AG # 1-2A Notification of Review Letter


February 16, 2017
Dear Dr. XXXXXX,    

Your study, IRB-HSR # entitled “xxxxx,” has been selected (or requested by the IRB due to a PI change) for a Post Approval Monitoring Review (PAM).   The PAM program is under the direction of the Office of the Vice-President for Research.   The purpose of this program is to contribute to the research culture by:  facilitating the safety, rights and welfare of study participants; providing feedback and education to investigators and their study teams; and to identify strengths and areas for improvement in research policies and practice at the University of Virginia.  
Please contact me by xx/xx/20xx to schedule a date/time to meet with you and/or your research staff.  In most cases, I will need to meet with you and/or your study coordinator for about 5-10 minutes time at the beginning and possibly at the end of my visit (it’s not necessary for you to stay with me the entire time I am reviewing the study files, although availability via pager or phone is very helpful).
I can be reached either by email xxxx@virginia.edu or phone x-xxxx.   Please prepare, schedule or supply in advance the following items, as applicable to your study:

· Original signed consent forms for all subjects, including any screen failures
· Protocol versions and correspondence with the sponsor (if applicable) and IRB-HSR or IRB of record (IRB approval forms, approved informed consent forms with stamps, protocol status reports, etc)
· Subject records including case report forms, source documentation, medical records or shadow charts
· Access to all study medication or device accountability records
The following parameters (as applicable) will be reviewed for each subject selected.  Please have available documentation (i.e. medical records, clinic notes, source documentation) to provide an outline of study conduct and adherence to approved protocol.
· Eligibility – subjects have met all inclusion/exclusion criteria
· Study procedures have been performed consistent with approved protocol; missing procedures are noted and explained
· Data and safety monitoring and Data Security Plans followed as per protocol
· Documentation of drug or device exposure and accountability (if applicable)

If you would like to learn more about the PAM program, please view our online introduction to the program.  It is a voice-over flash presentation, so please turn up your volume and listen in at: http://www.virginia.edu/vpr/irb/learningshots/pam_overview_and_findings_april_27_2011/player.html
Thank you for your cooperation in this process – please contact me with any questions.
Best regards,


