Principal Investigator Notification:
	From:
	IRB

	To:
	Sombat Treeprasertsuk

Einar Bjornsson 

	CC:
	Einar Bjornsson

Diaa Elfaki

Jill Keach

Keith Lindor



	
	

	Re:
	Application # 09-002208 

	
	09-002208 


Title: Outcome of patients with Primary Sclerosing Cholangitis (PSC) after Colectomy for Ulcerative Colitis 
IRB#: 09-002208
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 C of the Mayo Clinic Institutional Review Boards meeting dated 4/9/2009:

DECISION:   The above-referenced study was approved by expedited review procedures.  The Reviewer noted that the research activities involve a retrospective chart review of Mayo Clinic Rochester subjects.  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.  IRB approval will expire on April 8, 2010. A maximum of 200 charts from adult male and female subjects with primary sclerosing cholangitis after colectomy for ulcerative colitis is approved for review to collect data existing between the dates of January 1, 1995 and December 31, 2008.  
REVIEW:   The Reviewer noted the risk/benefit ratio and determined it was acceptable. 
CONSENT:   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. 
REMINDERS:  The investigator is reminded:  that if protected health information will be collected from subjects residing in Minnesota , no records, whether stored in the Mayo medical record or a separate clinical database, may be accessed for this study for subjects who have declined authorization for use of their medical records in research. Research authorization can be verified on-line at http://rmidev:8181/resauthretrieval/pages/main.jsf.  
REVIEW/CRITERIA:   The Reviewer determined that this constitutes a minimal risk collection of data that have already been collected, and therefore is eligible for expedited review in accordance with 45 CFR 46.110, item 5.  The Reviewer determined that this research satisfies the requirements of 45 CFR 46.111.  
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