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September 28, 2009
Dear Dr. XXXXXX,    

The Office of the Vice President for Research wishes to thank you for your cooperation in its recent post approval monitoring (PAM) of your clinical research protocol entitled, HSR # xxxxx – “                                               ”  completed on xx-xx-xx. 

Our PAM working group and members of the IRB as appropriate have had an opportunity to review the PAM report and findings.   The committees felt your protocol had major findings.  Please review the findings and recommendations of the PAM reviewers and take the necessary corrective actions in a timely fashion.  Additionally, the PAM working group has additional recommendations.  

The Clinical Trials Office has developed an educational program for clinical investigators to aid them in improving the quality of their research.  You may expect contact from Karen Davenport of the CTO to set up a meeting regarding your study.  Please make necessary arrangements to meet with her and to take necessary corrective actions.  Your protocol will be re-reviewed in 6 months following the education. Hopefully, you will have taken all necessary corrective actions by then.
If you have any questions about the findings and recommendations of your post-approval monitoring, please contact the Office of the Vice President for Research. 

Sincerely,

David J. Hudson, PhD

Associate Vice President
Cc:  
Post Approval Monitors
IRB, Chair
        
School of Medicine Educator
        
Director IRB







