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OBJECTIVE:

The purpose of this procedure is to outline the post-approval monitoring process at the University of Virginia for protocols approved by the IRB-HSR.  

PROCEDURE:

Background

1. The IRB-HSR PAM Advisory Committee will include no more than 6 members and will be chaired by the IRB-HSR chair.  Members of the IRB-HSR will be invited to serve on the PAM Advisory Committee by the IRB-HSR chair.  The members will serve on the committee for a two year term. Additional terms may be allowed at the discretion of the IRB-HSR Chair.  Members will include at least one of each of the following individuals from the membership of the IRB-HSR:

· Physician 

· Non-physician 

· Un-affiliated member 

The following individuals may also attend the meeting as non-voting members:

· IRB-HSR Vice Chair

· IRB-HSR Director 

· IRB-HSR Associate Director

· SOM CTO Director or designee

· SOM CTO Educator

· IRB Education Coordinator(s)

· Associate VP for Research

· PAM Compliance Monitors

· Others by invitation of IRB Chair

2. .  The meeting may be held in person or by conference call
3. The post-approval compliance monitors from the Office of the Vice President for Research will conduct post-approval monitoring reviews.  The procedures for doing post-approval monitoring are outlined in VPR PAM SOPS  #1-1 to #1-8.
4. Aggregate results of the post-approval monitoring visits will be reported every 6 months by the post-approval monitors to the IRB-HSR members.  

5. On a monthly basis the post approval monitors will send a detailed report of the audits conducted during the previous month to the members of the IRB-HSR Post Approval Monitoring (PAM) Advisory Committee.  

6. The IRB-HSR PAM Advisory Committee acts as an advisory board to the IRB Chair as he/she makes determinations regarding compliance issues.  The issues raised may come from PAM audits or other sources. The IRB-HSR PAM Advisory Committee may consult with outside specialists as deemed necessary. 

Possible actions the IRB-HSR Chair may take include:

· Make recommendations to implement corrective actions

· Request the post approval monitors review all active protocols of Principal Investigator

· Request subsequent post-approval monitoring visits 

· Require investigators to attend educational seminar

· Require protocol to be re-audited at specific time/ enrollment period

· Require PI to notify subjects of non-compliance and get their permission to use the data 

· Notify department chair, dean, and/or research ethics committee

· Notify all investigators at institution via education programs to ensure all are aware of regulations, so the noncompliance would be less likely to happen again. 

· Determination regarding use of data . 

· Require PI to be mentored for a specific period of time

· If there are concerns regarding scientific misconduct such as fraud or IRS issues, notify the UVA Research Integrity Officer at 434-924-3606

In addition to the actions by the chair, the full IRB-HSR may also:  
· Suspension of subject enrollment

· Suspension (protocol closed to treatment)

· Termination of IRB-HSR approval ( protocol closed) 

· Replacement of PI

· Disallow PI to conduct research for a period of time

· Require PI to inform journals of noncompliance when submitting for publication

· If noncompliance put subjects at risk, may request a consultation with a specialist in the field. 

· Consult with OHRP regarding appropriate corrective action

7. IRB-HSR staff will submit reports as required to federal agencies (see IRB-HSR AG 2-7).

8. Any correspondence to the PI in reference to FU from a PAM audit will be copied to the VPR Compliance monitors.
9. Minutes for the meetings will be kept and distributed by PAM Staff to the PAM Working Group members and the PAM Advisory Committee Members.
Serious/Noncompliance Concerns

If at any time there are serious concerns, the status of the study (e.g. open / closed to enrollment) may be changed by the VPR office or IRB Chair.  An event changing the status will be entered in the IRB database.  All key personnel on the study will be notified by email from the IRB staff of the change in status.  Appropriate Federal Agencies will be notified per IRB AG 2-7.  IRB Members will be notified at the next IRB meeting.  
DOCUMENTATION:

All post-approval monitoring reports and PAM Advisory Committee meeting minutes will be kept on file in the VPR PAM office.
Copies of PAM Reports and any affiliated letters will be kept in the IRB-HSR office in the protocol file. 

REFERENCES:

IRB-HSR AG# 2-7 Notification of Federal Regulatory Agencies

VPR Office  SOP # 1-1 to 1-8
