Information for Hospitals

Who's responsible for getting the specimen?

State law requires the newborn’s physician to cblbe cause the collection of the newborn screespegimen. Most birthing
facilities use standing orders for the required Io@w screening panel. The ordering physician shbeltecorded on the filter paper
as this functions as the lab test requisition.

Different hospital employees besides the physiganh as clerks, nurses, lab techs and phlebo®arstinvolved in some aspect of
preparing and collecting the newborn screeningispat

Timing of Specimen Collection
Nebraska regulations require that newborn screespegimens be collected:
» between 24 and 48 hours of age,
« prior to transfer,
« prior to transfusion,
« prior to discharge, whichever occurs first.

Most newborn screening tests and cut-offs are basexgpecimens collected between 24-48 hours oflatie baby is to be
discharged, transferred or transfused before 24shafife, a dried blood spot filter paper speamnmaust to be collected PRIOR to
discharge, transfer or transfusion. Regulationsireghis, and there are many good reasons:

The NNSP has discovered a number of newborns beeydars who were discharged without a screen. &ang lengthy delays
occur in getting these babies screened. They eaghre a great deal of effort on the part of ha@dpphysician and NNSP staff in
getting the parents to bring the baby back in fomatial specimen collection.

In other cases, newborns have been transferrecbgtthiree hospitals, with none of them collectimgdpecimen, assuming another
had done so.

Transfused babies who don’t have a specimen cetlaattil after the transfusion, are at increasskl because of the significant
delays required to get a reliable initial speciniEmey also require more than one post-transfugpecisen in order to get all
conditions screened. Newborns receiving blood ftemsns should always get a specimen collectet] &xsen if before 24 hours of
age. The specimen should be collected at the tihewlood typing and cross match are done.



Completing the Specimen Card

The dried blood spot filter paper collection caads three-part forms. All demographic informationsinbe completed, accurately
and legibly before collecting the specimen. Eveatadield is critical to ensure proper testing, andure we can get the newborn
back in if needed for repeat or confirmatory tegti@ertain data elements are also critical to taeching done between NNSP and
Vital Birth records (NNSP/Vital Match). This is demo make sure every baby benefits from newbomesing. Some of the data
fields are required because they're useful toniterpretation of the laboratory testing result (88N, transfused, baby on
antibiotics, meconium ileus)

COLLECTION AND REPORTING (CARE) FORM - NEBRASKA NEWBORN SCREENING PROGRAM

1) Complete the form
accurately and legibly
at the time of
specimen collection
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I this specimen: [_| Initial specimen [ 48-72° repeat

D Other repeat D 28 day/ discharge repeat for a < 2000 gram birth
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Quality Assurance Tip #1:Always check the information on the filter papara€against the information on the newborn’s
wristband/bracelet prior to collecting the specimserthe right baby’s blood is collected on the rigker paper card.

Quiality Assurance Tip #2: Always check the expiration date on the filtepgacard before collecting the specimen.

Quiality Assurance Tip #3:Before sending the specimen to the newborn sargéaboratory, filter paper specimens should be
checked for:

« legibility,

« completeness,

. accuracy,

« quality of the blood spots,

- and that blood spots have had at least 3-4 houts/to

These Data Pieces Must be Completed:

Date and Time of Birth: (enter birth time using military time). This isa® of the data elements essential to follow-umsuee the
right baby’s information goes with the right babyésords. It is particularly important, for mulpbirths, in distinguishing "baby A"
from "baby B" and "baby C".

Date and Time of Specimen Collection( Enter collection time using military time). Bhis crucial to ensuring the baby is at least 24
hours of age. They are entered into the laboratatg system which calculates if less than 24 handg flags the specimen as
needing a repeat.

Collector’s Initials (necessary for legal and quality assurance pusgpose

Initial or Repeat: Check the appropriate box. If the specimen ispeat specimen, checking this correct box will tikelp data entry
staff at the laboratory to match the testing wité initial screening results.

Transfused Prior to Specimen CollectionCheck this appropriate yes/no box relative torteeborn’s receive of a transfusion prior
to getting the specimen collected. If you mark yls,sure to identify date and time of the lagtgfasion.

TPN: Check the appropriate yes/no box if baby is oal fparenteral nutrition, or hyperalimentation. Ttés have an effect on the



screening results, and having the information nedp with laboratory interpretation.

Baby on Antibiotics: If baby is receiving antibiotics, it's importatwt check this box. Some antibiotics may have agcethn the
screening results, which may require repeat testing

Meconium lleus Check this box if the baby had meconium ileusther bowel obstruction The screening test for cystic fibrosis is
done differently for these babies. This improvesréliability of the test. If bowel obstruction imeconium ileus is identified after the
specimen has been collected, notify the newboresing laboratory at (412) 220-2300.

Gestational Age and Birth Weight: This information is essential to interpret certasults. Normal reference ranges are based on
birth weight ranges for congenital adrenal hypesiglalt can also be important to screening for emitgl primary hypothyroidism
and cystic fibrosis.

Newborn’s Information: Last, First and Middle Name: The newborn’s infatian is critical to ensure the right baby's spexins
collected. In the event a repeat or confirmatomcgpen needs to be collected, it's essential fttirgethe baby back in for this
testing. In addition the State NNSP/Vital Matchsudgs information. When the baby is one in a rplétbirth, be sure to distinguish
between the newborns, e.g. Boy A, Boy B if firsines have not been assigned.

Patient Record Number. This should be the newborn’s medical record numbas number can be helpful in tracking the
information and ensuring it goes with the right meatirecord. Many Healthcare Providers use thiselp access the
electronic medical record as well as to help wathofv-up.

Place of Birth: It's important to identify the actual place ofthi The hospital collecting the specimen is thétsitter" and may not
always be the place of birth. In many cases theboenwis born at one hospital, and transferred aihaar. In others, the newborn was
born at home, or en-route to the hospital. Anyaftitospital birth should be recorded as a "hom#abior purposes of this form.

Home Birth: Check the appropriate box. Again this is helpdulhe NNSP/Vital Match and will help the parenisid getting a letter
from the State NNSP.

Sex:Check the appropriate box, Male or Female. Incas@ambiguous genitalia where the specimen igctt before gender is
determined, check the “unknown” box. This couldcheically important in the diagnosis of congenigarenal hyperplasia as well.

Mother’s Information: Full name, address, telephone number and birthatatessential for contacting the mother in tlentsf a



positive screening result, or the need to get aaegpecimen. These data elements are also ciouthed NNSP/Vital Match in
ensuring all newborns receive the screen.

Submitter’s Information : The name address and telephone of the contasxpé@nsually the hospital laboratory) should bereed.
This is critical so the newborn screening lab caicldy contact the right submitter in the evenaafurgent repeat. Never record an
abbreviation without the city where the submittelocated. There are multiple "Community” and "Meiald hospitals that without
the full name and city recorded, can create ddiay®llow-up.

Newborn’s Physician Information:

The first information requested is the name anchphmumber othe physician who orders the screeningMany times this may be a
physician on call, a hospitalist or a NICU physiciaho won't be following the baby long term.

The second physician information requested isdah#te physician or other healthcare providéo will be following the baby post-
discharge.

The ordering physician should ensure the pareh#¢g identified a post-discharge physician who bellfollowing the baby. Results
for babies in the well-baby nursery are usuallyilaiée only after discharge, so contacting the ectrphysician to follow-up is
critical information. Without it, the ordering péigian will be responsible for follow-up.

Blood Specimen Collection
Collection of dried blood spots on filter paper sladobe by the direct heel stick procedure onlyr Vary small babies in NICUs, it
may be acceptable to collect the specimen fronuthieilical catheter line.

Reference the National Committee on Clinical LabmyaStandards (NCCLS), now known as the Clinicabdratory Standards
Institute (CLSI): "Blood Collection on Filter Paper Newborn Screening Programs; Approved Standabt recent edition). To
obtain copies of contact CLSI at www.clsi.org email CustomerService@clsi.org or phone 610-6883010

:::I:Blood Specimen Collection and Handling Procedure
ISimple Spot Check
(PDFs Courtesy of Whatman GE, Inc. and NewkY&tate Department of Health)

CAVEAT: Normal reference ranges for the newborn screeestg are based on specimens collected via dieettstick procedure
at 24-48 hrs of age. Cut-offs have not been estadyi for specimens collected by alternate methacis &s capillary tube, dorsal
hand vein or umbilical catheter.



Hospital tracking of results

The submitter should keep a log_of every birth Bih@U submission and check-off when:
« Specimen is collected
« Specimen is shipped
+ Results are received

If by 10 days the submitter has not received thadsults, they should contact the laboratory (£P2)-2300 to find out the status.
The NNSP should be contacted (402) 471-9731 fostasse with any delays encountered.

When Baby Comes Back...Is It a Repeat or Confirmatory...What to Do
Repeat Filter Paper Dried Blood Spot Specimen.
The newborn screening laboratory will notify thésuitter, physician and newborn screening prograocualny baby needing a
repeat dried blood spot specimen. This will be for:
+ specimens drawn early,
« unsatisfactory specimens
» specimens collected after transfusion, and
» some abnormal or inconclusive results requirinyy oepeat dried blood spot specimen testing.

The Newborn Screening Program (NNSP) also notifiesnewborn’s physician in writing of the need ¢di@ct a repeat filter paper
specimen in these cases. If despite these eftoders are not clear to the hospital staff wherbtigy is brought back to the hospital
lab, they should contact the newborn’s physiciargomtact the NNSP at (402) 471-9731.

Sometimes the newborn’s physician will requestahigre panel to be repeated, even though only oadew tests need to be
repeated. The physician’s orders for the full paheluld be followed. However, there may be add#idaboratory charges for this.

Confirmatory Specimen of Another Type

The newborn screening laboratory will notify thdsutter, physician and Newborn Screening PrograM3R) of any abnormal
screening result. Some of these will fall in arcénclusive™ range requiring only a repeat filtep@aspecimen at that point in time.
Others will require a different type of specimerbtotested by a different methodology.



The NNSP also notifies the newborn’s physiciarhef$pecific recommendations to confirm or ruletbetcondition. The program
also helps the newborn’s physician connect witediairic specialist for the suspected conditiontéielic specialist/geneticist,
pediatric endocrinologist, pediatric hematologi&diatric pulmonology/CF center, pediatric immurgidb.

The hospital laboratory may contact the NNSP a2)40'1-0374 with any questions regarding confirmagpecimen collection.
Link to Laboratory Web Site

http://www.perkinelmer.com/genetics/

Ordering More Filter Paper Collection Cards

The filter paper dried blood spot collection kite available from the newborn screening laboratBithing hospitals should have
stock rotation of filter paper stored on site. Hospital should also maintain an ongoing inventdrijiter paper. At least a 90 day
supply should be maintained in the event of disastasing disruption to services. To order moterfipaper, contact Perkin Elmer
Genetics at (412) 220-2300. As an FDA approvedicaédevice the filter paper has an expiration dit® years. Any specimen
collected on expired filter paper must be rejectedplease check expiration dates on filter paggularly when collecting specimens.



