pessible. An
crganization that is not considered a small busimess under the applicable NAICS code

should not submit a response to this notice

Background:

The geal of newborn screening is to detect potentially fatal or disabling conditions m
newboms, thereby providing a windew of opportunity for early treatment. often
while the child iz still asymptomatic. Such early detection and treament can have a
profound mpact on the clinical severity of the cendition in the affected child. If left
undiagnesed and untreated. the consequences of the targeted disorders can be dire,
many causing irreversible neurological damage, intellectual. developmental and
physical disabilities, and even death. In 2006, the Amenican College of Medical
Genetics (ACMG) developed newbomn screening guidelines that recommend that all
newbern infants be screened for 29 "core conditions” and that 23 secendary

comdrhons identified dnrma the core svaliations be renarted These
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