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	Lewis Roberts 

	CC:
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	Application # 08-001917

	
	08-001917 
Please Note: Effective immediately, communications for IRB decisions will be in a new format. This change is a result of recent standardization measures occurring in the IRB. If you have questions, please contact the IRB Service Center at (77) 64000.


Title: Global Outcomes Research Strategy (GORS) Database Protocol CA 023 B
Better Understanding of Outcomes in HCC

IRB#: 08-001917

Please note that all correspondence (modifications, continuing reviews, reportable events) related to this study/grant application must be submitted electronically in the IRBe system. 

The following is an excerpt from the minutes of the Expedited Review B of the Mayo Clinic Institutional Review Boards meeting dated 7/14/2008:

The above referenced application is approved by expedited review procedures. This approval is valid for exactly one year unless during the year the IRB determines that it is appropriate to halt or suspend the study earlier. The reviewer determines that this constitutes a minimal risk collection of materials that have been collected, or will be collected solely for nonresearch purposes, and therefore is eligible for expedited review in accordance with 45 CFR 46.110, item 5. The reviewer determines that this research satisfies the requirements of 45 CFR 46.111. The IRB approves waiver of specific informed consent in accordance with 45 CFR 46.116 as justified by the investigator, and waiver of HIPAA authorization in accordance with applicable HIPAA regulations. The investigator is reminded that no records whether stored in the Mayo medical record or a separate clinical database may be accessed for this study for participants who have declined authorization for use of their medical records in research. Research authorization can be verified on-line at http://hsrwww.mayo.edu/medinf/services/auth/res_auth.html. 
Tremaine, William J. M.D., Chair 
James Pringnitz , Specialist
Mayo Clinic Institutional Review Boards
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