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Harrison IRB Provides FDA Audit Results
LONDON — August, 25, 2009 — Harrison IRB announced today that the U.S. Food and Drug Administration (FDA) has completed an inspection of its London, Ohio office.  This was a scheduled surveillance audit to review the overall operations and procedures of Harrison IRB, which took place from August 17 -24, 2009.  This is the first FDA inspection for the company. 

“The FDA audit was completed successfully and we were very pleased with the results, said Christina Billias, CIM, Harrison IRB’s Director of Compliance.  There was no 483 issued and a copy of the Establishment Inspection Report (EIR) is expected to be available within the next 60 days”.    

The inspection was timely having recently submitted Step 2 of the accreditation documentation to the Association for the Accreditation of Human Research Protection Programs, Inc. (AAHRPP). 

“Once again, I am pleased to report that we have completed another successful milestone at Harrison IRB.  It has been gratifying to complete the inspection with a positive outcome from the FDA.  I’m very proud of everyone within our organization.  They’ve proven their commitment to the protection of participants in research and to the core philosophy of Harrison IRB,” said C. Michael Ambuske, President of Harrison IRB.
Harrison IRB is an independent review board that provides a thorough review of research projects in a timely, efficient manner while enhancing the quality of ethical oversight required by the FDA and other regulatory agencies.  The company offers a wide range of services designed to improve the IRB process and focuses on customer-service, quality and training.

Harrison IRB’s study management tracking system, The Vault™, is a Web-enabled, desktop product that is secure and available 24/7.  The system allows users to download information and share documents with their study team members.  
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Christina Billias, Director of Compliance, 740 845 0814, cbillias@harrisonirb.com 
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