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Storage and Use of Newborn
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New Requirements — June 1, 2012



N IEXAS HB 1672 and HB 411
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Presenter
Presentation Notes
Two bills outline the requirements regarding the storage and potential use of dried blood spots after completion of the newborn screen.
-House Bill 1672 of the 81st Texas Legislative Session
-House Bill 411 of the 82nd Texas Legislative Session 

It is the responsibility of the Newborn Screening Program and healthcare providers who collect newborn screening specimens to ensure the implementation of these requirements.
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Iy TEXAS
e e Agenda

o History — HB 1672, HB 411

 Comparison of Requirements under Different
Laws

« New Forms for HB 411 starting June 1, 2012

 New Healthcare Provider Responsibilities for
HB 411

* Logistics of Transition
e HB 411 Points of Contact / Resources
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Presenter
Presentation Notes
This presentation focuses on:

History – HB 1672, and an introduction to HB 411
Comparison of Requirements under Different Laws
New Forms for HB 411 starting June 1, 2012
New Healthcare Provider Responsibilities for HB 411 
Logistics of Transition
HB 411 Points of Contact / Resources for navigating the requirements under HB411


B TEXAS History of

Departmen

StateHeaIthSewce BIOOd Spot Storage and Use LaWS

May 2009 - HB 1672

 OQutlined allowable uses of residual blood
spots

 Required healthcare providers to give a
form to the parents when the newborn
screen was collected

* Information about the uses of the blood spots
« Parental request for destruction of the blood spots
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Presenter
Presentation Notes
House Bill 1672 was passed in May of 2009. This law:
Outlined allowable uses of residual blood spots
Required healthcare providers to give a form to the parents when the newborn screen was collected
The form gives information about the uses of blood spots, and also gives parents the ability to request for the destruction of their baby’s blood spots after testing.



B TEXAS History of

Departmen

StateHeaIthSewce BIOOd Spot Storage and Use LaWS

May 2011 - HB 411

o Effective June 2011 - Strengthens the DSHS
management review and approval processes of
proposed post-screening uses

o Effective June 1, 2012 - Requires
parental consent for:

e Storage longer than 2 years
 External public health research uses

e New “Decision” Form

Page 5


Presenter
Presentation Notes
In May 2011, House Bill 411 was passed.
As of June 2011, HB411 strengthened the DSHS management review and approval processes of proposed post-screening uses.
Effective June 1, 2012 HB411 requires parental consent for:
Storage of their baby’s dried blood spot card, after completion of testing, for longer than 2 years
External public health research uses
The changes brought on by HB411, require the use of a new form. The new “Decision” Form.
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k) TEXAS Comparison of Timeframe

Department of

State Health Sevices Requirements

o Storage of Residual Blood Spots

 Allowed Uses
* Internal DSHS
 External Research

« Parent Options ‘June 1, 2012

HB 411

“May 27, 2009
HB 1672
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Presenter
Presentation Notes
Comparison of Timeframe Requirements between the two laws (HB 1672 and HB411):
There are 3 parts of the legal requirements under HB1672 and HB411. We’ll discuss the differences between these two laws in each of those areas.
The areas are:
Storage of Residual Blood Spots
Allowed Uses (both external and internal to DSHS)
Parent Options
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Department of
State Health Services

Blood Spot Storage

Length of Storage after Completion of the Newborn

Screen Test

Prior to
May 27, 2009

May 27, 2009
through May 2012

(HB 1672)

Beginning
June 1, 2012
(HB411)

Up to 25 years

Destroyed in February
2010 per legal
settlement

To be determined

All blood spots are
stored for up to 2 years
and then destroyed
unless the parent
submits a completed
decision form allowing
for longer storage.
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Presenter
Presentation Notes
The first item of discussion is the storage of dried blood spots. The length of storage after completion of the Newborn Screening Test differs dependent upon the time frame in which the specimen was collected and which law was/is in effect.

Any blood spots from newborn screens drawn prior to May 27, 2009 have all been destroyed as of Feb 2010 (per legal settlement stemming from determinations of HB1672).
The length of time for storage of specimens drawn between May 27, 2009 and May 2012 (in which parents did not submit a destruction request) is “To be determined” as of June 1, 2012 pending a decision from Executive DSHS Leadership.
Beginning June 1, 2012, all blood spots are stored for up to 2 years and then destroyed  (unless the parent submits a completed decision form allowing for longer storage).


Bx ) TEXAS - - -
Protection of Patient Privacy

State Health Services

IMPORTANT:

 No information that identifies the
child or parent can be released
outside DSHS without specific
written OK from the parent

« Specimens are stored safely and
securely
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Presenter
Presentation Notes
The 2nd part of the legal requirements under HB1672 and HB411 that we’ll discuss is allowed uses:

When discussing allowed uses of newborn screening dried bloodspots, it is important to note that there are strict controls in place regardless of the law that was in place at the time. The following is true for all specimens stored by DSHS and allowed for any internal or external uses.
No information that identifies the child or parent can be released outside DSHS without specific written OK from the parent
Specimens are stored safely and securely



B TEXAS
Deparmentsl e Allowed DSHS Uses

e Allowed uses include:

e Quality assurance to make sure lab tests,
equipment, and supplies are working right

* Developing new tests; and/or
 DSHS studies of diseases that affect public health.
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Presenter
Presentation Notes
Internal DSHS allowed uses include:
Quality assurance to make sure lab tests, equipment, and supplies are working right
Developing new tests; and/or
DSHS studies of diseases that affect public health. 



'*#'I.Efnii Public Health Research Use
ha outside of DSHS

State Health Services

During all timeframes:

« DSHS IRB and management approval required
 De-identified blood spots only

May 27, 2009 through June 1, 2012 or
May 2012 Later
Allowed only if parent provides
. written consent (decision form).
Not a_ll!owed without study Uses must follow DSHS policy
specific parental consent.

for required management and
IRB approvals.
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Presenter
Presentation Notes
Regarding allowed public health research uses outside of DSHS:

During all timeframes:
DSHS IRB and management approval is required
And only de-identified blood spots can be used.

Specimens that fall under HB1672 (specimens that were collected from May 27, 2009-May 2012) are not allowed for public health research outside of DSHS, unless study specific parental consent is obtained.
Under provisions of HB411 – specimens collected June 1, 2012 or later, may be used for public health research outside of DSHS only if the parent provides written consent (in the form of the decision form). Any uses are still subject to DSHS policy for required management and IRB approvals. 

To reiterate, by giving consent through the Decision form to allow external research uses, the parent is not allowing the release of any personal health information. This sort of information release would require a separate, study specific consent.



.

Bx ) TEXAS
O s Parent Options
May 27, 2009 through June 1, 2012 or
May 2012 Later
HB 1672 HB 411
Parents may choose to have the
Parents may direct DSHS to blood spots stored for up to 25
destroy their child’s blood spots years and to possibly be used for
within 60 days de-identified public health
research uses outside of DSHS.
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Presenter
Presentation Notes
The 3rd part and last comparison in the timeframe differences between HB1672 and HB411 is “Parent Options”:

If a specimen was collected between May 27, 2009 and May 31, 2012, parents can direct DSHS to destroy their child’s blood spots within 60 days.

Beginning June 1, 2012, under HB411, parents may choose to have their child’s blood spots stored for up to 25 years and to possibly be used for de-identified public health research uses outside of DSHS.
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TEXAS

Department of
State Health Services

New Forms — June 1, 2012

New Forms for HB 411
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Presenter
Presentation Notes
The passing of HB411 required the development of 2 new forms that are part of the 2012 specimen collection kit. 
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B
b New Forms — June 1, 2012

State Health Services

HB 411 requires the distribution of 2 new forms
to parents upon collection of each newborn
screen

o Effective date: June 1, 2012
« Explains parent options

e Gives parents a means to allow or refuse long-
term storage and use of specimens

» Replaces requirement to distribute current “Parent
Copy” and “Disclosure / Directive to Destroy”
forms
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Presenter
Presentation Notes
HB 411 requires that healthcare providers distribute 2 new forms to parents upon collection of each newborn screen:
The start date for the distribution of these new forms was June 1, 2012
The new forms
Explain parent options
Gives parents a means to allow or refuse long-term storage and use of specimens
This requirement to distribute these forms replaces the requirement to distribute current “Parent Copy” and “Disclosure / Directive to Destroy” forms (that are attached to the 2010/2011 newborn screening kits).


.
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Xy TEXAS

cprmens N @w FOrms — June 1, 2012

Goals of Form Development Team

Ensure parents understand their choices
Ensure compliance with parental choices
Streamline healthcare provider distribution
Ensure compliance with law

Streamline DSHS processing

Ensure enough information is requested on forms
to match forms to specimens

Maximize parent / patient privacy
Improve general Newborn Screening education
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Presenter
Presentation Notes
The form development team put a lot of thought and work into the information and design of these new forms.
Goals of the Form Development Team:
Ensure parents understand their choices and that there is compliance with parental choices 
Ease and streamline healthcare provider distribution of the new forms
Ensure compliance with the law
Streamline DSHS processing (an easy process allows for better compliance)
Capture enough demographic information on the forms to match forms to specimens
Request as little information as possible to maximize parent/patient privacy
Improve general Newborn Screening education




Bk TEXAS
cprmens N @w FOrms — June 1, 2012

Development Summary
o 22 draft versions
e Developed with input from:

» Professional medical organizations including TMA, TPS,
and THA

 Parents
« Submitting facility physicians, nurses, and technologists
« DSHS Laboratory and Clinical Care Coordination staff
» Legal advisors
 Reviewed by
 DSHS Executive Leadership
* Texas Legislative Offices
» Healthcare Provider Stakeholders
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Presenter
Presentation Notes
To give some background on the form development:
There were 22 draft versions of the new forms
Developed with input from:
Professional medical organizations including TMA, TPS, and THA
Parent feedback
Submitting facility physicians, nurses, and technologists
DSHS Laboratory and Clinical Care Coordination staff 
Legal advisors 
Reviewed by
DSHS Executive Leadership
Texas Legislative Offices
Healthcare Provider Stakeholders
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B TEXAS _
et Pgrent Information Form

 Page 1 of 2012 Kits (Replaces Page 1 of previous Kits)
* English / Spanish — Front / Back
» Distribute to parent upon collection of each specimen
 Parents should take form received at collection of first screen to
their baby’s doctor when the baby is 7 to 14 days of age
* Will be OK to still distribute older version beginning June 1.
= | = ;
| et b k iR |
Medicaid / CHIP / Charity Insurance / Self-Pay
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Presenter
Presentation Notes
The 1st page of the new forms is the Parent Information Form:
Page 1 of 2012 Kits (Replaces Page 1 of previous kits)
Is English / Spanish – Front / Back
Is to be distributed to parent upon collection of each specimen
Parents should take the form received at collection of first screen to their baby’s doctor when the baby is 7 to 14 days of age
Will be OK to still distribute older version (the parent information page [Page 1] on the 2010/2011 newborn screening kits) beginning June 1.
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Xy TEXAS

Department of
State Health Services

Parent Information Form

Parent instructions to take form
received at 15t screen to doctor
when baby is 7 to 14 days of age

02

07-06

Information about residual
specimen storage / use and
Parental Decision form
(Page 2)

i

Baby's Last Mame Baby's First Mame

Baby's Date of Birth

sefunmeer B0 T 11 At

Texas Newborn Screening Parent Information

PROVIDER: Fill out baby's infn‘waﬁon above. Give this form to a parent.

Parent,
Congratulations on your nesy baky!

ake your baby to youwr baby's doctorwhen your baby is 7 to 14 days old. Also,
take this form! This iz important. This will help the doctor get the nesdorn
soreening test results.

‘What iz newbom screening? t is a simple blood test to look for some
dizeases. These disesses cancause a baky to get really sick o die.

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

‘When is my baby tested? In Texas, bahies have a nesmdorn screening test
whenthey are 1 to 2 days old. This test i done again at 7 to 14 days old. The
test iz done in accordance with Texas law.

How is newborn screening done? 2, lithe blood from your haky's foot iz put on
2 blood spot card. The cards are zent to be tested at the Departmernt of State
Health Services (DSHS).

How do | get results ? You can get the test results from your bakby's doctar. The
results are sent to the doctar from DSHS in one to bvaweeks.

1= more testing available? DSHS screens for many but not all dizesses vour
baby may have. More tests can be done. Ask your baky's doctor and see

wney bk =t sttest orgfind-conddtion.

‘What happens to the blood spot card after testing?

Starting June 1, 2012

& DSHS keeps the blood spot cards ina safe and secuwre place for up to
two years. The blood spot cards may be used to;

o Make sure the nesiborn screening tests areworking right;
o Develop nesw nendiorn screening tests; andior

o Study dizesses that affect public health.

of DEHS.

Complete, sign, and retum the "Parental Decizion for Storage and Use
of Meswhiorn Screening Blood Spot Cards" form to make your choice.

You can change your mind at any time. Call the information number

below to get details.

Mo matter your choice, no information that identifies you or your child can
be releazed outside DSHS without your sdditional written Ol There are

a fewy exceptions, as provided by law.

For more information, call 1(555) 963-7111 ext. 7333 or
wiztt: waanne dehe state b usilabinesborrecreening shtm

If you give your Ok your baby's blood spat cardswill be stored for up
to 25 years, andthey may be used for public health resesrch outside

INSURANCE / SELFPAY

Vea el reverso

e DE I RER T OV 5 B HE! SEWes - Newbor Soeenag Program
B0 B0 14 034, Avsla, Texms. FATIS - 0341 (B 2528023

FPAREMT COPY | Kit Expires MMDDIYYYY

&

ra Espafiol

Expanded and simplified
general newborn screening

information
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Contact phone number and
web address



Presenter
Presentation Notes
More detail about the parent information form.

If parents have any questions, they can reach the DSHS lab at the contact information provided on the form.


Department of

I*‘;W\TEXAS Parental Decision for Storage and
e Use of NBS Blood Spot Cards

Page 2 of 2012 Kits (Replaces Page 2 of previous kits)

English / Spanish — Front / Back (Viethamese online)

By law, starting June 1, 2012, MUST be distributed to parent upon collection of
each specimen

Intent is that all parents make a decision one way or the other

Parents may:

* Complete form and return to healthcare provider to be shipped with any regular
newborn screening specimen shipment; OR

« Mall in at a later date

Parental Decigion for Storage and Use of Mewborn Screening Blood Spot Cards Wiy Jyra 1. 709%

Plowse rewd belos b0 decide wivil you would like D515 to do with your baby's blood PARENT. Plessi piad thee form. Splie] s oplion. Zigo and piurs
sl cared wnzn U Hiswisn Scrorning bests an foneshed
1. ERL QUT the farn bl

Dabry’s Firet and Las Hans

W s clvisch e 0K Bos AN sign Bhis Form:
& AN Al your baby's e spal candh will b bap BATH Bnd Becurs 16 1515 36 yRank

* The biond spal carss may be used for puble eslh resesnch. The resesrch may bake Dabry's Cabs of B
glac cut it of DERHE T rachmar ch wikd suy pulic sl h probises [on CAfcer, :
birth deiects, of oiher disenses Parenl Phone Muniser
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Presenter
Presentation Notes
The 2nd page of the new forms (Parental Decision for Storage and Use of NBS Blood Spot Cards):
Page 2 of 2012 Kits (Replaces Page 2 of previous kits)
Is English / Spanish – Front / Back (Vietnamese translation is online)
By law, starting June 1, 2012, the form MUST be distributed to parents upon collection of each specimen
The intent is that all parents will make a decision one way or the other
Parents may:
Complete the form and return it to the healthcare provider to be shipped with any regular newborn screening specimen shipment; OR
Mail it in at a later date
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Department of

e Use of NBS Blood Spot Cards

Parental Decision for Storage and

Explanation
of Choices

0750600002

Parental Decigion for Storage and Use of Mewborn Screening Blood Spot Cards Wiy Jyra 1. 709%

Plewss resd below bo decide st ywou would like 0505 to do with your Balby's blood
sl cared wnzn U Hiswisn Scrorning bests an foneshed
W yda elvisch B 'OK Baa AR sign Bhie Barn:

& A Al pour bbytt Basd epal Sandt vl B bipl B8 A Badurs 160 15 10 25 Rk

* The biond spal carss may be used for puble eslh resesnch. The resesrch may bake
glac cut it of DERHE T rachmar ch wikd suy pulic sl h probises [on CAfcer,
birth deiects, of oiher disenses

® 1A G b oubed 50 neeiarch, DEFH S will baep & il Ofe Bitod sl This 6 Gl
a reesded for your crds medcsl care

* Wi G changs your mind o ey brte. Call 5HS (3ne furmber Bl Tor el

I yosna cltwesch D "HO Bosat URL by nnd ssign O ohon ool 000 ol QS ddoy mood ey Bl Do
= e Neratscens Sermerarg el s wil $ [ G0 18 ins scconoarns with Taoag e

* Your baby's biood spol cards will e bepl safe and secure. They will be destroyed
wilhan bats o

+ The biood spot cards wil NOT be used for putlic heaith resesrch outzise DSHS

Cany indformmvalion skl mre or ey child be relrered wilfueol iy ORT B saller o
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Foar queastions of more ilfcemation: Cal 000U 5637117 st FIE) o vl T sl Sl
soevredshs Elas L ug b beérs bomecrasning shin
e LTyt B 0 i o BT g Y

Parents only need
to complete form
once per child

PARENT. Pleati poad (ke form. Sebig] ar

1. ERL QUT the farn bl
Dadry's First and Las Hares

optin. Sy and piyrr

Dabry’s Dabs o Dirdr

Pareil Phone Hurier

Mdtee's First and Lo Hamg

2. CHECK ore hox anly and SIGH el

1 'OK g || WO Tmmseme—

o Toe iy babnys ool apol cards bo e umed
¥ e afry picoch cubias of DEHE Afsr T
§ Mawadnan Scymen lede e congdeta |
* wuncier shand thes biood spot cands wl be
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[MEMES B Tk BBt e iy 184EE A

complele. They ey b used Tor pubsic
Feaalth réassarch elsede of DMz

§ ety by DEHE willin 3 years

{Farent Sgnalirel

[iar=i]

ihis foef to hospetal or doctor's ofice stafl. They will gend & in
-nll' the blaod spetfeands, O, you may MAIL 19

Tarecas [ mp avirraaesh o Eifon Ho 2 Sared oars (D 584ED

e $ TECAS
A, Tasas TRT 81O hf‘

\ea el reverse
para Ezapafial

Signature is required to
process ‘OK’ selection
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Forms without a
signature or a
selection will
default to “No’

PROVIDER Gieg feemito paterd & Bpigrs wilk blosd spot cands f requesied
' 1



Presenter
Presentation Notes
A closer look at the Parental Decision for Storage and Use of Newborn Screening Blood Spot Cards:
The form explains choices
Provides information letting parents know that only one form needs to be completed per child and all specimens drawn for that child will be processed the same way.
Forms with no signature or no selection will default to the “No” option.
A signature is required to process the “OK” selection
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Xy TEXAS

Department of
State Health Services

New Healthcare Provider Responsibilities
for HB 411

Page 20
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Department of
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Responsibilities

Healthcare Provider

Step 1: Distribute to parents upon collection of each newborn screening

specimen.
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Presentation Notes
Step 1: Distribute to parents upon collection of each newborn screening specimen:
Texas Newborn Screening Parent Information” (Page 1 of 2012 Kits)
Parental Decision for Storage and Use of Newborn Screening Blood Spot Cards” (Decision form) (Page 2 of 2012 Kits)
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STEP 2: Advise parents that they should :

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.

Read Page 2, “Parental Decision for Storage and
Use of Newborn Screening Blood Spot Cards”,
select an option, and return to DSHS.

Parents may return the form to the healthcare provider
at the time of collection or mail it into DSHS at a later
date.
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Presenter
Presentation Notes
STEP 2: Advise parents that they should : 
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. 
Read Page 2, “Parental Decision for Storage and Use of Newborn Screening Blood Spot Cards”, select an option, and return to DSHS. 
Parents may return the form to the healthcare provider at the time of collection or mail it into DSHS at a later date.
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STEP 3: Check the box on the s W p—
demographic form (Page 3) that the - == -
“Use and Storage...” form was given  |-= X

to the parent. o e el B = g oy B
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STEP 4: If requested by parent,
return the completed form to DSHS
along with any regular newborn
screening specimen shipment -
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Presentation Notes
STEP 3: Check the box on the demographic form (Page 3) that the “Use and Storage…” form was given to the parent.
STEP 4: If requested by parent, return the completed form to DSHS along with any regular newborn screening specimen shipment.
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What do Healthcare Providers do SIEP: Dissam pge £ 81 K

e

with the older collection kits (2010 ==\
and 2011) starting on June 1, 20127 — Lfﬁ_&_\

\
Continue to use the 2010 and 2011 ’
collection kits through the kit expiration
date.

STEP 2: Print full-page
parental decision form
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Presentation Notes
Beginning June 1, 2012:
What do healthcare providers do with the older collection kits (2010/2011)?

Continue to use the 2010 and 2011 collection kits through the kit expiration date.

Step 1: Discard Page 2 of 2010 or 2011 kit
Step 2: Print 8½ x 11 version of “Parental Decision Form” from the DSHS website http://www.dshs.state.tx.us/lab/nbsBloodspots.shtm 
Step 3: Give 8½ x 11 version of “Parental Decision Form” to parent (essentially, replacing the “destruction request form” with the “parental decision form”).


http://www.dshs.state.tx.us/lab/nbsBloodspots.shtm

B TEXAS .
D i Educational Resources

o Official notification letter
 Monthly NBS listserv updates
o Kit order inserts

 Website updates

 Webinars

« CE modules

e Video
 Pamphlets / flyers
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Presentation Notes
DSHS has made a variety of educational resources available to healthcare providers. These resources provide information and training on all aspects of newborn screening including changes required under House Bill 411.

Regular newborn screening program updates through an email list service. Please contact the DSHS lab if you would like to be added to the listserv. See contact information on the final slide.
Continuing Education (CE) modules, videos and access to free pamphlets and flyers available on the DSHS website

http://www.dshs.state.tx.us/lab/nbsBloodspots.htm
http://findicons.com/icon/86228/video?id=86344

_k .
By TEXAS
Depariments e Resources

Web

Phone:
1-888-963-7111, ext. 7333, or 512-776-7333

Email:
NewbornScreeningLab@dshs.state.tx.us
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