INFORMAL DISCUSSION OF PET DRUGS: LITERATURE REVIEWS OF SAFETY AND EFFICACY DATA FOR FDG ONCOLOGY INDICATIONS; APPROVAL PROCEDURE DEVELOPMENT UPDATE; CHEMISTRY PROCEDURES; AND MANUFACTURING ISSUES

DATES AND TIME:  February 18 and 19, 9 a.m. 

LOCATION:  Advisory Committee Conference Room, Room 1066, 5630 Fishers Lane, Rockville, MD.

CONTACT:  Kim Marie Colangelo, Center for Drug Evaluation and Research, 301‑827‑4260.

A discussion between representatives of the Institute For Clinical PET and FDA.  The discussion on February 18 will focus on the preliminary results of the literature reviews conducted by the Center for Drug Evaluation and Research of the safety and efficacy of  [18F] fludeoxyglucose for oncology indications, and the development of procedures for the ultimate approval of PET drug products.  The discussion on February 19 will focus on procedures being developed to address chemistry issues specific to PET products, and on manufacturing issues.  These discussions are open to the public, with time allotted for public comment on the discussion topics.

