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OBJECTIVE

To define the possible outcomes of Post Approval Monitoring findings and the dissemination of the PAM report.
RESPONSIBILITY 

Research Compliance Monitors and the Educators will be responsible for creating the reports that are submitted to the IRB-HSR for review.

PROCEDURE:

1. PAM Reviews will be categorized and disseminated as follows: 
Category 1: Regulatory documents and source documentation are complete and protocol compliance is consistent with good clinical practice:

· Submit the post-approval monitoring report, along with a level 1 transmittal letter via electronic mail to the study team (study team consists of Principal Investigator, Study Coordinator and IRB Coordinator), the IRB-HSR and the IRB-HSR educator(s).  The report will also be sent to the Cancer Center Data Safety Monitoring Committee (CC DSMC) and the General Clinical Research Center Safety Monitoring Committee (GCRC SMC) as appropriate.   
· PI’s response is optional. 
· Enter the findings of the post approval monitoring review into the audit database (except for rating).

· Submit the preliminary PAM report and the PI response, if received, to the PAM working group one week prior to their monthly meeting.

· Ratings (satisfactory, exceptional, or marginal) will be assigned by PAM working group.

Category 2:  Deviations noted, education may be suggested, and follow-up may be required:
· Submit a preliminary post-approval monitoring report, along with a level 2 transmittal letter via electronic mail to the study team (study team consists of Principal Investigator, Study Coordinator and IRB Coordinator), the IRB-HSR and the IRB-HSR educator(s).  The report will also be sent to the Cancer Center Data Safety Monitoring Committee (CC DSMC) and the General Clinical Research Center Safety Monitoring Committee (GCRC SMC) as appropriate.   
· PI response will be required within 10 working days.  The response should be made on the PAM repost in the “Resolution Column”.  If investigators have not responded to the PAM report within 10 days of receipt, or re-negotiated a response time with a Research Compliance Monitor, contact will be made by the latter via telephone call.  The PI will be asked if they have received the letter/PAM report and had a chance to review it.  The PI will also be told that if no response is made within 5 working days, another letter will be sent and copied to the department chair.  Finally, this letter to the PI and copy to the department chair will be sent via email.    If the Research Compliance Monitor still does not receive a response, the issue will be referred to the IRB-HSR PAM Advisory Committee.
· Enter the findings of the post approval monitoring review into the audit database (except for rating).

· Submit the preliminary PAM report and the PI response to the PAM working group one week prior to their monthly meeting.   The PI response will also be sent to the IRB-HSR , and the GCRC, and GCRC as appropriate.
· Ratings (satisfactory, exceptional, or marginal) will be assigned by PAM working group.

Category 3:  Extremely deficient review, or after re-audit, non-compliance is still evident or the degree of subject risk is uncertain.
· Submit a preliminary post-approval monitoring report, along with a level 3 transmittal letter via electronic mail to the study team (study team consists of Principal Investigator, Study Coordinator and IRB Coordinator), the IRB-HSR, and the GCRC and DSMC as indicated.
· PI response will be required within 3 working days.  The response should be made on the PAM report in the “Resolution Column”.  If investigators have not responded to the PAM report within 3 days of receipt contact will be made by the Research Compliance Monitor via telephone call.  The PI will be asked if they have received the letter/PAM report and had a chance to review it and will be asked to respond within 24 hours.    If the Research Compliance Monitor does not receive a response, findings will be considered by the Associate VP without PI input.

· Monitors will take their concerns to Associate VP for Research.  The Associate VP for Research may change the status of the study at any time for concerns of subject safety.  If the status is changed, the IRB-HSR will be notified. 
· Associate VP for Research will call a meeting including the Research Compliance Monitors, members of the IRB-HSR PAM Advisory Committee, the Associate Dean for Clinical Research (if a clinical trial), the Chair, Vice Chair, Director and Associate Director of the IRB-HSR .  The Associate VP for Research will contact the investigator and ask them to meet with this group.

· A decision will then be made by this group to determine if additional information is needed.  This information may be obtained by internal or external reviews. The full IRB-HSR will be notified of the steps taken.

· After all necessary information has been gathered, a report will be sent to the investigator and he/she will be asked to respond in writing to the IRB-HSR PAM Advisory Committee within two weeks.

· All relevant information along with the written response from the investigator will be presented to the IRB-HSR PAM Advisory Committee.  Documents must be given to the IRB-HSR PAM Advisory Committee prior to the meeting to allow them time to review the reports.   The  IRB-HSR PAM Advisory Committee will use a primary reviewer to present the information to the full IRB-HSR .
· As per IRB-HSR SOP 2-8- the IRB will make further recommendations for action.  

· When issues related to the PI’s lack of compliance reveal systemic problems (for example:  additional PAM review of other studies conducted by the same PI), the Office of Research Compliance will coordinate efforts to address the issues.

· The Research Compliance Monitor will enter the findings of the post-approval monitoring review into the audit database.
2. Report monthly to the HSR-IRB PAM Advisory Committee all reviews that have occurred the previous month.  The packet to the HSR-IRB PAM Advisory Committee will include the Post Approval Monitoring Reports and educational reports completed in the previous month, along with a copy of the minutes from the PAM working group meeting.
3. Recommendations from the PAM working group and any generated by the PAM IRB subcommittee will be communicated via a letter to the study team from the Associate VP for Research and Graduate Studies (VPRGS).   The letter will be sent within 5 working days after the PAM IRB Subcommittee meets (the second Tuesday of each month) via messenger mail and will be copied to the applicable department chair.  The letter accompanied by the PAM report will be sent to the appropriate educator(s), the IRB, the Cancer Center Data Safety Monitoring Committee (CC DSMC) and the General Clinical Research Center Safety Monitoring Committee (GCRC SMC) as appropriate.

4. Enter the findings and the rating of the post approval monitoring review into the audit database.
5. Generate an aggregate summary of all reviews from the audit database and submit monthly to the full IRB (January, April, July, October).
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