SOP 1-7C  Transmittal letter –category 3


September 28, 2009
Dear Dr. XXXXXX,    
Thank you for allowing me to review your protocol.   I appreciate your time and effort getting the files together and for the conference room space provided.

The main objective of the post approval monitoring review is to enhance the quality of clinical research and provide the investigator and study team with recommendations for corrections, improvements and education.  

Attached, please find the report of the review of the above-named study.  Please note that the Associate VP for Research has been consulted for help in determining recommendations and further actions regarding the study findings.  Once you have read the report, please provide a written response in the column titled “Resolution” within 3 working days to xxx@virginia.edu.   Please include in your response any explanations or clarifications of the findings noted and a plan of action to correct and prevent future occurrences.  A copy of the report and your response will be sent to the Associate VP for Research, PAM working group and the IRB for additional review.  
Confidential

Sincerely,
