Portland VA Medical Center Report of Clinical Research Monitoring Visit


Portland VAMC Principal Investigator: _______________________     Date of Visit: _____________
Sponsor: ________________________________________________
Study Number: ____________    VA Study ID Number: _______________
Study Title: ______________________________________________________________________________________________________________________________________________________________________
Auditor(s):   __________________________    Company: ____________________________

         __________________________     

Reason for Visit:
Please indicate relationship to research:

 FORMCHECKBOX 
 Initiation Visit
 FORMCHECKBOX 
 Sponsor

 FORMCHECKBOX 
 Routine/Periodic Monitoring Visit 
 FORMCHECKBOX 
 Clinical Research Organization

 FORMCHECKBOX 
 Close-Out Visit
 FORMCHECKBOX 
 VA CSP Monitor

 FORMCHECKBOX 
 Pre-licensing Visit (FDA)
 FORMCHECKBOX 
 Regulatory Agency
 FORMCHECKBOX 
 Drug Accountability Visit
 FORMCHECKBOX 
 Other, please describe: ________________________________________________________
We require an exit interview with the Associate Chief of Staff for Research, or his 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 and 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 contact the Research Compliance Coordinator at (503) 220-8262 ext. 54989.
If your visit does not require an exit interview, please complete the following section of this form and return this document to the PI (or representative) when you depart.

 FORMCHECKBOX 
 Results of this monitoring visit are satisfactory; no concerns of serious non-compliance

 FORMCHECKBOX 
 Formal report will follow

 FORMCHECKBOX 
 Non-formal report will be issued

Comments:  _________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Signature of Monitor: ___________________________   Contact Phone: ________________

***This form must be delivered by the PI or representative to the VA Research Office Building 101, Room 502, or faxed to 503-273-5152 (attn: Research Compliance Coordinator) within one week of the Monitor Visit.
Revised 10/15/2008

