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The following unsatisfactory specimen criteria have been established in accordance with the standards provided by the Clinical and Laboratory Standards Institute in regards to blood collection on filter paper for Neonatal Screening Programs (Document NBS01-A6 Ed.6).

Specimens are reported as unsatisfactory according to the following descriptions.  Refer to the returned portion of the sample card to identify the appropriate UNSAT code number.

UNSAT CODE NUMBER:

1. SPECIMEN UNSAT – IMPROPERLY COLLECTED.
Specimen is not completely saturated when viewed from the reverse side, the saturated blood does not completely fill the circle, or the quantity is insufficient for testing.
2. SPECIMEN UNSAT – SCRATCHED OR ABRADED.
Specimen appears scratched, abraded, punctured, or indented due to applying blood with a capillary tube or other device.
3. SPECIMEN UNSAT – WET.
Specimen is wet or mailed prior to drying for a minimum of three hours.
4. SPECIMEN UNSAT – OVERSATURATED.
Specimen appears streaked with blood clots, blood applied to both sides of filter paper, or layered with concentric circles of blood, indicating multiple applications.
5. SPECIMEN UNSAT – CONTAMINATED.
Specimen exhibits serum rings, or appears diluted, discolored, contaminated by antiseptic solutions, formulas, water, tissue fluids, or direct heat exposure.
6. SPECIMEN UNSAT – NO BLOOD.
Filter spot is blank, failure to obtain blood specimen.
7. SPECIMEN UNSAT – INSUFFICIENT INFORMATION.
Essential information for identification, categorization, interpretation and follow-up was not provided.  Essential information includes last name, submitters(s), birth date, mother’s name or date of specimen collection.
8. SPECIMEN UNSAT – OLD SAMPLE> 10 DAYS IN TRANSIT.
The integrity of the sample may be compromised if specimen is received after more than 10 days in transit. Analytes such as enzymes measured in Newborn Screening are heat labile and may be adversely affected by exposure of specimens to hot and /or humid environments.
9. SPECIMEN UNSAT – INFANT > 6 MONTHS OLD.
Virginia Newborn Screening procedures and cut-off levels are based on the normal infant hematocrit.  Samples from infants over six months of age are considered unsatisfactory for our screening procedures.
10. SPECIMEN UNSAT – OUTDATED FILTER PAPER CARD.
Specimens collected on outdated filter paper cards may be compromised due to the unreliability of the filter paper.  The age and condition of the filter paper directly affects absorption of blood.
11. SPECIMEN UNSAT – INSUFFICIENT QUANTITY.
When testing has begun on a specimen and there is not enough specimen to complete each of the tests, some tests may be reported as unsatisfactory due to insufficient quantity.
12. SPECIMEN UNSAT – TESTING INCONCLUSIVE.
Inconsistent Results: Valid results could not be obtained.
13. SPECIMEN UNSAT – “OTHER.”
(This code number is reserved for any unsatisfactory specimen condition not appropriately described in codes 1-12.  The NBS lab will provide comments to explain any unsatisfactory condition of this nature.)
14. SPECIMEN UNSAT –  PARENTAL  REFUSAL
Parental refusal – Hospital notification indicates that the baby’s parents refused newborn screening.
15.  SPECIMEN UNSAT-TESTING INCONCLUSIVE
SCID Testing Inconclusive.  Valid results could not be obtained due to failure to amplify internal control gene RNaseP.

Note:  Please obtain a valid specimen according to CLSI guidelines, publication NBS01-A6 “Blood Collection on Filter Paper for Newborn Screening Programs.”  Allow a sufficient quantity of blood to soak through to completely fill the pre-printed circles with blood.  Do not layer successive drops of blood or apply blood more than once in the same collection circle.  Avoid touching or smearing spots.  For more information, please call the Virginia Newborn Screening Laboratory at (804) 648-4480.

Newborn Screening Specimen Collection
[image: ]Collection Technique
· Complete ALL information on collection device.  Do not contaminate filter paper by touching or spillage.
· Warm site with a soft cloth.
· Clean site with 70% isopropanol and let air dry.
· Puncture the heel on the side as indicated by the shading above.  Wipe clean the first drop of blood with a sterile gauze pad.
· Allow a large blood drop to form and lightly touch filter paper to large blood drop.  Allow to saturate completely through the filter paper before removing collection device.  
· Fill each circle with a SINGLE drop of blood gently applying pressure to puncture site to enhance blood flow.
· Apply blood to one side of collection device ONLY. 
· Dry blood spots on a clean, dry, non-absorbent surface for a minimum of THREE hours at 18-25˚C.
· [bookmark: _GoBack][image: ]Mail collection device to the state screening laboratory as soon as possible after specimen has dried.
Problem Areas
· Failure to allow the skin to thoroughly dry may have adverse affects on the results.
· Layering successive drops may cause uneven layering of sample causing tests to be less accurate.
· Milking or squeezing the puncture site may cause hemolysis and include tissue fluids in specimen.
· Although it is not a preferred method, using a capillary tube is acceptable.
· Use a fresh capillary tube for each filter paper circle.
· Apply blood to collection device in one smooth continuous step without dabbing or any other action that may scratch, compress or indent the filter paper.
· Do not allow the capillary tube to touch the filter paper.
· Do not allow any foreign substance to come in contact with the blood spots including latex gloves, water, lotion, powder, feeding formula, antiseptic solutions, etc.
· Make sure all blood spots are completely dry before mailing.
· DO NOT use a drying device to dry the samples.
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