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Dear Dr. Kurt Barnhart: 

 

The above referenced protocol was reviewed and re-approved by Dr. Emma Meagher, Executive Chair of the IRB (or her authorized designee), using 

the expedited procedure set forth in 45 CFR 46.110(b) (9), on 04-Apr-2012. 

 

Approval by the IRB does not necessarily constitute authorization to initiate the conduct of a human subject research study. You are 

responsible for obtaining any relevant committee approvals. 
 

This approval is for the period 04-Apr-2012 to 03-Apr-2013.  

 

The following documents were included in this review:  

- IRB Continuing Review Form, signed and dated 03/28/12 

- Cover Letter, dated 03/28/12 

 

In addition, the documents noted below were submitted as a modification to the above-referenced protocol and were reviewed by Dr. Emma 

Meagher, Executive Chair of the IRB (or her authorized designee) using the expedited procedure set forth in 45 CFR 46.110 and approved on 04-

Apr-2012. 

 

- Revised Combined Informed Consent & HIPAA Authorization Form, Version 3, dated 03/28/12 

- Summary of Changes, dated 03/28/12 

- Revised Study Protocol, Amended: 03/28/12 

- Revised IRB Protocol Summary, dated 02/07/08  

 

When enrolling subjects at a site covered by the University of Pennsylvania's IRB, a copy of the IRB approved informed consent form with the IRB 

approved from/to stamp must be used unless a waiver of written documentation of consent has been granted. 

 

If you have any questions about the information in this letter, please contact the IRB administrative staff. Contact information is available at our 

website: http://www.upenn.edu/regulatoryaffairs. 

 

Thank you for your cooperation. 

 

Sincerely, 

 

 

 

IRB Administrator  
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