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Revise Your Study As Necessary 
You can easily revise your study.  All versions of your 
study become a permanent part of your electronic 
study record.

 To create a new 
package in sequence 

from an existing 
package (ex. 100104-1) 

click on “Study 
Designer”.

 Note this is the first 
study package in the 

sequence.
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Revise Your Study As Necessary 
Add New Document.

 Click “Add New Document” 
to add documents to next 

package.

View

Update 

Delete document
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Revise Your Study As Necessary 
It is necessary to Create a separate, new package to 
preserve the audit trail.
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Revise Your Study As Necessary 
Creating a second package adds documentation to the 
Study History.
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Bring forward and revise documents previously 
submitted, or simply add a new document.

 To add a new 
document, click “Add New 

Document”.

Documents from the previous 
submitted package are 
referenced.

 To update an older document:
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Document tools 
Powerful tools to modify and review documents.

 Note that after 

revising, the 

document is 

removed from the 

visible list of 

documents from 

previous packages
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Revision History 
The revision history, by study package, is available for 
review.
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Submission 
When the study documentation is complete, sign 
and submit according to your institution’s SOPs.




