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Notification of Exempt Determination 

 
 
Date: September 23, 2016 
 
Principal Investigator: Yanan Fang  
  
Study Title: Evaluation of different methods for detection of Helicobacter pylori. 
IRB #: 2016-6957 Reference #: 022254 
Type of Submission: Submission Response for 

Initial Review Submission 
form 

  

    
Determination Date: 09/22/2016   
    
 
Exempt 4: Research involving the collection or study of existing data, documents, records, pathological 
specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the 
investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the 
subjects. 
 
The waiver of HIPAA authorization was approved. 
 
Re-review by the IRB will be required if any substantive change is made in the protocol during the course 
of the study, to determine whether or not the study still qualifies as Exempt Research.   
 
Reportable Events must be reported to the IRB in compliance with the Einstein IRB policy. 
 
Reviewed Documents: To obtain a list of documents that were approved with this submission, follow these 
steps: Go to Study Assistant – My Studies and open the study – Click on Submissions History – Go to Completed 
Submissions – Locate this submission and click on the Details button to view a list of submitted documents and 
their outcomes.  
 
For a list of all currently approved documents, follow these steps: Go to Study Assistant – My Studies and open 
the study – Click on Informed Consent to obtain a list of approved consent documents and Other Study 
Documents for a list of other approved documents. 


