Missouri NBS Sample Storage
Implementation
Combining the “Right Thing to Do” with “Doing it Right”
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Patrick Hopkins; Newborn Screening Laboratory Manager



New Statute: RSMo 191.317

The newborn screening samples will be stored for five (5)
years after the State Public Health Laboratory has completed

its screening (In the past, samples were destroyed one month
after the screening was completed).

The law allows the leftover samples to be used for
anonymous research.

The law states that parents shall be informed about this at
the time of sample collection and be given the opportunity
to opt-out/dissent from the sample storage and/or research.

The law provides parents three (3) opt-out options.



Parents Can Opt-Out of the Storage or Research

If they choose to do so, the parents may direct
the State Public Health Laboratory to:

1. Give the leftover newborn screening sample back
to them.

2. Destroy the leftover newborn screening sample
after the newborn tests are done.

3. Store the leftover newborn screening sample for
5 years but do not release it for research.



Implementation: Decisions and Actions

 We conducted 6 focus group sessions around
the state with parents.

 The general consensus was that parents were
fine with their child’s NBS sample being stored
and used for anonymous research as long as
they were informed about it and were given the
opportunity to opt-out.



Implementation: Decisions and Actions

 We contacted all the state laboratories that
were storing their NBS samples for 5 years or
longer.

e Asked several key questions about their
protocols.

 Asked what their Do’s and Don’ts would be in
hindsight.



Implementation: Decisions and Actions

We discussed the law with our Department heads
and legal counsel and considered our options.

Decided we would require the parent or legal
guardian to write the State Laboratory to opt-out of
the storage and/or release.

We would allow the opt-out at anytime during the 5-
year storage.

If the parents do nothing, the NBS sample will
automatically by stored and be available for
anonymous research after 3 months of storage time.



Implementation: Decisions and Actions

We did not want to have a check-off box on the NBS
collection form.

We did not want to force the parent into making a
decision while in the hospital when they are exhausted
and they are bombarded with so many other things.

We would provide an information sheet that would be
detached from the NBS collection form and handed to
the mother.

We would also provide the same information in the
take-home NBS brochure.



Implementation: Decisions and Actions

* Realized an opportunity for NBS education.
* Spent almost a year preparing this document.

e |t was a combined effort of:

— NBS Laboratory

— NBS Follow-up

— Genetics Advisory Committee

— Health Department Legal Counsel

— Health Department Governmental Liaison

— Health Department Office of Public Information
— Health Literacy Committee
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Many cisanders ane nat noliced at birth. et they can put the baby at risk for disability or death if nol found earfy. I results from this
scresning test are nat normal, your doctor will tell you about mare testing that needs o be done. Please make sure the hospital staff
gives you a Newbom Screening pamphiet. )

‘Once the newborm screening tes! is done, the Missouri State Public Health Laboratony will store the remaining newbom screaning
sampie for five (5} years. The storage is secure. Missouri state kxw allows for tha stored sample 1o be used for reseandch. The re- =
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I you choose NOT o aliow your balny's extra newbom soreening sample 1o be studied, select one of The abowe three options. Then &
write i the Laboratony Director at
Missouri State Public Health Laboratory Give: this, informalion: s —|
Mewborn Screening Laboratary Baby'sname Dt =
PO. Box 570 Dobys dota of e |Pog
Mother's N —
n City, MO 85102-0570 Flace where baby was bom
The oplion you selectad from above
State il you are the parent and legal guardian
Hyou have questions. or need assistence, please contact the Your curnent address
MNewborn Screening Laboratony at 573-T51-2662. YYour signature and cument dale (See other side) -
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An information sheet has been added to the collection card.
Also provided in Spanish, Bosnian and Vietnamese.



Detach This Copy and Give to Mother of Newborn!
Dear Parents of Newborn Baby:

T'o help give your baby a good start, Missouri law requires your baby’s blood to be tested for more than 50 disorders. A few small
drops of blood taken from the baby’s heel are put on special paper and then sent to the State Public Health Laboratory for testing,

tdany disorders are not noticed at birth. Yet they can put the baby at risk for disability or death if not found early. If results from this screening test are
not normal, your doctor will tell you about more testing that needs to be done. Please make sure the hospital staff gives you a Newborn Screening

pamphlet.

Once the newborn screening test is done, the Missouri State Public Health Laboratory will store the remaining newborn screening sample for five (5)
years. The storage is secure. Missouri state law allows for the stored sample to be used for research. The research may help improve methods for
spotting illnesses. The research may also find better ways to test, treat and cure major childhood diseases. Your baby is not identified to the researcher
in any way. After five years, the rest of the newborn screening sample will be destroyed.

The law allows the parent or legal guardian the option of not having their baby's extra newborn screening sample stored or studied. You may ask the
State Laboratory to:

*  Give the extra newborn screcning sample back to you

*  Destroy the newborn screening sample after the newborn tests are done

¢  Store the extra newborn screening sample for 5 years but do not release it for study

if you choose NOT to allow your baby's extra newborn screening sample to be studied, select one of the above three options. Then write to the
Laboratory Director at:

Missouri State Public Health Laboratory Give this information:
Newborn Screening Laboratory Baby’s name

P.0. Box 570 ' Baby's date of birth
Jefferson City, MO 65102-0570 Mother's first and last name

Place where baby was born

) . The option you selected from above
If you have questions or need assistance, please contact the State if you are the parent and lepal guardian

MNewborn Screening Laboratory at 573-751-2662. Your current address N
Your signature and current date  (See other side)




Benefits of storing newborn screening samples:

There are many reasons why newborn screening samples are kept, many of which benefit your family and other Missouri families.

In some cases, samples are requested by the family or the baby's health care team.
The baby’s sample is available to you for other health-related testing within five years of storage.
The baby’s sample is available to help identify a missing or deceased child within five years of storage.

If your child has an illness and is enrolled in a research study, parents may request that their baby’s newbom screening samplé
be returned to them in order that they may send it to the researcher within five years of storage.

For research purposes, all idéntifying information is removed from the samples (baby’s name, parent’s name, parent’s address, hospital
of birth, etc.). The researcher does not know who the baby is. These samples may be used to:

Provide quality assurance in the screening.

Do public health studies and research to help develop newborn screening tests and better understand diseases for the benefit of
the general public. '

e  Search for new markers for chronic diseases such as childhood leukemia, sickle cell disease, autism and diabetes.

Only those research projects that undergo careful scientific and ethical review will be given approval to use newbormn screening samples.



Training Process
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Framed it as “A New Step in Newborn Screening’
beginning July 1, 2011.

Conducted a webinar with OB Directors and
nurses from all over the state.

Circulated a Notice to all submitters of NBS'’s.
— Sent out on our NBS submitter notification listserv.

— Mailed out will all NBS lab reports for 6 weeks.

Placed it on the “What’s New” tab on our NBS
website along with the Mother’s Info sheet.



Missouri Department of Health and Senior Services
P0. Bow 570, Jeffarson Cy, MO BS1020570  Phone: 5737515400 FAX: ST3-751-6010

RELAY MISSOURI for Hearing and Speach Impaired 1-800-135-2066 WOICE 1-B00-T35-2466
Margarst T_ Donnslly Jsremiah W_ {Jay] Nixon
Direcior Govemor
June 21, 2011
IMPORTANT NOTICE

A New Step in Newborn Screening Sample Collection!

Beginning July 1, 2011 a new step will be required in the newbomn screening (NB5S) sample collection
process. This new step requires that the mother of the baby be given an information sheet provided by the
Department of Health and Senior Services informing her that her child has been screened for certain
dizgorders mandated by state law and that after the testing has been completed, the leftover NBS sample
will be stored at the State Public Health Laboratory for five years. This storage is now alsc mandated by
state statute (RSMo 191.317). Inthe past, NBS samples were destroyed one month after the screening
was completed.

Thiz iz NOT a consent process but simply a way to provide important information that explains why the
NBS sample iz being stored, what the parent's oplions are and how they request them if they choose to do
=0 (see attached information sheet). If the parents do nothing, the lefiover NBS sample will be stored by
the State Public Health Laboratory for five years and will eventually be made available for anonymous
research. If the parents wish to opt-out of this process, they can write a letter to the state laboratory
requesting one of three opt-out options:

1+ Give the extra newborn screening sample back to them

+ Destroy the newbom screening sample after the newbom tests are done

+ Store the extra newbom screening sample for five years but do not release it for study

With the storage of the NBS sample there are benefits for the child and child's family, benefits for the
MNewborn Screening Laboratory regarding quality assurance, and benefits for public health research.
These benefits are stated on the back of the information sheet. The sample storage is secure and the
anonymity and privacy of the family will be protected. The parents may opt-out at any time during the five
year storage process. After five years the samples will be destroyed.

In order for this process to be successful, the DHSS needs your assistance. What we are requiring
of you is for the information sheet to be given to the mother of the baby at the time of the NBS sample
collection and to verbally provide her some information pertaining to it:
+  Tell her that it is information about the NBS test that is being done on her child and what will
happen to the sample after it iz screened.
+  Tell her there is information on both sides of the sheet.
»  Tell her if she has any questicns she can call the phone number on the sheet.

We have provided the attached copy of the information sheet for you to photo copy and hand out until your
current inventory of collection cards is used up. With future shipments of NBS collection cards, this
information sheet will be included as a tear off copy that can be detached and handed to the mother of the
newbomn at the time of sample collection.

If you have questions, please contact Patrick Hopkins, Newborn Screening Laboratory Manager, by
telephone at 573-751-2662 or email Patrick Hopkins @ health mo . gov
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What Did We Ask of Them?

* Begin this new step on July 15t 2011.

* Detach and hand the top sheet of the
newborn screening collection form to the

mother of baby after the sample is collected
(but use copies of the pdf we provided until current
card inventory is used up).

* Verbally provide the mother some information
pertaining to this information sheet.



Suggestions on What to Say to Mother:

e Tell her that it’s information about the NBS
test that is being done on her child and what
will happen to the sample after it is screened.

 Tell her there is information on both sides of
the sheet.

* Tell her that if she has any questions she can
call the phone number on the information
sheet (the NBS lab).



What About Research Requests?

 We created a NBS Sample Storage and Release

Subcommittee of the Genetics Advisory
Committee.

* This committee was charged with:
— Giving guidance on determining priorities for the types of
research we would allow.
— Reviewing all research requests before involving the IRB.
— Assuring that only anonymous research is conducted.
— Continual monitoring and guidance of the process.



Research Request Protocol for NBS Samples

MSPHL with 2. for NES 1 J MSPHL requires the following to be provided by the

e 2 Required DHSS IRB forms incnding a detailed
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l

NBS Sample Storage Subcommittes reviews request to decide if
the MSFHL should proceed with determinmg a cost estimate.

MSPHL produces a cost
estimate by determyimmg: /
a TleNBS-sanq:le

MSPHL notifies the researcher of the total cost estimate
a. IRB approval from the researcher’s institufion.
b. Proof of project fimding source and amount.
e All DHSS IEB appheation forms from above.

ez 1

Eesearcher

installment for the NBS . approved by DHSS and requests an advance installment for
sample processing fee. the NBS sample processing portion of the fee.

l

MSPHL processes the request for the samples and logs all me commtted to project. Samples are sent to
the researcher with a final invoice reflacting the additional labor and shipping costs. MSPHL participation
in the project is logged on the MBS Sample Storage website information page.




Missouri Newborn Screening Sample Storage and Release Policy

The Missouri Newbom Screening (MBS) sample Storage Process was implemented on July 1%, 2011.  Missouri state Law (Section
191:317) requires the Missouri State Public Health Laboratory (MSPHL) to retain the NB5 samples for five |5) years after the testing has
been completed and then to destroy them after the 5 years of storage has ended. The law allows the department to release the
samples for the purpose of anonymaous research, and allows the department to charge a reasonable fee for the use of such samples for

anonymous research and for preparing and supplying samples for anomny research proposals approved by the department.

This same law provides three (3) opt-out/dissent options for the parents or legal guardian if they do NOT wish the department to
release their child's leftover MBS sample for anonymous research. These options are provided to parents at the time of sample
collection in an information sheat that is detached from the MES sample collection card and provided to the mother of the newbom by
the hospital staff. This information sheet is available in English, Spanish, Bosnian and Vietnamese.

The three (3] opt-out options available to the parents after their child's MBS testing is completed are:

1). Return the leftover sample to the parents
2). Destroy the leftower sample in a scientifically acceptable manner
3). Store the leftover sample for 5 years but do not release it for anonymous research.

To opt-out of the sample storage and/or release, the parent must write the MSPHL and request the opt-gut choice in writing, and they
may do so at any time during the 5-year storage process. If the parent does not choose one of these options, the specimen will
automatically be stored at the MSPHL and may be releasad for approved anonymous research after the first three months storage time
has transpired and until an opt-out letter is received by the MSPHL. When the MSPHL receives a letter from parents requesting one of
the opt-out selections, their request is immediately granted. The MSPHL sends a letter back to the parents stating that their request
was fulfilled along with a copy of their original opt-out letter. The MSPHL keeps both electronic and hard copy records of all opt-out
Cases.

There are numerous benefits to public health in retaining residual NBS samples. Residual NES samples are the only available
opportunity for a complete population study to be conducted since there is a sample received on virtually every baby born. In addition
to this, the NBS5 sample is sometimes the only remaining evidence available to the family from their child if their child becomes missing_
The main benefits to NBS sample storage are:

= Ouality e and imp it fior the MBS |aboratory.

= Research for new technologies and for detecting new disorders.

«  Research for new treatments and cures for major childhood diseases.

»  Population incidence research on disorders and environmental contaminant exposures.

= Parents can recall the specimens to help determine the cause of an unexplained death of their child |51D5).

= Parents can recall the specimens to aid law enforcement in identifying their missing child.

The MBS Sample Storage and Release Subrommittes, 3 subcommittee of the Missouri Genetics Advisory Committes, reviews all
research requests for stored NBS samples, determines priorities for the types of research proposals to be considered, and assures that
only anonymaous research is conducted. This committes determines if the MSPHL should proceed with sending the request through the
Department of Health and Senior Services (DHSS) Institutional Review Board (IREB) for review and final approval.

If the research request is approved by the DHSS IRB, the MSPHL will contact the researcher that made the request and provide an

estimate of the cost for processing their research request. The MSPHL will provide approved researchers with small punches from the
samples, and no records will be kept of which samples were used for any particular research request. No samiples will be provided for
research projects until they have been stored for at least 3 months to allow time for parents who wish to write the MSPHL to opt-out.

The DHSES will maintain an information page on the MBS website displaying all the anonymous research projects that were granted
approval for using stored NBS samples, the parent opt-out process and other related information regarding MES sample storage and
release.




Logistics of Storing Samples

* We use upright, manual defrost, kitchen freezers.
— The freezers only cost about $550 each.
— Maintain constant temperature of — 20 to — 30° C.
— They are very reliable and very quiet.
— Can store 3 months of samples in each one.

 We keep electronic and hardcopy records of opt-
outs.

* We send a letter to parents confirming that we
complied with their request, and include a copy of
their original opt-out letter.



Status of the Process to Date

* Feedback from hospitals reveals that the
process is working fine for them.

 We have had 9 opt-out letters to date:

— 3 for destroy
— 3 for store but don’t release
— 3 for send back to parents

* All opt-outs have been home births.



Universal Recycling: An Opt-Out Analogy




THE MURDER THAT NEVER WAS

Wrongly imprisoned for her baby’s death, a Missouri mother is finally freed

YING ON A PINK-WAD-PURPLESTRIPED
22-month-old David
Jr.. stout, chubby-faced

beanbag
Stal

ontentedly, is enjoyin
neal. For his mother, Patri-

and co
morning
cia, 20, feeding him i no ordinary
task. She pours formula into a tube
connected to David’s stomuch through
an opening in his abdomen and waits

< slowly

patiently as the liquid d
down. David, or D.J., requires meticu-
lous care because of a discase that
makes it difficult for his body to digest
proteins. But Patti isn’t complaining.

David is alive, and extraordinary as it

may seem, i it weren't for the diag-

nosis of his genetic illness, she would

still be serving a life sentence—for

murder.

*I want to move on, o | try to act like

nothing ever happene avs Patti,

cradling 1).). in her arms as she

Photographs by <1991 Keri Pickett

A “ will never forget,” says Patricia Stallings of the day her son Ryan was taken fatally ill and the family's ordeal began.

sifts through the terrible memories of
all she has been through.

It was five vears g

1at she met
David Stallings, a plate engraver,
while workingat a 7-Eleven in S1. Lou-
5. They married in 1988, and after
having ason, Ryan, in April 1989, they
moved o nearby Hillshoro. But Ryan
was never quite well. He could not

hold down his formula and soon be
eaweek. “Wekind of

Patti remembers. “lle

vomiting

used to it
fooked sonormal.” Then, on the mom-
ingof July 7, when Rvan was 3 months
old, Patti found him listless in his erib,
is breathing
il She set out
with Ryan to meet her physician at
Children's Hospital in St Louis. but in

staring at the ceiling

heavy, his Hps shut

her panic turned off the freeway 1o
soon and arrived at Cardinal Glennon
Children’s Hospital instead.

Ryan was immediately placed on a

respirator. For three ;ul;_'u:»hn':lti:lj\x

Patti and David waited as doctors trie

It wasn’t

1o figure out what was wrong.
letecti
ing the Stallingses at the hospital that

until police tives began question-

the couple understood they were under
suspicion: Tests indicated the pres-
ence of ethylene glycol —an active in-
gredient in antifrecze—in Rvan's
blood. Police believed the Stallingses
had poisoned their own son.

But the nightmare had just begun.
At the station. investi
ly pounded the eouple with ques
Did they have fights? Was Patti §
of the baby? *“They even told
had failed her lie detector tes

ators relentless-

Paui

. says
David. In fact the results had been in-
conclusive. but a seed of doubt had

been planted. *It was just for a sec-

ond,” recalls David. ™
came back. and I said, "They're«
7. " After Ryan spent his 12th day in

nmy senses




St. John’s Hospital - Joplin, MO

May 23, 2011
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