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April 17, 2020
Dear Dr. XXXXXX,    

Per the Cancer Center Data Safety Monitoring committee, your study IRB-HSR #xxxxx, entitled "xxxxx" is due for Post Approval Monitoring (PAM) review.  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.   The program also conducts monitoring for the UVA Cancer Center Data Safety Monitoring Committee per their Institutional Data Safety Monitoring Plan.

I would like to conduct this review as soon as is convenient.  I will need about 10 minutes of your and/or your research staff's time at the beginning and end of my visit.

Please contact my office by email xxxx@virginia.edu or phone xxxx by xxxxx to confirm a day and time I can meet with you and/or your research staff to review the following items:

· Consent forms for all subjects (including those screened but not enrolled) and screening logs

· Correspondence with the IRB-HSR or IRB of record (and sponsor, if applicable)

Cancer Center selected subject records:

I will be looking at the following parameters (as applicable) for each subject selected.  Please have available documentation (i.e., medical records, clinic notes, source documentation) that will support these parameters:

· Eligibility 

· Study procedures consistent with approved protocol

· Data and safety monitoring and Data Security Plans followed as per protocol
· 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: https://hrpp.irb.virginia.edu/learningshots/PAM_Overview_LS_9-12-18-Presenter_output/presentation_html5.html
Thank you for your patience and assistance in this matter.   I look forward to working with you.

Sincerely,


