The following is a brief statement regarding CBER’s intent concerning the committee discussion of immune reactions to biologic and therapeutic products:

The Biologics Response Modifiers Advisory Committee will meet on July 15th to discuss various aspects of immunogenicity as it relates to product development and post-marketing studies.   In particular, the committee will be asked to discuss  the amount and type of data that sponsors should collect during product development, what information should be included in the package insert, and what phase 4 studies might be appropriate for sponsors to conduct.

