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OBJECTIVE

To define the procedure utilized to review the IRB-HSR and the Principal Investigator’s regulatory file in preparation for a post approval-monitoring visit.
RESPONSIBILITY 
The Research Compliance Monitors will be responsible for the execution of the SOP.
PROCEDURES

1. Obtain a print-out from the IRB database of the protocol information and events prior to conducting the post-approval monitoring visit.

2. Review the research protocol file maintained in the IRB-HSR office: 

· Dates of initial protocol review and approval by the IRB-HSR
· Nature and dates of any modifications to the IRB-HSR approved protocol

· Dates of approval granted by the IRB-HSR of any changes

· A copy of the most recent IRB-HSR approved protocol and informed consent form, including the DSMP as appropriate 
3.
Complete an IRB Q form if questions, issues or problems are found regarding the IRB-HSR file.   Send this form via email to the Director and the Associate Director of the IRB-HSR.  
3. Review the regulatory files maintained by the investigator utilizing the event printout from the IRB database and notes from the IRB-HSR file review.  Both the IRB-HSR and investigator files should reflect consistent information regarding approval and correspondence.
4. Begin to complete the Post-Approval Monitoring Review Form during this review.
REFERENCES:
1-3A FORM Post Approval Monitoring Review
1-3B FORM Post Approval Monitoring –waiver of consent

1-3C FORM IRB-HSR Q

1

