FAQ

Parent Consent Process
Michigan BioTrust for Health

What does signed consent allow?

\ Signed consent allows left-over dried blood spots from
newborn screening to be made available for research.
Key points to remember:

* Consent is not permission for newborn screening.
Newborn screening is mandated by state law.

* Consent is not permission for storage. All dried
blood spots are stored indefinitely once newborn
screening is completed. Parents may contact the De-
partment of Community Health for additional steps to
request that dried blood spots not be stored.

When should consent be obtained?

\ Some time before the mother is discharged from the
hospital, ideally AFTER the NBS specimen is drawn.

\ After parent has been given and asked to read the New-
born Screening Brochure, Michigan Newborn Screening
Saves Babies and the BioTrust Consent Booklet, After
Newborn Screening.

Where does a parent sign?
\ The BioTrust Consent Signature Form is found on the
back of the NBS card.

Do both parents need to sign the form?
\ If parents agree to give consent, only one parent (or
baby’s legal representative) needs to sign the form.

What if the mother is under age 187
\ She may give consent if she is the baby’s legal represen-
tative. Ask if she is the legal representative or follow
your hospital’s policy to determine her status.

When should the consent form NOT be
signed?
\ Leave the signature line blank in these situations:
* Parents (or legal representative) decline permission to
use dried blood spots in research
* Legal representation cannot be determined
* Legal representatives are in disagreement
* Legal representatives do not speak English and transla-
tion services are unavailable
* Legal representatives are incarcerated
* Legal representatives are undecided

The newborn’s blood spots will be stored but not made available
for research until the legal representative contacts the state and
grants permission for such use.

What should be done with the consent form?
\ Return the white copy to the MDCH state public health
laboratory in the envelope with NBS cards. All consent
forms, both signed and un-signed, should be returned.
\ Give parent or legal representative the pink copy of the
consent form whether or not it was signed.

How do | answer a parent’s questions?

' Answers to the most commonly asked questions are in-
cluded in the BioTrust Consent Booklet, called After
Newborn Screening

= If parents want to know what type of research is be-
ing done: Dried blood spots may be used for medi-
cal and public health research on conditions affect-
ing children or adults. A list of studies is posted on
the website, www.michigan.gov/biotrust.

= |f parents want to know what oversight is provided:
MDCH follows guidelines to assure appropriate use
of dried blood spots to promote the public’s health.
All proposed studies are reviewed by a Scientific
Advisory Board for scientific merit, and by the Insti-
tutional Review Board (IRB) to protect human sub-
jects.

= |f parents want to know what steps are taken to pro-
tect privacy: There is a 2-step de-identification
process. First, leftover dried blood spot samples are
marked with a barcode, and all information that
could readily identify a child or family is removed.
Second, the barcode number used for storage is re-
placed with a different number before a sample is
released to a researcher.

\ If parents still have questions you cannot answer, ask
them to call the Newborn Screening Program at 1-866-
673-9939 or email newbornscreening@michigan.gov.

Where can | get more information?

\ All educational materials are available on-line including
the BioTrust Consent Booklet, BioTrust Consent
Signature Form and Newborn Screening Brochure in
English, Spanish and Arabic. Please go to
www.michigan.gov/newbornscreening and click on the
link, Information for Hospitals and Healthcare Pro-
viders.

What if I still have questions?

\ Call the Michigan Department of Community Health,
Newborn Screening Program at 1-866-673-9939 or
email newbornscreening@michigan.gov.
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