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FINAL MEETING AGENDA

The committee will discuss considerations for development plans for establishing safety and effectiveness
of artificial womb technology (AWT) devices intended to treat extremely premature infants (EPIs),
including regulatory and ethical considerations for first in human (FIH) studies.

Call to Order and Introduction of Committee

Conflict of Interest Statement

FDA Opening Remarks

FDA Background Presentations
e Regulatory Considerations for Artificial
Womb Technology Development Programs

e FDA’s Regulatory Safeguards for Children
Involved in Clinical Trials: Considerations
for Artificial Womb Technologies

Clinical Considerations for Evaluating
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10:10 a.m.

11:20 a.m.

11:30 a.m.
12:30 p.m.

1:30 p.m.

Strengths and Limitations of AWT Animal
Models

FDA Perspective

o Animal Study Considerations for Artificial
Womb Technology Devices

Published Animal Models: Industry Perspective
e AWT in a Preterm Lamb Model

Published Animal Models: Expert Guest Speaker
Perspectives

e Artificial Placenta in a Preterm Lamb Model

e AWT in a Piglet Model

Clarifying Questions
Break
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LUNCH
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e Contemporary Outcomes for Extremely
Preterm Infants (EPI)
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Hemostasis in preterm infants undergoing Gail M. Annich, MD, MS, FRCP
extracorporeal membrane oxygenation Professor of Pediatrics; Director of Resuscitation
Oversight
The Hospital for Sick Children (Toronto)

Cardiovascular considerations for AWT in Peta-Maree Alexander, MBBS

the EPI Associate Professor of Pediatrics
Medical Director of Cardiac ECMO
Boston Children’s Hospital

Gastrointestinal considerations for AWT in Josef Neu, MD

the EPI Professor of Pediatrics
University of Florida

Clarifying Questions

Ethical Considerations for a First-in-Human Trial Mark Mercurio, MD, MA

of AWT Professor of Pediatrics and Director of the Program
for Biomedical Ethics
Yale School of Medicine

Clarifying Questions

Break
Questions to the Committee and Discussion
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Chairperson, PAC




	FINAL MEETING Agenda

