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Dear Dr. Bocchini:

As I indicated in my letter to your predecessor, Dr. R. Rodney Howell, I referred the Secretary’s
Advisory Committee on Heritable Disorders in Newborns and Children’s (Committee)
recommendations regarding the retention and use of dried blood spot specimens after newborn
screemng to the Interagency Coordinating Committeé on Screening in Newborns and Children
(ILC) for’ addmonal input regarding impleémentation:” I .charged the ICC to review the:.
Comrmttee s recommendafions and:subséquently submit & report to me-with responses regardmg
po 1b1e tutre 1mp1ementat1on of the recommeéndations. ‘T took the Committee’s: 5
recommendations into account, as I reviewed the ICC™s repoit;and I found beth documents
provided keen insight into the difficult issues surrounding the retention and use of residual
newborn screening | blood spemmens

In addition, the U S. Department of Health and Human Services (HHS) is currently involved in
activities to revise the Federal Policy for'the Protection of Human Subjects (the Common Rule),
which necessarily impact my consideration of the Committee’s recommendations. The Common
Rule establishes baseline ethical and reculator y requlrements for most federally funded human

" subjectsresearch and much academlc human subjécts research, 1egard1ess of the source of

funding. Currently, de-1 dentified specimens-and de-identified data collected for purposes other
than the proposed research can be used for research without any requnement for review by an
institutional review board or consideration of whether informed consént must be obtained.
However, as HHS indicated in an Advance Notice of Proposed Rulemaking, published in July,
2011, we are considering whether to modify the Common Rule such that, in the future, informed
consent would become the general rule for any research use of a biospecimen, even if de-
1dent1ﬁed

Takmg itito con51derat1on the ongoing réview and p0531b1e révision: of the Common Rule along
with the Commiittee’s recommendatiofis and thé ICC téport; I'decling-to-adopt the Committee’s
rocommendanons that all'state iewborn's seréening: programs-should have.pelicies in-place to: (1)
"specn“y who may access ‘and se dried blood: Specimens once-they-arrive at the newborn
'soreemng laboratory, (Z) address the d1sposmon of drled blood spemmens remaining after
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newborn screening; and (3) ensure that parents are aware of these activities and consider whether
documentation of parents’ wishes and willingness to participate are required. I also decline, at
this time, to adopt the Committee’s recommendation to explore the utility and feasibility of
establishing a national repository of residual dried blood specimens, but am willing to reconsider
this issue in the future, if re-submitted by the Committee after completion of any revisions to the
Common Rule.

Recognizing state sovereignty over newborn screening programs, I accept the remaining four
Committee recommendations addressing state and federal initiatives to educate newborn
screening stakeholders and facilitate a national dialogue among stakeholders. Federal agencies
can provide opportunities for states and other newborn screening stakeholders to engage in

* discussions and to share practices and experiences. I encourage representatives from the relevant

federal agencies to provide an update on these activities to the Cominittee at a future meeting.

I would like to commend the Committee on their review and analysis of issues related to the
research and use of residual newborn screening blood specimens to advance science and clinical
care for newborns and children. ' ‘ ' :

Sincerely,

Kathleen Sebelius



