Charge
The Intersection of FDA Regulations and the Common Rule: 
Review of Selected Issues

This panel will discuss two specific areas in which the intersection of the FDA regulations and the Common Rule poses management problems for IRBs trying to comply with both sets of regulations. The areas to be addressed are the interpretation of what constitutes a minor change in previously approved research which can be reviewed and approved through expedited review under sections 110 of 45 CFR 46 and  21 CFR 56, and the issue of whether minor planned protocol deviations can be executed without prior IRB approval. Panelists will illustrate differences of regulatory interpretation through case examples.
 

