Agenda

Food and Drug Administration
Center for Biologics Evaluation and Research (CBER)
Allergenic Products Advisory Committee (APAC)
Meeting #28
January 21, 2016

FDA White Oak Campus
Great Room

Time

Presentation/ Presenter

8:30 a.m.

Call to Order and Opening Remarks
Michael Nelson, M.D., Ph.D.
APAC Chair

Conflict of Interest Statement
Janie Kim, Pharm.D.
Designated Federal Officer

8:55 a.m.

FDA Introduction, Background, and Presentation of Questions
Jay Slater, M.D., FDA

Director,

Division of Bacterial, Parasitic, and Allergenic Products,

Office of Vaccines Research and Review

Center for Biologics Evaluation and Research, FDA

9:15 a.m.

Clinical Considerations for Food Allergy Immunotherapy
Kathleen Hise, MD, Medical Officer
Division of Vaccines and Related Product Applications (DVRPA)

10:00 a.m.

Break

10:15 a.m.

Can we control the "atopic march?"* How do we design and assess relevant
intervention studies?

Thomas Platts-Mills, MD

Division Chief, University of Virginia

Division of Asthma, Allergy, and Immunology

11:00 a.m.

Clinical Considerations for Aeroallergen Immunotherapy
Tina Chang, MD, Medical Officer
Division of Vaccines and Related Product Applications (DVRPA)

11:45 a.m.

Lunch

1:00 p.m.

Open Public Hearing

2:00 p.m.

Committee Discussion

4:00 p.m.

Adjourn




