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Use and Storage of Newborn Screening Blood Spot Cards

Important Newborn Screening (NBS) Program Changes

Use and Storage of Newborn Screening Blood Spot Cards
House Bill 411 (Texas legislative 82™ Session) includes new requirements for the
Department of State Health Services (DSHS) Newborn Screening (NBS) Program and
newborn screening healthcare providers. These new requirements took effect on June 1,
2012 and change the actions for which Healthcare Providers are responsible.

What are the differences in Texas law before and after June 1, 20127

Date of Specimen Collection

On or Before May 31, 2012 June 1, 2012 or Later
Blood Spot Storage after All blood spots are stored for up to 2
Completion of the TO BE DETERMINED years and then destroyed unless the
Newborn Screening Test parent submits a completed decision

form allowing for longer storage.

Allowed only if parent provides
De-identified Public Not allowed without study specific written consent (decision form).
Health Research Uses ysp Uses must follow DSHS policy for

outside of DSHS parental consent required management and IRB
approvals.

Parents may choose to have the
blood spots stored for up to 25 years
and to possibly be used for de-
identified public health research
uses outside of DSHS.

Parents may direct DSHS to destroy

Parent Options their child’s blood spots.

What doesn’t change?
e No information identifying a parent or child can be released without specific
written consent from the parent.

e Stored blood spots are kept safe and secure.

e Allowed uses include:
o Quality assurance to make sure tests, equipment, and supplies are

working right

o Developing new tests; and/or
o DSHS studies of diseases that affect public health.

WEB ADDRESS TO ACCESS FORMS: All forms referenced in this document are
available for download in 8%z X 11 format in English, Spanish, and Viethamese at:
http://www.dshs.state.tx.us/lab/nbsBloodspots.shtm

Visit the website or contact the laboratory for additional information:
o Email: NewbornScreeningLab@dshs.state.tx.us
o Phone: 1-888-963-7111 Ext. 3198



http://www.dshs.state.tx.us/lab/nbsBloodspots.shtm
mailto:NewbornScreeningLab@dshs.state.tx.us
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What are the Healthcare Provider Responsibilities?
Upon collection of each newborn screening specimen:

e Distribute “Texas Newborn Screening Parent Information” (Page 1 of 2012
NBS collection kits)

e Distribute the form “Parental Decision for Storage and Use of Newborn
Screening Blood Spot Cards” (Page 2 of 2012 NBS collection Kkits).

e Advise parents that the parents should:

o Read Page 1 “Texas Newborn Screening Parent Information”. Take
the form given to them upon collection of the first screen to their child’s
healthcare provider when the child is 7 to 14 days of age.

o Read Page 2, “Parental Decision for Storage and Use of Newborn
Screening Blood Spot Cards”, select an option, and sign the form.
Parents may give the form to the healthcare provider at the time of
collection or mail it to DSHS at a later date.

e If requested by the parent, return the completed Parental Decision form to DSHS
along with any regular newborn screening specimen shipment.

What do Healthcare Providers do with the older collection kits (2010 and
2011) starting on June 1, 20127

e Continue to use the 2010 and 2011 specimen collection kits to collect Newborn
Screening specimens until the kit expiration date (can be found on each kit).

e Remove and discard Page 2, “Use and Storage of Newborn Screening Blood
Spot Cards / Directive to Destroy Newborn Screening Blood Spot Card Following
Testing”.

o Distribute Page 1 of the 2010 and 2011 specimen collection kits to parents.

e Distribute an 8% X 11 Parental Decision for Storage and Use of Newborn
Screening Blood Spot Cards form with each specimen collected.
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Kit and Form Examples

First 2 digits of serial
number indicate year
of kit manufacture
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Baby's Date of Birth

Baby's Last Name Baby's First Name

Serial Number B |

12-0400001

Texas Newborn Screening Parent Information

Parent,

Congratulstions on your new baby!

Take your baby to your baby’s doctor when your baby is 7 to 14 days old.
Also, take this forml This is imporiant. This will help the doctor get the
newborn screening test results.

What is newbom screening? It is a smple blood test to look for some
diseases. These diseases can cause a baby b get really sick ordie.
Why should my baby be tested? If we find and treat these dizeases
early, we can kesp babies from getiing sick or dying.

When is my baby tested? In Texas, babies have a newborn screening
test when they are 1 to 2 days old. This test is done again at 7 to 14 days
old. The test is done in accordance with Texas law.

How is newborn screening done? Alittle blood from your baby’s foot is
jput on a blood spot card. The cands are sent b be iested at the
Department of State Health Senvices (DSHS).

How do | get results T You can gat the test results from your baby’s
docior. The results are sent to the docior from DSHS iin one o two
wesks.

Is more testing available? DSHS screans for many but not all diseases
your baby may have. More #sts can be done. Ask your haby’s docior
and see www babysfirstiest orgifind-condifion

Starting June 1, 2012:

Uses include:

PROVIDER: Fill out baby's inhmat&ahme.%’ is form fo & parent.

What happens to the blood spot card

# DSHS keaps the blood spot cands in a secure place for up o
two years. By Texas law (Health & Safety Code Sec.
33.017(bHc)), the blood spots may be used during that time.

o DSHS and external quality assurance i make sure tests,
equipment, and supplies are working right;
o Developing new tests; andior
o DSHS studies of diseases that affect public health.
# If you give your OK, yourbaby’s blood spot cards will be
siored for up 1o 25 years, andﬂ'leyrruyhausedfu’p.llic
heaith research outside of DSHS.

Complete, sign, and return the "Pare ntal Decision for Siorege and Use
of Newbom Screening Blood Spot Cards™

" form 1o make your choioe.

No matter your choica, no information that idenfifies you or your child can
be released outside DEHS without your additional written OK. There are a
few exccapfions, as provided by law.

You can change your mind at any fima.

1(831!: 963-T111 ext. 7333 or visit

Tesa s Dopartment of State Health Seroes - Newbom Sorening Program PARENT COPY Kit Expires 11/30/2014

PO Box 149341, Augtin, Toxas 75714 - 9387 (800) 2528023

Vea el reverso
para Espariol

MEDICAID / CHIP / CHARITY

Retum with blood spot cards if requested.

parent &

PROVIDER: Give fom o

Newborn S creening

* This kit is for the
collecfionof a newbom
SCreaning spacimean.

+ Callect the specimen and
comiplete fhe forms.
acoording to fhe
instructions on the back
of this kit.

+ SPECIMEN REJECTEDif
NO Date of Collecionor
NO Mewbom's Last Mame
is provided.

* Do not touch the blood

# D0 NOT ramaove fold owar
flap. Cover DRIED blood
spots with the flap before
mailing.

collecion area of the form.
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Following Testing (Page 2 of 2010 and 2011 Kits)

THIS FORM IS ONLY VALID ON SPECIMENS COLLECTED BEFORE JUNE 1, 2012.
DO NOT DISTRIBUTE THIS FORM FOR SPECIMENS COLLECTED AFTER JUNE 1, 2012.

=Tx 11-2000001 7 [N

Use and Storage of Newbom Screening Blood Spot Cards

Directive to Destroy Newborn Screening Blood Spot Card Following Testing

PARENT / MANAGING COMSERVATOR / LEGAL GUARDIAN
PLEASE READ CAREFULLY

What is newbom screening (NBS)7 The Texas Newbom Screening Program checks Texas babies
for & list of senous medical conditions. These condibons can cause desth or severs disabilty. Finding &
medical problem during newbom screening can help prevent problems and may save your baby's life.

How does your baby get screened? A small amount of your baby's blood is placed on & specal
DMEMEM.TMDMQFGTM i3 gent 1o e state laboratory and tested.

What happens after the blood is tested? Afier ®£sting, blood spot cards ane safely stored by the
Texas Department of Stete Health Sensces (DSHE] because they still have imporant public healh uses.
The main uses are: 1) quality assurance/quality control, such as making sure that testing equipment
continues o produce sccursis newbom screening st resuits for Texss babies, and 2) medical reseanch
[see Texas Health and Safety Code Sec. 33.017(b)-c) for 8 complete list of uses alowed by law].
S peciic information fhat could identfy your child and connect himher to 8 particular blond spot card is not
aliowed outside of DSHS withouwt permission from the child's parent, managing conse rvator, or legal
guardian unless othensse provided by lew.

You can have your haby’s blood sample destroyed if you do not want it to be used afier e newbom

screening Ests are completed. f vou are obkay with the sampke being stored and used, a5 described
above, then there are no further sieps for vou o Bke.

If o want your baby's blood sample o be desmoyed, ¥OU must fill out ALL of the informaton on this fomm
and send it back to DEHE st the address given below (DEHS will also accept the form from your
healthcane provider, once you have completed and signed e form). If the newbom soreening biood spot
card is deatroyed, the biond sample will not be available for any future needs you may have for the sample.

1. Fill pul 1he: enfine altached farm. Do nal leave any fedds biank.

Texas Deparimeniof Siale Heallh Senvices
Newbom Soreeding Labomlory, MC 1947
PO Bax 143347

2. Mail origina io:

Aushn, Texas T8T14-3347

Page | 4

Fill out this form OMLY if you WANT your baby's blood sample destroyed
after newbom testing is complete

I, (please print full name) hereby certify that | am the
(check one) O parent, 0 managing conservator, or O legal guardian of the child
named below, and | further certify that there is no court order in effect which restricts
my legal ability to make this request.

Aslparerrt, managing conservator, or legal guardian, Iamtellinf? DSHS to destroy my
child's blood spot card(s) after the ne rn screen testing is finished.

Full Name of Child:
Child's Date of Birth:
Full Name of Mother:
Contact Information:

(Telephone number, e-mail address)

(Mailing address)

{City, State, Zip)
Chackhare [ to instruct DSHS o destroy NBS spacimens from the child namad abave.

(Sigrature)

i haraby certify undar penalty of law that all

{Data)

farmation | have pmmednemmmrme and accurafe.
8 crime in Texas under Penal Code

Provider: Detach this Page and Give to Parent for Review
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Parental Decision for Storage and Use of Newborn Screening Blood Spot Cards (Page 2 of 2012 Kits)

Parental Decision for Storage and Use of Newborn Screening Blood Spot Cards -efectve swe 1, 2012

Please read below to decide what you would like DSHS to do with your PARENT: Please read this form. Select an option. Sign and return.
baby’s blood spot card when the Newborn Screening tests are finished.
1. FILL OUT the form below.

If you check the ‘OK’" box AND sign this form:

& All of your baby's blood spot cards will be kept safe and secure for up Baby's First and Last Name:
to 25 years.

® The blood spot cards may be used for public health research. The Baby's Date of Birth:
research may take place outside of DSHS. This research would study
public health problems like cancer, birth defects, or other diseases. Parent Phane Number:

& You can change your mind at any time. Call DSHS (see number below)
for details. Mather's First and Last Name:

If you check the ‘NO’ box OR do notsign OR do not fill out OR do not

return this form: 2. CHECK one box only and SIGN below.

& The Newborn Screening tests will still be done in accordance with I:l ‘ ' : I:l sNoa
Texas law. OK I give my OK for my | I do NOT give my ok
* Your baby's blood spot cards will be kept safe and secure. They will all baby's blood spot cards to be kept by 1 for my baby's blood spot cards to be used
be destroyed within two years. i DSHS after the Newborn Screen tests are | for any research outside of DSHS after the
& The umd SPOtCﬂrdS will NOT be used for Fl.lbllc health research mmplete_The de-identified blood spots : Newborn Screen tests are mmp|ete_ 1
outside DSHS. may be used for public health research | understand the blood spot cards will be
Can information about me or my child be released without my OK? outside of DSHS. 1 destroyed by DSHS within 2 years.
No matter your choice on this form, no information that identifies you or your
child can be released outside DSHS without your additional written OK.
There are a few exceptions, as provided by law.
(Parent Signature) {Date)

I've already sent this decision form. Do | need to send it again? NO. ) ) , ) o
One form applies to all of your baby's newborn screening blood spot cards. 3. RETURN this form to hospital or doctor’s office staff. They will send it in
with the blood spot cards. Or, you may MAIL it to:

Retum with blood spot cards if requested.

=T 12-2000001 X [N

For questions or more information: Call 1(888) 963-7111 ext. 7333 or visit

the web site: www.dshs.state. tx.us/lab/newbornscreening.shtm L?f;?ﬁ;’m‘m;ﬁgfaﬁfmgf&fsiDSHS] Vea el reverso

DSHS Laboratony Ser MBS Form EF 1413688 (June 2012) PO Box 149341 ey Trxas ara Espanol
Austin, Texas 78714-9341 [, (Al P pano

PROVIDER: Give form to parent &

Page | 5
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Texas Newborn Screening Parent Information Form (Page 1 of 2012 Kits)

TN

=TX 12-2000001 X

/

Baby's Last Name Baby's First Name

seralNumber B TXC12-2000001

Baby's Date of Birth

Texas Newborn Screening Parent Information

PROVIDER: Fill out baby's information above. Give this form to a parent.

Parent,
Congratulations on your new baby!

Take your baby to your baby's doctor when your baby is 7 to 14 days old.
Also, take this form! This is important. This will help the doctor get the
newborn screening test results.

What is newborn screening? It is a simple blood test to look for some
diseases. These diseases can cause a baby to get really sick or die.

Why should my baby be tested? If we find and treat these diseases
early, we can keep babies from getting sick or dying.

When is my baby tested? In Texas, babies have a newborn screening
test when they are 1 to 2 days old. This test is done again at 7 to 14 days
old. The test is done in accordance with Texas law.

How is newborn screening done? A little blood from your baby's foot is
put on a blood spot card. The cards are sent to be tested at the
Department of State Health Services (DSHS).

How do | get results? You can get the test results from your baby's
doctor. The results are sent to the doctor from DSHS in one to two
weeks.

Is more testing available? DSHS screens for many but not all diseases
your baby may have. More tests can be done. Ask your baby's doctor
and see www.babysfirsttest.org/find-condition.

What happens to the blood spot card after testing?
Starting June 1, 2012:

® DSHS keeps the blood spot cards in a secure place for up to
two years. By Texas law (Health & Safety Code Sec.
33.017(b)-(c)), the blood spots may be used during that time.
Uses include:
o DSHS and external quality assurance to make sure tests,
equipment, and supplies are working right;

o Developing new tests; and/or
o DSHS studies of diseases that affect public health.

e If you give your OK, your baby's blood spot cards will be
stored for up to 25 years, and they may be used for public
health research outside of DSHS.

|

Complete, sign, and return the "Parental Decision for Storage and Use
of Newborn Screening Blood Spot Cards” form to make your choice.

Mo matter your choice, no information that identifies you or your child can
be released outside DSHS without your additional written OK. There are a
few exceptions, as provided by law.

You can change your mind at any time.
For more information, call 1(888) 963-7111 ext. 7333 or visit:

www.dshs.state.tx.us/lab/newbornscreening.shtm

Vea el reverso

Texas Department of Sta
F.O. Box 149341, Austin,

Newbaorn Screening Program

Page | 6

PARENT COPY

Kit Expires 11/30/2014

TEXAS

para Espaiiol

INSURANCE / SELF-PAY




