Web Resources for Surviving an IRB Site Visit or Inspection

A.  OHRP (formerly OPRR) IRB SITE VISITS

Listed below is an Internet site that may prove useful when you are developing procedures and policies for running an IRB (standard operating procedures) and also in preparing for an Office of Human Research Protection (formerly OPRR) site visit.  The document contains a summary of procedures utilized by OHRP (OPRR) staff in conducting compliance oversight activities and lists common findings and guidance (common problems found during a site visit).

http://ohrp.osophs.dhhs.gov/references/oprrcomp.pdf 

B.  FDA IRB INSPECTIONS

Below are materials that might be useful when an IRB is inspected by the FDA.

1. Institutional Review Board Inspection Procedures - from the Office of Regulatory Affair's Bioresearch Monitoring (BIMO) program.  BIMO is a comprehensive program of on-site inspections and data audits designed to monitor all aspects of the conduct and reporting of FDA regulated research.  This is how the FDA will conduct an IRB inspection and you can review it before they arrive.

http://www.fda.gov/ora/compliance_ref/bimo/7348_811/default.html 

2. The FDA Information Sheets for Institutional Review Boards and Clinical Investigators (known as the FDA Information Sheets) contains a section titled, “FDA Institutional Review Board Inspections.”  This section discusses the process of an FDA IRB inspection.

http://www.fda.gov/oc/oha/irb/toc9.html#IRBInspections 

In addition, included with this Information Letter is a document titled, “Some Suggestions to Help with an FDA IRB Inspection,” that can be read before an IRB inspection.

C.  VA OIG INSPECTIONS

The VA’s Office of the Inspector General is organized into three main components for Investigations, Audit and Inspections.  Each of these components have published “Quality Standards” which govern their scope and performance.  Depending on the issue under review, whether it is an allegation of fraud, a fiscal irregularity or an issue of quality of medical care, each of these components will be on lead for the inquiry.  Also there is a program which is conducted by all three components through their Field Offices called the Combined Assessment Program (CAP) Review which is a systematic review of a VHA facility’s overall operations in the delivery of first rate medical care.  A lot of information is provided on the VA OIG’s Website:

http://www.va.gov/oig/homepage.htm 

In addition, included with this Information Letter is copy of a PowerPoint presentation “Vigilance of Public Health Care Systems” that gives more information on the scope and activities of the VA OIG, which was presented a couple of years ago at an international meeting in Argentina, but the information is fairly accurate.

Other useful websites are:

IGNET Federal Government

http://www.ignet.gov 

General Accounting Office (GAO)

http://www.gao.gov/ 

Office of Government Ethics (OGE)
http://www.usoge.gov/ 

