SOP # 1-2D Notification of Review Letter-waiver of consent


September 28, 2009
Dear Dr. XXXXXX,    

A Post Approval Monitoring and Education Program (PAM and ED) for the protection of human research subjects has been in place at the University of Virginia since 2002.  This program assures human subject safety in research, provides education to research professionals, and identifies strengths and areas for improvement in research policies and practice at the University of Virginia.  

Your study, IRB-HSR # entitled “                       “ has been randomly selected for review.   Please contact me at your earliest convenience to schedule the review. I will need about 5-10 minutes of your and/or your research staff’s time. 
I can be reached either by email xxxx@virginia.edu or phone x-xxxx.  Please contact me by xx/xx/20xx to confirm a date/time to meet with you and/or your research staff to review the following items as applicable to your study:

· Correspondence with the IRB-HSR (and sponsor, if applicable)
· Recorded/collected data
I will be looking at the following parameters (as applicable) for each subject selected.  Please have available documentation that will support these parameters:

· Capture of identifiers and health information
· Privacy plan 
If you would like to learn more about HIPAA and Waiver of Consent, please view our online learning shot.  It is a voiced-over flash presentation, so please turn up your volume and listen in at:
http://www.virginia.edu/vprgs/irb/learningshots/HIPAA_Waiver_Part1/player.html

Thank you for your cooperation in this process – please don’t hesitate to contact me with any questions.

Best regards,

