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DURING AN INSPECTION OF YOUR FIRM I OBSERVED : 

OBSERVATION 1 

The IRB has no written procedure for conducting its initial and continuing review ofresearch. 

Specifically, 

A). The Continuing review for studies under approved for 
continuation during the March 26, 2010 meeting. The IRB not nor request any copies of the current Informed 

-

Consent in use from the Investigator. The Investigator provided the date of approval of the current co sent form in 

-

use. The 
approval date of the IC provided by the Investigator for Protocols ­ and - s 12/05/02 . There was no available 
consent form approved for this date for thes two studies. The consent forms found in the IRB records for studies and 

were dated 12/ 11 /2001 and 10/22/2002 respectively. 

B). the BRJ IRB Standard Operating Procedures (Both Approved Version- Rev H, and Draft) do not include any 
procedures for conducting reviews of device studies to determine whether they involve a significant risk device per 21 CFR 
812.66. 

OBSERVATION 2 

. 
The IRB has no written procedure for determining which projects require review more often than annually . 

OBSERVATION 3 

Copies have not been maintained of all approved sample consent documents and progress reports submitted by investigators. 

Specifically, 
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OBSERVATION 4 

The IRB did not detennine at the time of initial review and at the time of continuing review for an on-going study which was 
started on/before April 30, 200 l that a study was in compliance with 21 CFR Part 50 Subpart 0, "Additional Safeguards for 
Children in Clinical Invest igations." 

Specific- is IRB approved Protocol- and- These protocols were approved to include children from . 
months t ear of age. This IRB has no procedures for safeguarding children, the assent of children in clinical trials, and 
detennining the need for both parents to sign the informed consent as required by the state. 

~ 
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10/28/201 O(Thu) 
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