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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). 
 
• Documented quality assurance and quality control procedures in 
place for accurate assessment of findings. 
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