


recent approved consent document has been reached, then the investigator has no choice but 
to wait for the newly effective consent document to be available. 

Sllly, ~--
David~hD 
Director, Human Research Protections Program, 
Medical College of Wisconsin and Froedtert Memorial Lutheran Hospital 



How should the investigator enroll a new subject during the time gap between 
the IRB's approval date of the Continuing Progress Report and actual receipt of 
the corresponding new, stamped consent document? 

FDA Guidance (Guidance for IREs, Clinical Investigators, and Sponsors-- IRE Continuing 
Review after Clinical Investigation Approval (February 2012)) discusses this issue at length. 

In this guidance, the FDA defines the IRB "approval date" for a Continuing Progress Report 
means, 


