Report Of Clinical Research Monitoring Visit


Name of  PI: 






  Date of Visit: 




Sponsor: 

   
                     MIRB ID: 


 Project No: 



Study Title: 













Auditor(s): 
________________________________
Company: __________________________



________________________________
Please indicate relationship to research:

 Sponsor      ________________________________

 Clinical Research Organization

 VA CSP Monitor

 Regulatory Agency

Reason for Visit:  
  Initiation Visit




  Routine/Periodic Monitoring Visit




  Close-Out Visit




  Pre-licensing Visit (FDA)




  Other, please describe: _________________________________________
Our policies require an exit interview with the Associate Chief of Staff for Research or designee for research visits that:  

· Are conducted by a regulatory agency (i.e., FDA, OHRP) 

· Have any findings, suspicions or concerns of serious non-compliance such as:

· Failure to adhere to the approved research protocol;

· Failure to adhere to any IRB requirements; 

· Failure to meet applicable regulations & policies
Should your work identify the need for an exit interview, as outlined above, please arrange with the PI (or representative) to schedule this interview, or call the Research Administrative Officer at NY (212) 686-7500 ext 7474 or BK (718) 836-6600 ext 3838.

If your visit does not require an exit interview, please complete the following, and return this document to the PI when you depart.

 Results of this monitoring visit are satisfactory; no concerns of serious non-compliance.  
 Formal report will follow; 

 No formal report will be issued

Comments: ________________________________________________________________________

__________________________________________________________________________________ 

__________________________________________________________________________________ 

Signature of Monitor: ____________________________   Contact Phone: ____________________

This form must be delivered to the Research Office (MC 151 / fax 718-630-3796 or 212-951-3468) within 10 days of Monitor Visit


