CAP Requirements for Newborn Screening (NBS) Specimen Tracking
The College of American Pathologists (CAP) has issued two new standards regarding newborn screening (NBS) that will affect laboratories submitting specimens for NBS.  
The two new requirements are:
**NEW**       07/29/2013
	GEN.40545
	Newborn Screening Specimen Tracking
	Phase I

	 
	For specimens being submitted to a remote testing laboratory for newborn screening for congenital disorders, there is a documented tracking system to ensure that all specimens are submitted in compliance with timing requirements and that a result or other appropriate notification is received indicating that the specimens were actually received.
NOTE: Tracking documentation should include time of dispatch and condition of specimens upon submission. An example of an acceptable tracking system is the use of a packing list (prepared by the submitting site or courier) with each batch of specimens that is checked against the specimens received by the remote testing laboratory. Newborn screening laboratory specimens have limitations with time and humidity conditions between collection and analysis. This requirement applies to couriers/transportation systems that are part of the laboratory organization and to outside courier systems.
Evidence of Compliance:
✓      Records showing results/notifications received on all specimens AND
✓      Records of follow up for specimens not received at the remote laboratory
 



**NEW**       07/29/2013
	GEN.41325
	Newborn Screening Results
	Phase II

	 
	There must be a procedure for handling invalid and positive newborn screening results for samples submitted to other laboratories for testing.
NOTE: This requirement applies to the testing of whole blood heel stick samples from the newborn after birth on filter paper collection devices for the routine screening of congenital disorders. Positive results include those results that are outside of the expected range of testing results established for a particular condition. Invalid results include situations where the laboratory is unable to complete the screening process due to an unsuitable specimen, test, or incomplete information. Due to the urgent nature of newborn screening test results, procedures must include a process to track requests for repeat testing so that repeat specimens are submitted within the follow-up/recollection timeframe specified by the testing laboratory.
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