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PROCEDURE  

1.  The documentation to be sent to the IDS includes the approved protocol and 
amendments; the Investigator Brochure, including subsequent safety reports;, the IRB 
approval letter and any IRB approval notifications for amendments and progress reports.    

 
2. In preparation for commencement of study, the IDS will prepare nursing fact sheets and 

pharmacy dispensing guidelines.  Each study is assigned an IDS number by the IDS staff. 
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3. Each prescription or physician order should be written according to p

and should include study case numb
accountability using the standard drug accountability record form.  Any
drug will be returned or destroyed by the IDS. 

 
4. Notification of the clinical trial to the IDS is not required if the study is being conducted 

outside the University Hospital unless the research group prefers the IDS
prepare the investigational product.  
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