Attention Clinical Trial Investigators: 

FDA Issues Draft Guidance Clarifying Clinical Study Investigator Responsibilities
Last month, the FDA released draft guidance (the “Guidance”) pertaining to certain investigator responsibilities with respect to clinical trials.  Among other issues, the Guidance addressed (i) appropriate delegation of study-related tasks; (ii) adequate training of research staff; (iii) adequate supervision of the conduct of the study; and (iv) the investigator’s responsibilities with respect to oversight of study staff who may not be employed by the investigator (or investigator’s institution) and parties other than study staff.  The Guidance stated that an investigator should have a detailed plan for the supervision and oversight of a clinical trial, even when such trial is conducted by “highly qualified and experienced” personnel.  The Guidance also provided recommendations for what might be included in such an oversight plan.  You can access this Guidance document at http://www.fda.gov/OHRMS/DOCKETS/98fr/07d-0173-gdl0001.pdf. 
Please do not hesitate to contact Joan A. Kavuru, J.D., Director of Compliance, kavuruj@ecu.edu for more information.

