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Draft Agenda

8:00 am.

Call to Order
Introduction of Committee
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The committee will discuss new drug application (NDA) 22-349, IMAGIFY (perflubutane polymer microspheres) injectable
suspension, Acusphere Inc., proposed for use as an ultrasound imaging agent indicated for patients with stable chest pain
being evaluated for inducible ischemia for the detection of coronary artery disease based on assessment of myocardial
perfusion and wall maotion.
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...Continue Al-700 Clinical Safety
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10:30 am. FDA Presentation — Clinical and Statistical ~ Scheldon Kress, MD
review of the application, and FDA Medical Officer
introduction to questions Division of Medical Imaging and Hematology Products,

CDER, OND, OODP

Anthony Mucci, Ph.D
Statistical Reviewer
Division of Biostatistics, CDER, OB, OTS

11:30 am. Questions to presenters

12:00 p.m. Lunch

1:00 p.m. Open Public Hearing

2:00 p.m. FDA Questions to the committee

2:30 p.m. Break

3:30 p.m. Discussion of questions to the committee

4:30 p.m. Adjourn




