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The IRB staff at work… 
• The University of Utah IRB currently has over 4,000 

active protocols. 
 

• This translates into about: 
 

• 120 New Study Applications 
• 100 Continuing Review Applications 
• 160 Amendments 
• 100 Report Forms 

 
…that are somewhere in the IRB process each 

week. 



The IRB staff at work… 

• This means that at any given time, the IRB 
staff is reviewing documents for hundreds of 
different studies. 

• Multiple versions of documents, different 
review requests, etc. can make this a daunting 
and time-consuming task, but you can help! 
 

 



The typical IRB reviewer 

• Board members review applications and documents for 
multiple applications each month. 

• They complete a checklist that includes a list of their 
concerns, questions, and required revisions. 

• The revisions are translated into a letter drafted by the IRB 
staff. 
 

TIME PASSES… 
 

• The IRB staff and board members then check the completed 
revisions.  Depending on how long it takes the study team to 
respond, this can be up to 30 days after they were sent. 



The typical IRB reviewer 

• When changes made to the application are 
easy to follow, checking the revisions is usually 
a very quick process. 

• However, if changes are not easy to follow, the 
process can be cumbersome and time-
consuming, and often results in revisions 
being re-requested, or additional clarifications 
being required. 
 

 



Are my documents helpful? 

• The way you track and attach your documents 
can significantly affect how quickly your 
revisions get reviewed, and ultimately, how 
quickly your study gets approved. 
 

• To make sure your revised documents are 
speaking IRB language, follow some simple 
steps… 

 



Step #1: Title Your Document Clearly 

• Choose a title that shows the evolution of the 
document during the IRB review process: 
 
 
 
 It is not necessary to include version dates in the title of the document.  ERICA 

time stamps every action in the system. 
 HOWEVER, if you need the version date to appear in your final 

approval letter, make sure it is part of the title.  ERICA  
processes the document exactly how it is uploaded. 

 



Step #2: Track Your Changes 

• When making changes to previously-approved 
or previously-reviewed documents, make sure 
you prepare 
1. A tracked copy of the document showing the 

changes you’ve made; and 
2. A clean copy of the revised document for 

processing. 



Track Changes in MS Word 2010 
 If you ever need help with any function in any version of Word, click 

the “Help” icon        and type in the topic you need help with.  In this 
case, typing “Track Changes” will return many helpful results. 

 

• In Microsoft (MS) Word 2010: 
1. On the Review tab, in the Tracking group, click 

the Track Changes button. 
 
 



Track Changes in MS Word 2010 

• Make the changes you want by inserting, deleting, or 
moving text or graphics.  You can also change 
formatting.   

• Balloons show insertions or deletions, formatting 
changes, and comments. 
 

• In Microsoft (MS) Word 2010: 
2. Click the “Track Changes” button again to turn 

off tracking.   
 



Is it okay to highlight the changes? 

• No – highlighted documents show where 
changes have occurred, but not necessarily 
what those changes are. 



Is it okay to highlight the changes? 

• Tracked Changes show what was deleted, 
what was added, and comments can be 
included if needed.  This is all critical 
information for IRB review. 



“Compare View” in Adobe 

• You can identify what has changed between 
two versions of a PDF file by using the 
“Compare View” function. 
 
 
 
 

• See: http://adobe.ly/xqvrc7 for instructions.   
 

http://adobe.ly/xqvrc7


Step #3: Prepare a Clean Copy 
• After you’ve created a tracked changes copy of your revised document and 

saved a copy of it, you need to prepare a clean copy of the revised 
document for processing. 

• To get rid of tracked changes and comments, you need to accept or reject 
the changes and delete the comments. 
 

• In Microsoft (MS) Word 2010: 
• To remove tracked changes, use the Accept and Reject commands on the Review tab in 

the Changes group. 
• On the Track Changes toolbar, you can use the arrow under the Accept button, and then 

click Accept All Changes in Document. 
• Any comments that have been added may need to be manually deleted. 

 



Step #4: Attach Your Revised 
Documents 

• You should now have two documents: 
 
 
 
 

A tracked copy  
for review….                        …and a clean copy for 
                                                                  processing. 



Step #4: Attach Your Revised 
Documents 

• Leave the old versions in ERICA! 
 Don’t delete previous versions of the documents 

 Reviewers need to be able to reference old 
documents and see the changes that have been 
made over time 

 Only the most recent version of the document will 
be approved 

 



Don’t forget the title 

• The final approval letter will show the title of the 
document as you have uploaded it 
 If your sponsor requires the document to be titled a 

specific way, make sure you enter the title appropriately 

 



Questions? 

 
Contact the IRB if you have questions. 

 
801-581-3655 

irb@hsc.utah.edu  

mailto:irb@hsc.utah.edu
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