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MEETING OBJECTIVES

* Understand State concerns of the NBSSLRA.
* Describe impact on Federally funded research.
* Discuss impact on State IRBs.

* Discuss whether NBS lab activities may be research or
non-research.

e Discuss broad consent for future use of residual DBS.

* |dentify ways to educate public about NBS and
options to participate in NBS research.



RECAP

AGENDA DAY 1: Monpay, JuMe 1, 2015
Mew HampPsHIRE BaLLROOM

HOST: Jelili Ojodu, MPH, Association of Public Health Laboratories

8:00

B30

115

900

215

9:25

945

Breakfast [sereed New Hampshire Ballroom)

Wielome

Seztement of Mewbom Screening Saves Lives Act
Satement of broad concems

Scope of meeting

Desired cutcomes of mesting

Porticioant Introduct

The development of the language for the Newborn Screening Saves Lives Act
Amendment | Peter Kyriscopoulos, Assogation of Public Hemlth Laboratonies

Sumimaary and Highlights of the Mational Institutes of Health [NIH] Mesting on
Informed Consent | Tiina Uiy, PhD, Motiona! lnstitutes of Heaftf, LS
Dapartment aof Health and Human Servoes

Recommendations from the Secretary’s Advisory Committee on Human
Research Protections Meeting and Discussion of Implications | Michelle
Hucknby-Leswis, MDD, IO, Johrs Hopking University

Fecommendations from the Advisory Committes on Heritable Disorders in
Mewborms and Children Meeting and Discussion of Implictions | Jos=ph &
Bocchini, Ir_, MID, Advisory Committes an Heritebie Disonders in

Mawborns and Childran

Comments and Ouesticns

Bresk

Stmbe and Federal Considerations Regarding the New Amendment for State
Mewhaorn Scres=ning Programs

This session will feature presantodions providing o badrgrownd ond information
on =ate and fedaral tokeholdars.



RECAP

1:00

3:00

11:15

11:45

Owverview of routine program activities in neswborn screening, a5 required for
CLI&ACAR compliance, quality improvemnent and program expansion | Midheds
Caggana, ScD, FACKWIG, New York Stote Departmant q‘rim"hh

Food and Drug Administration [FO&) Laws pertaining to human resesrch
protection, the use of imestigstional devices and considerstions for use of
Laboratory Developed Tests (LOTs) | Kellie Kelm, PhD, Food ond Drug
Adm¥nistrotion, US Daportment of Heaith end Human Servioes

Office for Human Research Protections {OHREP) role and considerations in the
definition of research | kermy Menikoff, MD, 1D, Office for Humar Saseanch
Protections, LS Departmant of Heaith and Human Sonwces

Comments and Cuestions

Lunch [z=rved New Hampshire Ballroom)

‘What Constitutes Newbom Soreening Resesnch: An evaluation of essential
program activities for screening of current snd new conditions.

This session will conshitute o review of o vanety of newborn screening Soenanos
and disrussion regerding resesarch implications. Stote, OHRF and FOA
parspachives will be consicened ond cdisnessed

Mewbom Soreening Programs Seenario Cverview and Proposed Classifications |
Sursmn Tanksley, Phill, Tewes Department of Stete Health Senvioes

Break
[Continuesd) Newborn Soreening Programs Scenario Overview and Proposed

Classifiations | Susan Tanksley, PhD, Tavas Departmant of Stote Heo'th
Sarvices

Adjourn



LOOKING AHEAD

AGEMDA DAY 2: Tuespay, Jume 2, 2015
MNew HampsHIRe B allroom

HOSET: Jelili Ojodu, MPH, Association of Public Health Laboratories

B:00 Breakfast [senved New Hampshire Ballroom)

B:30 Recap of Dey 1 and Discussion | Deve Orren, I0, Minnesoto Deportment of

B:45 Informed Consent for Newborn Screening Research: Bamiples of a Broad
Consent Package

Thiz session will focus on contarts and reguinements of @ comprahensive
informed consant pockoge for States endeavoring to perforrn newbom screaning
resamvch.

E:A5 Experience from Texzs | Susan Tanksley, PhD, Tewes Departmant of Stata
Heaith Sarvices

8:15 Experience from Massachusetts | Anne Comeau, PhiDl, Univarsity of
Mazcochusetts Meodion! School

9:45 Experience from Michigan | Camrie Langha, M5, 0GC, Michigan Depantment of
Haaith and Humon Sanvioas

115 Commernts and Questions

Bresk

B g

Open Discuszion on items to consider when developing broad informed
consent models for nesborn soreening nesearch

Michelle Hudcsby-Lewis, MID, 1D, Johns Hopinins University
Deve Orren, IO, Minmesota Dapartment of Health
Denise Chrysler, 1D, Nehwork for Public Health Low

12400 Lunch fszrved in New Hamgshire Ballroom)

1:00 Eduscating the Public sbout Newborn Soreening: Current and Proposed
c icmsion S N
Thiz session will focus on public outrecch ond educational initictives as they
relate to newbom soreening and informed consant.

100 Communication Strategies for Newbom Screening — 'Where do we go from
here? | Natasha Bonbhomme, Genatic Aliianoe




LOOKING AHEAD

215

Z:45

3:00

1:20

135

1355

2:15

Saning Bahies Through Screening Educational Activities and Perspectives on
Informed Conzent | Jill Lewvy-Fesch, BA, Save Sebies Through Screaning
Foundgtion

Parental preference on research consent: Empirical research | Aaron
Goldenberg, Phill, MPH, Cose Westarn Resane Linfversity

Engaging the Public/Parents and Enlisting Prowiders | Carrie Langbo, WS, 0GC,
Michigen Department of Heoith and Humen Sarwices

Awzreness, Education, and Training on Mewbom Soreening | Amy Ganviglio, NS,
&L, Minnesoto Dapartmant of Health

Open disoussion on identifying strategies and engaging advocates in targeted
organizations: nurses, midwives, childbirth eductors, family physidans and
other health Gre professionals | Matasha Bonhomme, Genetic Allance

Mext steps and closing

Adjourn



If You Are Permitted:

Advocate During
Common Rule
Comment Period

(Genetics/Genomics Require Wisdom, Balance)



Proudly Saving Babies
Since 1964

» Your Newborn Screening
Government Program




v' Worthy of Trust

v Transparent

v’ Open to Suggestions
v Willing to Improve



Thank You!




