Policy revisions December 2009
1. Policy 13, Informed Consent,  section IX, Observation of Consent Process 

Change: deletion of “previous investigator serious or continuing non-compliance” and addition of “PI has a history of previous study with problems relating to the consent process for participants”
Rationale for change: Previous investigator serious or continuing non-compliance found to be  often unrelated to consent issues, (e.g., failure to submit continuing review) and therefore too general to be a helpful criteria for considering observation of the consent process.   Therefore, a more specific criteria was added. 

2. Policy 15, Vulnerable Populations

Change: addition of criteria  for IRB review of non-VA studies involving cognitively impaired populations.

Rationale for change: Current IRB policy based on VA rules for studies involving cognitively impaired participants. These  VA-based rules were being applied to non-VA studies.  
