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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.

• 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.

• It 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



An information sheet has been added to the collection card.
Also provided in Spanish, Bosnian and Vietnamese.







Training Process

• 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.





What Did We Ask of Them?

• Begin this new step on July 1st 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:

• 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.







Logistics of Storing Samples

• We use upright, manual defrost, kitchen freezers.

– The freezers only cost about $550 each.

– Maintain constant temperature of – 20 to – 30o 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  
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