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Policies of the VA Pittsburgh Healthcare System

Research Education and Compliance Office

The Research Education and Compliance Office is an integral part of the VA Pittsburgh Healthcare System (VAPHS) Human Research Protection Program (HRPP), and is committed to the improvement of the quality and integrity of research activities at the VAPHS by providing educational activities to all individuals involved in human subject research activities at the VAPHS and by assessing clinical research activities conducted at the VAPHS.  

1.  Human Subject Research Protocol Auditing Policies

1.1 Definition of Auditing Programs

1.1.1
Investigator Site Audit

An Investigator Site Audit is a comprehensive review of a currently active research study that has enrolled at least one subject. The components of the audit are:

· Interview with the principal investigator (PI) and/or the key study personnel, such as project coordinator, regarding recruitment and enrollment procedures, the informed consent process, staff training and responsibilities, Institutional Review Board (IRB) procedures, and data and safety monitoring; 

· Review of a random sample of study subject files and consent forms for adherence to the IRB-approved protocol and appropriate documentation of informed consent;  

· Review of study regulatory files for completeness;  

· Observation of a real-time informed consent process; and

· Follow-up interview with the consented subject.

1.1.2 Informed Consent Monitoring

Informed Consent Monitoring is the observation of an informed consent process for a currently active research study.  This monitoring is a component of the Investigator Site Audit but can also occur independently of other auditing programs as requested.  Informed Consent Monitoring independent of an Investigator Site Audit includes:

· Interview of the PI and/or key personnel involved in obtaining informed consent;

· Review of consent forms completed to date for appropriate documentation;  

· Observation of a real-time informed consent process; and

· Follow-up interview with the consenting subject.  
1.1.3 Quality Assurance (QA) Interview

A Quality Assurance Interview is conducted as means to ensure that PIs understand and comply with VAPHS regulatory policies and adhere to the principles of Good Clinical Practice (GCP).  QA Interviews are conducted when protocols are chosen for audit and have enrolled less than five subjects.  They are also conducted with all PIs who are new to human subjects research at VAPHS.

1.1.4 
Other auditing activities as necessary 

The Research Compliance Committee may request that modified audits be conducted to focus on specific compliance concerns. An example of this is a review of regulatory documents.

1.2 
Protocol Selection – General

Typically an average of two protocols each month will be selected for compliance activities. These compliance activities, as defined above, include:

· Investigator Site Audits 

· Informed Consent Monitoring

· QA Interviews 

· Other auditing activities as necessary

1.2.1 
Protocol Selection – Investigator Site Audits 

Protocols may be selected for Investigator Site Audits by members of the Research Compliance Committee (RCC) or the IRB “for-cause” or by members of the audit staff at random. 

Requests for “for-cause” audits may be made at the IRB Meetings, RCC Meetings or with an audit request form. (Appendix)

Random selection of protocols for Investigator Site Audits will focus on Greater than Minimal Risk studies of Moderate or High Scrutiny. If no Greater then Minimal Risk studies of Moderate of High Scrutiny are eligible for audit selection, Greater than Minimal Risk studies of Moderate or Low Scrutiny and Minimal Risk studies will follow in priority. 

In the random selection of protocols, every effort will be made to avoid selecting: 

· the same protocol twice in a 12 month period. 

· protocols conducted by investigators who are in the compliance review process for another protocol.

· protocols whose coordinators are in the review process for another protocol. 

· protocols that are closed or closed to enrollment.

1.2.2  
Protocol Selection –Informed Consent Monitoring

Generally, protocols selected for Investigator Site Audits will also undergo Informed Consent Monitoring and will be selected as described in section 1.2.1.  

Protocols may be selected for Informed Consent Monitoring only.  Protocols will not be selected for monitoring of informed consent at random, but may be selected by members of the RCC or the IRB for reasons other than non-compliance such as involvement of complex procedures or recruitment of vulnerable subject populations.

Requests for Informed Consent Monitoring may be made at the RCC Meetings, with an audit request form, or by the IRB.

1.2.3 
Protocol Selection – QA Interviews 

Protocols may be selected for QA Interviews by members of the RCC or IRB Committees  “for-cause” or by members of the audit staff at random. New PIs will undergo a QA Interview regarding their first approved study within four months of final R&D approval. 

Requests for “for-cause” QA Interviews may be made at the RCC Meetings, IRB Meetings, or with an audit request form.

The IRB Chairs and/or the IRB Coordinator will refer new PIs to the audit staff for QA Interviews after the final approval of the new investigator’s first study.

Random selection of protocols for QA Interviews will focus on Greater than Minimal Risk studies of Moderate or High Scrutiny. If no Greater than Minimal Risk studies of Moderate of High Scrutiny are eligible for audit selection, Greater than Minimal Risk studies of Moderate or Low Scrutiny and Minimal Risk studies will follow in priority. 

In the random selection of protocols, every effort will be made to avoid selecting: 

· any protocol for more than one QA Interview.

· protocols conducted by investigators who are in the compliance review process for another protocol.

· protocols whose coordinators are in the review process for another protocol.

· protocols that have not received final approval.

1.3 
Audit Notification

PIs will be notified in writing when their protocols have been selected for audit. They will be contacted by telephone and/or e-mail, using the contact information provided to the IRB for the investigator, within a week of their written notification. If no response is received from the investigator, attempts will be made to contact a study coordinator or Co-Principal Investigator, if applicable. The Education and Compliance Staff will e-mail and or call weekly until contact is made with the investigator. If the investigator is unresponsive to contact attempts by the Education and Compliance Staff, the issue will be forwarded to the RCC for review 30 days after the initial contact attempt.

1.4 
Scheduling Audits

1.4.1 
Investigator Site Audits, QA Interviews, and Monitoring of Informed

            Consent Interview and Form Review

Randomly selected audits will be scheduled at a time that is mutually convenient for both the audit staff and the PI or designated study staff member. However, investigators may not postpone audits for more than 45 days after initial contact with the audit staff, except in extreme circumstances.  

“For-cause” audits will be scheduled according to the time limit specified in the audit request or within three weeks of the audit request. 

If an investigator refuses to schedule an audit within the approved timeframe the issue will be forwarded to the RCC for review.

1.4.2 Monitoring of Informed Consent – Observation of the Informed Consent Process and Follow-Up Interview with Subject

Informed consent monitoring that is a component of the investigator site audit will be scheduled after the interview and file review portions of the audit are completed. 

Scheduling of the observation of the informed consent process will be dependent on subject recruitment schedules. Investigators will be responsible for making the appropriate arrangements. The Education and Compliance Office will contact the investigator or the coordinator (if designated a contact by the investigator) on a monthly basis after the interview until the completion of the observation or study closure. 

In some cases, the recruitment procedures will not allow for scheduling monitoring of informed consent. In these cases an interview will be scheduled with the subject within one week of the signing of the consent form. 

If the staff enrolls multiple subjects without contacting the Education and ComplianceOffice, the issue will be forwarded to the RCC for review.



1.5 
Immediate Reports of Non-Compliance

The Audit Staffwill report immediately to the IRB Chair the identification of any of the following events: 

· Evidence of a serious adverse event or unexpected adverse event of moderate or greater severity appearing to be associated with the research intervention and not reported to the IRB Office.

· Evidence of the performance on multiple subjects of research procedures of greater than minimal risk not previously approved by the IRB.

· No documentation or evidence of informed consent for multiple subjects enrolled in research activities of greater than minimal risk.

· Evidence that the majority of the research subjects audited did not meet the eligibility criteria as written in the IRB approved protocol.

· Deviation from IRB approved experimental procedures observed in the majority of the research subjects audited.

· IRB-approved follow-up procedures not performed on the majority of the research subjects audited.

All verbal reports provided to the IRB Chair must be reported in writing within 48 hours after completion of the audit.  

In cases where the IRB Chair is unavailable or has a conflict of interest with the protocol in question, the Associate Chief of Staff for Research and Development (ACOS/R&D) or Chief of Staff (COS) will be notified.

1.6 
Audit Report

An audit report will be prepared within five working days of the conclusion of data collection for an audit. In the case of Informed Consent Monitoring a preliminary report will be completed after the interview and file review, and a final report will be issued within five working days after the observation of the informed consent process. The report will be sent to the PI, the PI’s VA supervisor, the ACOS/R&D and the IRB Office. If requested by the PI, a copy may be sent to the study coordinator or other research staff. The report may be e-mailed, but a paper copy must also be provided to the PI.

1.7
Audit Closure

An audit will be considered closed when the PI has adequately responded to all requests and recommendations made in the audit report, as determined by the RCC.  The RCC will notify the PI when all questions and conditions have been satisfied.

A list of all audited studies with PIs who have appointments at the University of Pittsburgh will be forwarded to the University of Pittsburgh Executive Committee following the final RCC review of the studies. Significant and or unresolved compliance issues will be noted on the list. The University of Pittsburgh Executive Committee has the right to request copies of all audit documentation for any audits involving University of Pittsburgh faculty, staff or students.

2. Quality Assurance/Quality Improvement (QA/QI) Initiatives

2.1. 
General Policies for QA/QI Initiatives

At least four QA/QI Projects will be completed each year. Topics will be selected by the ACOS/R&D and will focus on assessing and improving the HRPP at the VAPHS. 

A QA/QI Report will be prepared within 10 working days of the completion of data collection. The reports will initially be presented to the HRPP Executive Committee for review and discussion. The results of the HRPP Executive Committee review, including any recommended corrective actions or policy changes, will be forwarded to the RCC for comments and any further action. 

2.2 
Annual QA/QI Initiatives

The following QA/QI activities will be conducted on an annual basis:

· Review of IRB Actions and Approved Documents

· After Hours Contact Audit

· Publication Audit

2.2.1 
Review of IRB Actions and Approved Documents

A random sample of approved protocols from both IRB committees will be selected for review. The goals of this audit include, but are not limited to:

· To determine whether all required elements and applicable additional elements of informed consent are included in VAPHS IRB-approved consent forms.

· To evaluate whether the full-board review and approval process is appropriately documented.

· To evaluate whether contingent approvals are granted consistent with OHRP guidance.

· To assess the utilization and documentation of the expedited approval process.

2.2.2 
After Hours Contact Audit

A random sample of leave studies will be selected for an after hours contact audit.  The goals of this audit are:

· To ensure that appropriate contact information is listed in VAPHS-approved consent forms.

· To ensure that research subjects are able to receive necessary assistance after normal business hours.

2.2.3 
Publication Audit

An audit will be conducted of the research publications of a selected sample of VAPHS human subjects investigators.  The goals of this audit are:

· To ensure that VAPHS IRB approval was obtained by the investigator prior to conducting any research using VA subjects, facilities, or other resources.

· To assess the level of compliance with VA Handbook 1200.19, “Presentation of Research Results Handbook.”

2.3 
Special QA/QI Initiatives

At least one other QA/QI activity will be completed each year. These may be requested by the RCC or the HRPP Executive Committee or identified by the auditors as areas of concern. An example of such an activity is a Mock NCQA Audit in preparation for the reaccreditation visit.

3. Educational Activities

Educational activities at the VAPHS fall into three categories:

· One-on-One Individualized Training with Investigators and Staff

· The VA IRB Educational Series for Investigators and Coordinators

· The VA IRB Educational Series for IRB Members

3.1
One-on-One Individualized Training with Investigators and Staff

This training may be mandated by the IRB or RCC or may be requested by the investigator or staff member. 

3.2
The VA IRB Educational Series for Investigators and Coordinators

3.2.1 
Basic Structure

The basic structure includes six Core Sessions and  six additional sessions. The Core Sessions will cover basic IRB policies and requirements. The additional sessions will include three outside speakers each year, if possible.

3.2.2
Requirements

Investigators must attend at least three of six Core Sessions per year. Coordinators must attend a total of six sessions per year. At least three of the six sessions must be Core Sessions. Compliance with these requirements will be evaluated annually at the same time that compliance with the VA mandated requirements is evaluated. Consequences for non-compliance will be the same as the consequence for non-compliance with VA mandated requirements. The requirement will be prorated for individuals who have not worked for an entire year prior to the evaluation.

Investigators and coordinators serving on the IRB may fulfill this educational requirement by attending IRB educational seminars. Each full credit of IRB training counts toward one Investigator and Coordinator Seminar. Typically IRB Seminars are granted 0.5 credits; thus, two IRB Seminars would be the equivalent of one Investigator and Coordinator Seminar. 

3.2.3
Continuing Medical Education Credit

1.0 CME credit will be offered.

3.2.4
Time/Location

An in-person presentation will be held monthly. 

The in-person presentation will be videotaped whenever possible. All Core Sessions will be taped. The videotapes will be shown at both University Drive and at Highland Drive in the month following the in-person session. 

Although the tapes may be borrowed from the educational library for viewing outside of the standard educational session times, no education credits will be offered. This includes both CME credits and credit for fulfilling the local seminar requirement.

3.2.5
Announcements

The website will be kept as up-to-date as possible. Session topics will be added as they are scheduled. 

One week prior to each in-person session an e-mail reminder will be sent out that includes:

· The day, time, location, and topic of the in-person session,

· An indication of whether or not the session is a Core session,

· The day, time and location of the follow-up tape session, if applicable,

· Any available information about the next month’s session, and 

· A website link.

3.2.6
Meeting Structure

First 45 minutes – Presentation

Last 15 minutes – Q&A, Announcements

Outside speakers would be given 60 minutes to use at their discretion.

3.2.7
Topic Selection/Speaker Assignments

Generally, topics and speakers will be selected by the HRPP Executive Committee. Alternative topics and speakers will also be selected by the HRPP Executive Committee. In the case of scheduling conflicts or other problems the Course Director and/or the Education Coordinator may modify topics and/or speakers as needed.

Core Sessions – Topics will be selected annually, and typically will not change from one year to the next. Slides and presentation materials will be made available on the research website. Slides and presentation materials will be shared freely between VAPHS presenters. Presenters and alternates will be selected no less than three months prior to the in-person session. The in-person session will be taped and shown at a later date. 

Outside Speakers – Outside speakers will be selected and scheduled up to one year in advance and no less than three months in advance. Outside speakers may decide whether or not to have their slides posted and/or have their presentation videotaped.

Other– Other session topics/presenters will be selected no less than one month prior to the “in-person” session. Presenters may decide whether or not to have their slides posted and/or have their presentation videotaped.

Exceptions – Special speakers/topics may replace previously scheduled “additional sessions” as needed. Additional educational sessions may be added for special speakers/topics during “core session” months as needed.

3.2.8
Assessments

Post-tests will be developed for each core session. Attendees at the regularly scheduled educational programs will not be required to take a post-test. In cases where an investigator/coordinator is found (through the course of an audit or complaint investigation) to be deficient in one or more of the six core areas, the RCC may require the investigator/coordinator to review the tape and complete the post-test. Follow-up with the ACOS/R&D may be required.

3.3
The VA IRB Educational Series for IRB Members

3.3.1
Basic Structure

The basic structure includes New Member Required Training, Annual Member Responsibility Refresher, Ongoing Member Training, and Outside Speakers.

New member training will be conducted one month prior to the new member’s first IRB meeting. The training will occur in the morning, prior to the IRB meeting, and conclude with Annual Member Responsibility Refresher at the IRB meeting. Prospective new members would attend the IRB meeting as guests.

The annual responsibility refresher will be required annually. The in-person session provides 0.5 CME. A member may fulfill the requirement be by reviewing online slides or videotape but no CME will be offered. 

The ongoing member training will be conducted ½ hour prior to 6 IRB meetings each year and will provide 0.5 CME.

The schedule for outside speakers corresponds with the Outside Speaker presentations for Investigators/Coordinators. No Ongoing Member Training will occur during months in which an outside speaker is invited to the institution. IRB members will be encouraged to attend the Investigator/Coordinator presentation or a special presentation by the outside speaker exclusively for IRB members will be arranged.

Typically, no education will be offered at the December or January meeting. The Research Office will conduct a member survey and present review data. 

Typically, no education will be offered at the May meeting. The VACO requires that IRB members complete annual online training. The VAPHS has determined that this training must be completed, between April 1 and June 1. Computers will be made available in May for fulfillment of this requirement.

Note that IRB Members who are also investigators or coordinators may fulfill their Investigator and Coordinator Educational Requirement with the IRB Seminars. In general, two IRB seminars will fulfill one Investigator and Coordinator Seminar requirement.  (See Section 3.2.2)  

3.3.2
Topic Selection/Speaker Assignments

Generally, topics and speakers will be selected by the HRPP Executive Committee. Alternative topics and speakers will also be selected by the HRPP Executive Committee. In the case of scheduling conflicts or other problems, the Course Director and/or the Education Coordinator may modify topics and/or speakers as needed.

New Member Training – The Structure will be reviewed annually, and typically will not change from one year to the next. Slides and presentation materials will be made available on the research website. Slides and presentation materials will be shared freely between VAPHS presenters. Presenters and alternates will be selected no less than 3 months prior to the in-person session. The in-person session will be taped and shown to new members who could not attend or who are added to the committee between terms.

Annual Member Responsibility Refresher – Slides and presentation materials will be reviewed at least annually, and minor changes may be made from one year to the next. Slides and presentation materials will be made available on the research website. Slides and presentation materials will be shared freely between VAPHS presenters. Presenters and alternates will be selected no less than three months prior to the in-person session. The in-person session will be taped and made available to members who could not attend.

Outside Speakers – Outside speakers will be selected through the Investigator/Coordinator seminar series.

Ongoing Member Training –Topics/presenters will be selected no less than one month prior to the in-person session. Presenters may decide whether or not to have their slides posted and/or have their presentation videotaped.

Exceptions – Special speakers/topics may replace previously scheduled ongoing member training sessions as needed. Additional educational sessions may be added for special speakers/topics as needed.
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