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OBJECTIVE 
· To describe policy and procedure for the administrative assessment of the University of Virginia’s IRB-HSR records 

· To ensure the IRB-HSR records are adhering to federal regulations, state law, IRB and institutional policies governing human research. 

· To provide continuous quality improvement.

· To assess the IRB-HSR administrative staff’s understanding and adherence to the IRB-HSR standard operating procedures and administrative guidance documents. 
Definitions
A. IRB-HSR records are defined as the physical research files created and maintained at the IRB-HSR, the computerized database for tracking IRB activities (IRB online) which reflect selected data elements in the IRB physical files, and the IRB-HSR meeting minutes.   

B. Internal Administrative Assessment reflects procedures designed to ensure that (1) individual elements of human subject research applications were, upon submission to the IRB-HSR appropriately screened and processed, (2) appropriate IRB-HSR review was conducted for each event submitted for IRB-HSR review; (3) appropriate documentation of Principal Investigator and IRB-HSR actions is on file; (4) consistent procedures were applied to accurately reflect Principal Investigator and IRB-HSR actions; (5) the IRB-HSR has a mechanism to identify any root cause of problems in any of these areas in a timely fashion and make necessary adjustments or corrections accordingly to its policies and procedures.

GENERAL DESCRIPTION

Administrative assessment reviews are conducted by the IRB-HSR administrative staff, and are initiated at the discretion of the Director of the IRB-HSR.  These reviews are used to measure the effectiveness and/or efficiency of IRB-HSR procedures for protection of human subjects in research.  Examples of areas in which the IRB-HSR administrative staff may be asked to conduct a thorough examination of the IRB records and/or the IRB-HSR database to evaluate performance includes, but is not limited to:  

· Proper use of expedited and exemption categories;

· Timeliness of IRB-HSR staff responses and/or IRB review; 

· Application of risk versus potential benefit, including designation of minimal risk when appropriate;

· Appropriate consideration and documentation for protecting vulnerable or potentially vulnerable populations;
· Establishment of appropriate privacy and confidentiality protections;
· Timeliness of continuation review of approved research;
· Appropriate notification about the emergency use of test articles;
· Appropriateness of the approved informed consent process and inclusion of all elements of informed consent;

· Appropriate documentation for and approval of waivers of informed consent requirements;
· Appropriate consideration for data and safety monitoring;
· Completeness of IRB minutes; 
· Situations involving administrative suspensions or terminations of IRB approvals.

The results of an administrative assessment are shared with the Director of IRB-HSR.  The results may impact current practices and may require additional educational activities for IRB-HSR staff and IRB members.  

PROCEDURES

Administrative Assessment

1. An administrative assessment may require selection of specific protocols for examination of a variety of topics including, but not limited to:  review type, funding source, off-site research, event types, special research categories, and/or assigned IRB-HSR staff.  Generally, protocols meeting the criteria for the particular administrative assessment are randomly chosen, however, specific studies may also be identified at the discretion of the Director of IRB-HSR, and/or Associate VP for Research.

2. If identifying specific protocols is not necessary for the type of administrative assessment conducted (e.g., review of meeting minutes, or review of a committee’s workload) other related materials are obtained and reviewed accordingly.

3. After identifying the protocols and/or related materials for examination, the IRB-HSR administrative staff or designee conducts an in-depth review of either the IRB records for each protocol, or related materials.  This may entail review of the IRB-HSR computerized tracking system, electronic or physical IRB records maintained by IRB-HSR, and the IRB meeting minutes.  A comparison may be conducted to verify the events listed in the IRB-HSR computerized database are reconciled with the documentation contained within the protocol file.

4. The results of the review are shared with the Director of IRB-HSR.  Based on performance results, the Director of IRB-HSR may take measures to strengthen certain areas of the human research protections program.
5. Using appropriate methodology, the IRB-HSR staff member conducting review educates IRB-HSR staff and/or the IRB on areas in need of strengthening as identified by analysis of the results (e.g., QI presentation at an IRB meeting, in-service presentations, etc...).  The IRB and the Associate VP for Research are not informed of specific findings unless the findings reveal significant or numerous deficiencies in protection of human subjects in research.  

6. If exposed significant deficiencies necessitate reporting to the IRB and the Associate Vice President for Research, the IRB makes a determination whether to report the findings to FDA, OHRP, the study sponsor, and/or other applicable internal departmental faculty/staff.
7. To support continuous improvement when policy or procedure changes as a result of internal administrative review findings, the Director and/or IRB-HSR staff may perform a follow-up review to help determine whether the new processes have been effective.
Performance Evaluation Guidance Examples
Assessment of Exempt/Expedited Review

If an assessment is conducted for protocols reviewed using exempt/expedited procedures, the IRB-HSR staff verifies conformance with policies and procedures which may include, but are not limited to:

a) Assignment to appropriate exempt/expedited reviewer;

b) IRB members were notified of exempt/expedited reviews;

c) Protocols reviewed using exempt/expedited procedures met the eligibility requirements for exempt/expedited review (proper use of exempt/expedited category);

d) Documentation exists for the basis of allowing exempt/expedited review (exempt/expedited category selected);

e) Exempt/expedited reviewer did not disapprove research proposal (proposal forwarded to for higher level review (expedited or full board)
f) IRB-HSR staff and/or IRB reviewer processed application in accordance with administrative guidance in a timely manner.

Assessment of Full Board Review

If an assessment is conducted for protocols reviewed using full board review procedures, the IRB-HSR staff verifies conformance with policies and procedures which may include, but are not limited to:

a) Assignment to review given to an appropriate member of the full board;

b) IRB members received information with enough time to review the submission;

c) Documentation exists for the basis of full board decision, including discussion of critical points. 

d) IRB-HSR staff and/or IRB reviewer processed application in accordance with IRB member guidance and administrative guidance in a timely manner.

Assessment of Risks and Benefits

If an assessment is conducted for the IRB’s determination of risk versus potential benefit for a protocol, including designation of minimal risk when appropriate, the IRB-HSR staff verifies conformance with policies and procedures which may include, but are not limited to:

a) Documentation in the meeting minutes or IRB-HSR records of the IRB’s evaluation of risks of the research;

b) Provisions for safety monitoring;

c) Risks have been minimized to the extent possible;

d) Determination of the level of risk;

e) Risk level of investigational device, if applicable;

f) Appropriate disclosure of risks and benefits in informed consent process.

Assessment of Outreach Activities for Research Participants
The IRB-HSR staff and/or Director assesses the number of suggestions, concerns, or complaints received from human subjects or their family members through  the IRB-HSR Director or other staff,  the Research Subject Advocate (RSA) in the GCRC or VPR Post Approval Monitors.  Assessment focuses on the quantity and nature of the contacts.
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