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SOP 12.01 - IRB Records and Documentation 

1. Objective 
This SOP describes procedures related to IRB record keeping and documentation. 
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 IRB Authorization Agreements; 
 Any existing contractual agreements for off-site research as may be pertinent to the review 

of the proposal; 
 Applications for funding/sponsorship, if applicable; 
 Advertising or recruiting materials, if applicable; 
 Protocol amendments or modifications; 
 Instrument(s) to be used for data collection, if applicable; 
 Depar0 Tc
0sDC

0 TT(s; )] TJcsealth and Human Services/National Institu0 Tc
es of Heal0 Tc
h (NIH) approved 
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