NF/SG VHS Report Of Clinical Research Monitoring Visit


NF/SG VHS PI:      
Date of Visit:      
Sponsor:      
Study 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 
 Other, please describe: 
 FORMCHECKBOX 
 Regulatory Agency



     
NF/SGVHS policy requires an exit interview with the Research Compliance Officer or designee for sponsors or their designee who detect findings during the monitoring process that could affect the safety of participants or their willingness to continue participation, influence the conduct of study, or alter the IRB’s approval to continue the study.  Such finding might include evidence of serious or continuing non-compliance or unanticipated problems involving risk to subjects or others and may include, but are not limited to:
· Failure to obtain IRB approval prior to initiation of non-exempt human subjects research;
· Failure to notify the IRB of substantive changes (changes in scope/intent, additional procedures that carry additional risks, etc.) in approved research procedures that may impact the risk/benefit ratio of the research;
· Enrollment of subjects that fail to meet the inclusion or exclusion criteria of the protocol, that in the opinion of the IRB Chair or convened IRB increase the risk to the subject; 
· Enrollment of research subjects while study approval has lapsed;

· Failure to obtain and/or document informed consent;

· Serious protocol deviations that may place subjects at risk from the research; and/or

· Failure to report serious adverse events or unanticipated problems involving risk to subjects or others per IRB requirements.
Should your work identify the need for an exit interview, as outlined above, please arrange with the PI (or representative) to schedule this interview and page the Compliance Officer at VA Pager # 5021.
If your visit does not require an exit interview, please complete the following, and return this document to the PI when you depart.
 FORMCHECKBOX 
 Results of this monitoring visit are satisfactory; no concerns of serious non-compliance.  
 FORMCHECKBOX 
 Formal report will follow; 

 FORMCHECKBOX 
 No formal report will be issued

Comments and Brief Description of findings:      
Signature of Monitor:

Contact Phone: 
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